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N° no | daTa Ha
Bepcus, pesusunsa | NpuumHa 3a U3MeHeHune B cuna or:
pen N3MeHeHne
1 20.07.2021 Bepcusi 1, Pesmans 1 | VI3MEHEHME M IOMBIHEHME BB BPB3KA C | 45 g 501
oueHka Ha EA
N3MeHeHne Ha AaTaTa Ha BJ/IM3aHeE B
2. 13.09.2021 Bepcusi 1, PeBnans 1 | CA1@ Ha AOKyMEHTa BbB BPB3KA C | 45445071
AOKJla4 OT OTroBOpHMKa MO KayecCTBOTO
Bx. N2 20-02/005/B/13.09.2021
Bepcusi 1, PeBusnusi N3meHeHne n AonbJ/IHEHNe BbB
3. 01.11.2024 p ’ Bpb3Kka C BbBe)xxgaHe Ha HoBata | 15.11.2024

2
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CbAbP)XAHUE:
Crp.
1. Llen 4
2. TepMuUHN, onpeaeneHns N CbKpaleHms 4
3. dopMynmpaHe Ha obxBaTa Ha akpeaguTaums 4
4, Monutnka Ha UA BCA 4
5. N3nckBaHmsa kbm OOC 5
6. KanangatcreaHe 3a rbBkas ob6xBaT 7
7. OueHsiBaHe M akpeauTauus Ha roBkae obxsaT 7
8. MNpeacrtaBsHe Ha MbBKaB 06xBaT Ha akpeanTaums 9
9 MpUNOXMUMU AOKYMEHTHU 9
Mpun.1 TpuMepn 3a NnpeacTaBsiHe Ha M-BKaB 06xBaT Ha akpeauTauuns 10
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LEN

Llenta Ha npouenypata € pna onpegenu nonutukata v npoueca Ha WA BCA 3a oueHka u
akpeautauma Ha OOC, KOUTO Xenasat na BHeapAT W noaabpXaT CcUCTeMa 3a ynpasieHue,
cnocobHa Aa KOHTpoJiMpa r-BkaB 06xBaT Ha akpeamTaums

Mpoueanypata cbabpXxa obwmns Habop OT KpuTepumu, KouTo nossonsiBat Ha OOC ga noemat
OTrOBOPHOCT 3a YMpaB/EHMETO Ha uUenus obxBaT Ha akpeaAuTauus UM Ha 4acT OT Hero 6e3
npeaBapuTesnHa oueHka oT cTpaHa Ha MA BCA 3a BCsika HOBa AEMHOCT. TS e npegHa3HayeHa 3a
akpeantnpaHn OOC un oueHutenn Ha WA BCA, ydacteBawum B npoueca No oueHsABaHe 3a
npeaocTtaBsHe Ha akpeaMTauus Ha rbBkas 06xBarT.

2 TEPMUWUHWU, ONPEAENIEHNA N CBKPALLEHUA
2.1. TepMuHHK, onpepneneHun

3a uennTe Ha HacToslwaTa npoueaypa Ce WU3MN0NA3BaT CbOTBETHUTE TEPMMHM WU OMpeneneHus,
naneHun B ctaHaaptute ISO/IEC 17011 n ISO/IEC 17000.

2.2. CobKpaweHusn

UA BCA — M3nbnHutenHa areHumns “bbvnrapcka cnyxba 3a akpeguTtaumsa”
00C — OpraH 3a oueHsBaHe Ha CbOTBETCTBUETO
BAS QR 2 - Mpouenypa 3a akpeautaumsa Ha A BCA

3. ®OPMYJIMPAHE HA OBXBATA HA AKPEAUTALMA
3.1. dukcupaH o6xBaT Ha akpeauTauusa

dunkcmpaHuaT obxBaT Ha akpeguTaumsa onucea B AeTalinv AeNWHOCTUTE, KOUTO Ca OLEHEeHU U
akpeantupaHn ot MA BCA un rapaHTmpa, 4ye e oueHeHa KoMrneTeHTHocTTa Ha OOC 3a Bcska
OENHOCT, KoaTo ce fgobassa/pa3wnpsasa KbM obxBaTa.

3.2. NbBkaB 06xBaT Ha akpeauTauus

MBkaB o6xBaT, cbriacHo onpegeneHmero, gageHo B ISO/IEC 17011 e o6xBat Ha
aKpeauTaumsl, n3paseH Taka, ye Aa Mno3BOJSIM Ha OpraHuUTe 3a OLeHsIBaHe Ha CbOTBETCTBMETO Aa
nMpaBsaT U3MEHEHUS B METOA0/0rMsaATa U Apyrute napaMmeTpum, KOMTO nonagaT B KOMNeTeHuusTa
Ha opraHa 3a OueHsiBaHe Ha CbOTBETCTBMETO, KaKTo € NOTBbPAEHO OT OpraHa 3a akpeguTauus.

BbBexagaHeTo Ha HOBM MeToAW, NPOAYKTWU, Npouecu, ycayru uan napameTpu/xapakTepuctmku um
CXeMW Ce U3BbpLUIBa NO peda M M3NCKBaHMATA 3a paswupsiBaHe Ha obxBaTa Ha akpeauTauus,
onucaHu B MNpoueaypaTa 3a akpeanTtaumsa Ha WA BCA, BAS QR 2.

MBKaBMAT o06XxBaT MOXe Aa Ce OTHacs 3a uenus obxBaT WAM ornpefesieHa 4acT OT Hero.
MBKaABMAT 06XxBaT MOXe Aa NpeacTaBnsiBa KOMObuHaumst OoT (PUKCMpaHW M MbBKaBM 4acTu OT
obxBaTa unu ga 6bae oCHOBHO (pukcuMpaH ob6xBaT, ob6xBallal, HanpMMep egHa UM ABE MbBKaBu
OEeNHOCTH.

4. NMOJINTUKA HA UA BCA 3A AKPEOAUTALINA HA INbBKAB OBXBAT

OpraHuTe 3a oueHsIBaHe Ha CbOTBETCTBMETO MoraT Aa 6bAaT akpeaAnTUpaHu 3a rbBkaB 06xBar,
npu cnegHUTe yCcroBus:

Bepcus 1, PeBnzusa 2
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- BbBexpaaHeTo Ha HOBUM aKTyanusupaHu BEPCUU Ha CTaHAAPTUTE UK APYTN OOKYMEHTHU, B
KOMTO Ca onuMcaHu MetoamTe TpsibBa Aa Ce M3NbJ/IHM B MO-KPaTKM CPOKOBE, B CpaBHEHMe

C NNaHupaHuTe oueHkn Ha Macto oT NA BCA;

- KoraTto e Hanvue U3nckBaHe Ha KJIMEHTa.

MA BCA npenocTtaBa akpeauTaums Ha TIbBKaB o06xBaT, Korato MoauduUKaUUMTE Ha
aKpeauTUpaHusa o6xBaT He BK/HOYBAT HOBM MeToAM, Heo6xBaHaTK OT akpeauTupaH o6xBar.

MBKABOCTTa MOXe Jla o6xBalla uenvMs o6xBaT Ha akpeauTUpaHuTe AeWHOCTU UKW caMo YacTTa
oT TaX. ToBa 03Ha4yaBa, 4Ye 4YacT OT aKpeauUTMpaHUTe AeMHOCTN MoXe Aa uMa dUKCupaH, a gpyra
4yacT rbBKaB 06xBarT.

MBkaBmsa obxeaT aeduHupaH B cepTudumkaTa M 3anoBeaTa KbM Hero He TpsbBa Aa M3MCKBaA
npoMsiHa B npoueca Ha npunaraHeto My oT OOC. AKO ce Hanara TakaBa MpoMsiHa, TO TOBa Ce
cuMTa 3a paswupsiBaHe Ha obxgarTa.

3a opraHu 3a cepTudunKaumnst Ha CUCTeMU 3a ynpasneHue, OpraHu 3a cepTuduMKauma Ha nuua,
OpraHu 3a Banuaaums v Bepudmkaumnsa n OpraHm 3a cepTuduKaumsa Ha NpoayKTU B 3aKOHOBO
perynvpaHarta, B TOBa 4YMC/I0O 3@ LUENUTe Ha HOTUdWKAUMA, opraHu 3a ceptugukaums Ha
61O10rMYHM NPOAYKTU M Ap. - NPEA0CTaBs caMo MUKCUpaH 06XBaT Ha akpeauTaums.

4.1 UA BCA npeanocrtaBa r-BKkaB 06xBaT CbC cnegHaTa CTerneH Ha Nr-BKaBOCT:

4.1.1 MNpunoxkxeHue Ha HOBU (akTyanusupaHu) Bepcum (M3gaHUA) Ha [OKYMEHTH,
AedvHMpallM MeToAMTE WM KPUTEpUUTE 3a OoOLeHKa Ha CbOTBETCTBMUETO,
nsnonssaHn ot OOC (cTtaHAaapT™M WMAN APYrM AOKYMEHTU) WIN AOKYMEHTUTE,
KOWTO I'M 3aMeHHT.

Mpunara ce 3a opraHu 3a KOHTPOJ, OpraHn 3a cepTudukKaumsa Ha npoayktm, nabopatopumm 3a
n3nutBaHe, nabopatopum 3a KanubpupaHe, nabopatopuum 3a M3NUTBaHe M KanubpupaHe wn
MeamumHCKu nabopatopum 3a AeNHOCTM MO OueHsABaHe Ha CbOTBETCTBMETO B A06poBOSiHATA
obnact. He ce npunara 3a akpegutmpanm OOC 1 KaHAMAATM 3a akpeauTaums 3a uenute Ha
HoTUdMKaums.

4.1.2 NbBkaB o6xBaT Ha 6a3ara Ha o6wm MeTOoAM 3a M3NUTBaAHE CbC CTeneH Ha
r-BKaBOCT 3a:

- MpoaykTtn, rpynun/noarpynu NnpoaykTn (CbrnacHo AafeHo onmcaHue);

- Bwua Ha n3nuTBaHe/ XxapakTepucTuka;

- n/unm koMbnHaumsa oT TAX,

aKo TOBa He NMPOMEHS MPUNOXMMOCTTA Ha NOCOYEHUTE METOAMN Ha U3NUTBAHE.

Mpunara ce 3a nabopaTopuun 3a U3NUTBAHE 3a JEHNHOCTHU 110 U3NMUTBAHE B 406pOBO/IHATa 06/1acT,
MeANLMHCKN NabopaTopun U OpraHn3aTopu Ha U3NUTBAHMS 3@ NPUrOAHOCT.

JNlabopatopunte TpabBa pAa noaavpxatT noapobeH, AaTtMpaH Ccnucbk  Ha  [poaykTu,
rpynu/noarpynu npoaykKTU U XapaKTEPUCTUKKU, MpUHAANeXalM KbM CMOMeHaTUTe B MbBKaBMUS
o6xBaT Ha akpeauTaums.

B pamkuTe Ha npepocTtaBeHaTa akpeaumTaums e Heobxoammo OOC pa noabpxa 3anucu 3a
BCUMUYKU W3BBbPLIEHN Bepudukauum/BanuampaHus U na € B CbCTOSHME TMOCTOSHHO JAa
AOEMOHCTPUPa CBOATAa KOMNETEHTHOCT B MbJ1€H obewm.

B obuus CﬂyLIaﬁ Ce rnpunema 4e craHgaptusnpaHurte Merogn 3a U3rnnTBaHe AOCTaTb4YHO ao6pe
ornncBaTt U3NCKBaHuUsATa o OTHOLUEHNE Ha TpoAayKTu /XapaKTepMCTMKM /MetToan u rnopagvn ToBa
HE Ca rogxoasiwn 3a rnpefgocraBsHe Ha NbBKaB 06xBat no cMucosia Ha 7. 4.1.2.
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CreneH Ha rbBKaBOCT 10 CMUCb/a Ha T. 4.1.2 He ce npegocTaBs B C/ly4Yail Ha BbBEXAAHETO Ha
HOBM AENHOCTH (KOMUTO BK/1I0YBAT HOBU METOAM, HOBU TEXHUYECKN CPEACTBA, HOBU MMOMELLEHMS
u ap.), KouTo rnpeau toBa He ca 6uin OLeHsBaHu U HE € AEMOHCTPpUPaHa KOMMETEHTHOCT 3a
rnpuaaraHeTo mM.

MonntukaTta Ha NA BCA e ga He NpenocTaBs akpeauTauus Ha rbBkaB obxBaT Ha flabopatopuu
3a kanubpupaHe n nabopatopumn 3a u3NMTBaHe M KanubpupaHe B 4yacTTa KanubpupaHe no
cCMUCBbNa Ha T. 4.1.2.

5. UBUCKBAHUA KBbM 00C
5.1 O6wm nonoxkeHusn
OTtrosopHocT Ha OOC e pga AEMOHCTpUpa U NpeaocTaBuM AOKa3aTesiCTBa 3@ KOMMNETEHTHOCT W

CbOTBETCTBME CbC U3NCBAHUATA 3a aKpeanTauuns.

MBKaBUAT obxBaT € oOTpa3siBaHe Ha KoMmneTeHTHocTTta Ha OOC, He caMO TexXHuUYyecku pAa
M3BbpLBaA AerHOCTU, ob6xBaHaTM OT akpeauTaumaTa, HO M CNOCOBHOCTTa My JAa ynpasnsBa
npoueca Ha npwnaraHe Ha rbBkaB 06XBaT M aHraXuMeHTa cu Aa npeanara akpeamTvpaHu
OENHOCTN B paMKUTE Ha To3M ob6xBar.

OOC TpsbBa pa onuwe w©n o06sBM 3@ CBOUTE MOTEHUMANHW KJAWEHTU T[paHMUMTE Ha
akpeanTupaHus cu roekas ob6xBar.

00C, kakTto u A BCA no HMKaKbB HaunH He Tpsbea Aa BHywasaTt, 4ye OOC c rp-BkaB 0bxBaT ca
NO-KOMMNETEHTHU OT Takmea C pukcmpaH obxBar.
5.2. Kputepum 3a oueHKa Ha roBkaB o6xBaT

5.2.1 OOC Tpsi6bBa pa MMa [AOKYMEHTMpPaAH npouec 3a aHanui3, paspaborBaHe M
M3nbJ/IHEHUE Ha NMBKaB 06xBaT, KOWTO Aa NOCOYBA C/IeAHOTO:

- Kak ce onpenenaTt nanckBaHusTa 3a roBkas o6xBart

- Kak ca onpegeneHu rpaHnynTe Ha MBKaBoCTTa Ha obxBaTa

- Kak ce pa3spaboTBaT ycnyrute no oueHsBaHe Ha CbOTBETCTBMUETO

- Kak ce notBbp)XAgaBa, 4e njiaHupaHnTe AerHOCTU OTroBapsiT Ha M3UCKBAHUSITA

- Kak ce npoBepsiBa Aa/in AEAHOCTTa OTroBapsi Ha M3MCKBAHUSITA

- OTroBOpHOCTUTE 3a yrnpaB/ieHNne Ha MBKaB 0bxBaT M 3a BCsika 061acT Ha AeNHOCT;

- TlpouecbT Ha npernen Ha AOorosopa NOTBbpXAaBa U UHMOPMUPA KINEHTa/Bb30OXUTENS,
ye 3asABKaTa nonajga B rpaHUUMTE Ha rMBKaBua My obxsaT

- WHdopMauusiTa, 3a ToBa KakBo ce o6xBallia OT akpeauTaumsita, € Nnpo3payHa M To4Ha

5.2.2 OOC Tpsbea ga nogavpxat CrnncbK C gaTUpPaHM BEpPCUM Ha CTaHAapTUTE, TEXHUUYECKMU
cneumdukaumm uU HOPMaATUBHU LOKYMEHTWU, CNpsSIMO KOUTO W3BbpLIBa [AENHOCTUTE CU MO
OLleHsiBaHe Ha CbOTBETCTBMETO B paMKUTE Ha akpeauTupaHus r-ekaB ob6xBsarT.

5.2.3 CnucbkbT TpsibBa Aa ce noaabpXa akTyaneH M ga 6bae nybAMUYHO AOCTbMNEH rpu
MONCKBaHe, OCBEH aKO HSIMa OCHOBATE/IHa NPpUYMHa 3a ToBa (Hanp. HOPMaTUBHW U3NCKBaHMS).

5.2.4 Mpoueaypata 3a npernea Ha aorosopu Tpsibea ga onucea nogpobHo aencteuaTa Ha O0C
npu 3anuTBaHe 3a ycyra, KosToO € B rpaHuuMTe Ha akpeauTupaHusa roBkaB 06xBaT, HO He e
n3BbplBaHa npean. B To3m cnydamn OOC Tpsibea:
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— [Aa MHpOpMMpa KIMEHTa, 3a HEBBb3MOXHOCTTA CM gAa usgage aoknaa/ceptudukart nog
akpeauTaums, QA[oOKaToO [AOKYMeHTupaHuaT npouec Ha OOC 3a paspaboTtBaHe #
opobpsBaHe Ha ycnyrata/OenHoCTTa B paMKUTe Ha MeBKaBus o6xBaT He 6bae 3aBbpLUeH

— pa nHdopMupa KNMeHTa 3a CbOTBETHUTE nocneamum (HanpuMmep NpoMsiHa Ha CPpoKOBeTe
M ueHaTa)

— [a pasnojlara C BCUMYKM HeobxoauMu pecypcu W gpyru cpeacrsa, HeobxoamMu 3a
3aBbpPLIBAHETO Ha KOHKPETHaTa 3asiBEeHa yCnyra;

— [a vMMa nepcoHan C noaxoAsia Keanudukaumsa 3a UsanbjHEHME Ha KOHKpEeTHaTa ycnyra
MU HEMHOTO BalnanpaHe unm sepuduumpaHe;

- [a “3BbplBa BanvMaMpaHe Wan BepuduLmMpaHe Ha MeTola, OnucaH B HOBUSI CTaHAapT

— akTyanum3mpa Cnucbka caMO Cnea M3BbpLIBAaHE Ha BCUYKM HEOOXOAMMU TEXHUYECKWU
AENHOCTWN, CbF1acHO AOKYMeHTMpaHusa npouec Ha OOC 3a pa3paboTBaHe, U3MNbJIHEHME U
yTBbp)XAaBaHe Ha AeAHOCTU B paMKUTe Ha MbBKaBMS ob6xBar.

— [da u3nonsBa MNOMeWEHUss BbB Bpb3Ka C MbBKaBus 06xBaT, KOUTO ca AeknapupaHu
npeaBapuTesiHo 1 oueHeHn oT MA BCA. B npoTMBeEH cny4dal AeNHOCTTa He MoXe Aa 6bae
BkAtoveHa B Cnncbka ¢ reBkaB obxsaT Ha OOC.

AKO MNpouechbT Ha BanuaupaHe Ha fgajeHa AeWnHOCT AoBefe A0 3akndeHumeTo, ye OOC He e B
CbCTOSIHME Aa u3paBa BanuaHu pgoknaau / ceptudukaTtn, OOC Tpsabea ga rapaHTmpa, ye ce
M3BbPLUBA aHaNM3 Ha NpuYnHaTa U ce NpeanpuemMaT aaeKBaTHU KOpurnpawm Aencrems. TakmBa
OencTBms oT cTpaHa Ha OOC TpsibBa Aa BKAOYBAT:

- WHdopMMpaHETO Ha  KAMEHTa CKU, 4Ye [AO0KATO Ce M3BbpLBA aHaIM3bT U BCUYKMK
nocneaBawmn pgencreusa, OOC HsiMa ga MOXe Aa wu3gaBa akpeguTupaHu poknaau /
cepTudurKaTn n NpuYMHUTE 3a TOBa

- [pepasrnexgaHeTo Ha CbOTBETHUTE nMpoueaypu uaAM MeToau, 3a Jda ce paspewu
naeHTudnunpaHuaT npobaem 1 ga ce rapaHTupa, 4e TOM HsaMa Aa ce NoBTopu B 6baelle

- MNpepnednHupaHe Ha rpaHMUNTE, B paMKUTE Ha KOUTO 06XBaTbT € MbBKae. B To3n cnyuai
OOC Tpsibea na nHdpopmumpa MA BCA, 3a Aa npoBepu Aann HAUYMHDBT, NO KOWNTO € onmcaH
obxBaTa Ha akpeauTauus, Tpsbea ga 6bae NMPOMEHEH.

6 KAHOUWAATCTBAHE 3A N'bBKAB OBXBAT

OOC wMorat ga kaHgupgaTcTBaT 3a rbBkaB obxBaT MNpu MbpBOHadasHa akpeguTaumss M Npwu
paswupsiBaHe Ha obxBaTa 3a akpegmTaums 3a CTeneH Ha MBKaBOCT MO CMUCbLAa Ha T. 4.1.1.

3a cTeneH Ha MbBKaBOCT MO CMUCHLAA Ha T. 4.1.2 OOC MoraT ga kKaHAuAaTCTBaT cflel MbpBuU
UMKBS Ha akpeguTauma (cnen nbpBOHa4dasHa akpeguvTauumsl), Koraro € roTBbpAEHAa
cTabuiHOCTTa Ha cucTemaTa 3a yrnpasBjeHne n e JEMOHCTpUpaHa KOMNETeHTHOCT npea WA BCA.
U3koueHne Moxe fga ce Hanpasu rnpu MeauUnHCKUTe naboparopumn, rnpu KOUTO Cbr/iacHo EA-
4/17 e 3a npearoynTaHe Aa ce rpeaocrass rbBKas obxsart. bBKaB 06xBaT ripy MEAULUNHCKUTE
nabopaTopumn ce npeaocTaBs rnpu cria3BaHe Ha M3NCKBaHusTa Ha EA-4/17.

OOC c npegoctaBeH ¢pukcnupaH ob6xBaT Ha akpeauTalunsi, Moxe opuuymnaaHo 4a 3asBu Hav Masako
eAnH Mecel rpeaun rnpoBexaaHe Ha rJ1aHOB HaA30p XXe/IaHWE W rOTOBHOCT Aa MPEMUHE KbM
rbBKaB 06xBaT Ha akpeauTauus wam MoraTt ga KaHAuMAaTCTBaT 3a IbBKaB 06xBart, Kato rpu
rnogaBaHe Ha 3asiBJIEHME 3a rnpeakpeauTaumns/paswmnpsiBaHe Ha obxBata Ha akpeauTayms ce
oTbenisizBa TUNa Ha obxBarta U CTErNneHTa Ha NMBKaBOCT

OOC npeactasat B MA BCA cnegHuUTe AOKYMEHTU, B AONb/HEHWE Ha AOKYMEHTUTE, U3UCKBaHU
npu KaHaAngaTCTBaHe 3a NpeakpeguMTaumsa u paswmnpssaHe Ha obxeaTa:

- O6xBaT Ha akpeauTauusa, C MOCOYEHa CTerneH Ha IbBKAaBOCT - 3a LUENUs UM 4acT oT
obxBaTa;

- Tpoueaypa 3a npunaraHe Ha roBkae ob6xsaT, cbrnacHo 1.5.2;
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- CnncbK Ha OTroBOPHUA MepcoHasn 3a rbBkas 06xBar.

7. OLEHABAHE U AKPEOUTALINA HA T'bBKAB OBXBAT

7.1 WA BCA pa3rnexpaa 3asiB/ieHUs 3a MbBKaB 06xBaT, KaTO M3BbpLUBA OLlEHKa Ha PUCKOBETE,
CBbp3aHun C BCsiKa KOHKpeTHa aenHocT n O0C.

7.2 Mpwn onpegensiHe Ha HUBOTO Ha PUCKOBETE, CBbP3aHW C AENHOCTUTE M Bb3MOXHOCTTA Ha
OO0OC pa 6bae akpeauTmpaH c reBkaB obxeaT, MA BCA pasrnexga B npoueca Ha akpeauTauums
cnegHUTE acnekTu B AerHocTTa Ha OOC:

a) CreneHTa Ha pa3bupaHe Ha OOC Ha npaBuaaTa n npoueaypuTe 3a U3NbJIHEHNE U
yrnpasJieHMe Ha MbBKaB 06xBaT;

b) EdekTnBHOCT n cTabmnHOCT Ha cucTteMaTa 3a ynpasneHmne Ha OOC, 3a onpegesieHuTe
rpaHnunm;

c) CnoXHocCTTa Ha AeNHOCTUTE MO OLEeHsIBaHe Ha CbOTBETCTBUETO;
d) CreneH Ha rbBKaBOCT, 3asiBeHa/ripegocraBeHa ot O0C;
e) PuckoseTe 3a penyTtaumaTta Ha MA BCA, OOC n 3a nasapa;

f) OcurypsiBaHe Ha NOCTOSIHHA TEXHMYECKa KOMMNETEHTHOCT Ha nepcoHana Ha 00C,
OTrOBOPEH 3a yrpasJ/iEHNE Ha MbBKaB 06XBaT v pas/inyHUTE AENHOCTUTE, CBbP3aHU C
rbBKaB ob6xBar;

g) Mo3HaBaHeTo K cboTBeTCcTBMETO Ha OOC Ha CbOTBETHUTE CTAaHAAPTU U AENHOCTU,
KaKTo 1 cnocobHoctTta Ha OOC ga AeMOHCTpUpa, Ye HauMHbT, No KonTo paboTu, e
noaxoasiul n BaanageH U ce n3BbpluBa 6e3I'IpVICTpaCTHO M KOMMNETEHTHO,

h) OuakBaHMSITa Ha 3aMHTEPECOBaAHWUTE CTPaHM U perynaTopuTe;

i) CreneHTa n o6xBaTa Ha KOHTponuTe, npeanoxeHun ot OOC 3a ynpaBiEeHUETO Ha
rbBKaB ob6xBar;

j) MnaHupaHaTa yecTtoTa Ha koaTo OOC Bb3HaMepsiBa Aa aKTyanmanpa Crimcbka Ha
AEeNHOCTUTE CBbP3aHu C rbBKasB o6xBart

OueHka Ha pUCKOBETE Ce WM3BbpLIBA OT CXEMEH MEHUOXbp 3a CbOTBETHATa CXemMa 3a
akpeauTauusl npu npernen Ha 3asiB/ieHMe 3a npenocTaBsHe Ha MbBkaB 06xBaT 3a acnekTuTe,
rmocodyeHn B noaToukm c), d), e), h), v oT Bogew oueHuTen B MNpoLeca Ha OLUEHsIBaHEe U
AOKfaaBaHe 3a noco4vyeHuTe B noaTtouku a), b), d), f), g), j) acnektn. OueHkaTa Ha pUCKoBeETe
ce AOKyMeHTMpa BbB (QopMynspa 3a npersies Ha 3asBNeHMeTo M B AOKaZ4a Ha Boewms
oueHuTen.

lMporpamaTa 3a oueHkn Ha OOC ce usrores no pega Ha BAS QR 2 n BAS QI 2, kaTo npu oueHka
Ha pUCKOBETe, Ce pasrnexaart M acnekTuTe, onucaHm B T. 7.2. B nnaHoBeTe 3a KOHKPETHUTe
OLEHKM Ce BKJOYBa W OLEHKa Ha MbBkaB 06xBaT, KaTto ce gobass AONMBJAHUTENHO BpeMe, B
3aBMCUMMOCT OT CTerneHTa Ha MbBKaBOCT (3@ uenuMsa uMaM 3a 4vact ot obxeara), 4yecrotata Ha
npunaraHe Ha rbBkaB o6xsaT oT OOC 1 cTeneHTa Ha OLEHEHUS PUCK.

Mo BpeMe Ha oueHKaTa Ha MSCTO Ha rbBkaB o06xBaTt, ekunute Ha WA BCA oueHsiBaT
cboTBeTCcTBMETO Ha OOC C m3nckBaHuATa, nNocodeHn B T. 5.2 n m3BbpwBaT HabnwaeHne Ha
AEeNHOCTTa, B KOATO e HacTbnuna npomsaHa v OOC e npunoxun npoueaypaTta Cu 3a rbBKaBs
obxBaTt nnu n3saaka oT Hesl.

OueHkaTa Ha MSAICTO BKJIlOUBa:

a) OueHKa Ha KOoMMneTeHTHocTTa M cnocobHoctta Ha OOC pga um3BbplBaA BCsSKa LENHOCT,
BK/1lOUEHA B paMKWUTE Ha NMbBKaBUA obxBaT Ha aKpeanTauuns,
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b) oueHka Ha cucTtemMaTa 3a ynpaB/eHue n KoHTpona, npunaraHn ot OOC c uen noaabpXXaHe Ha
rbBKaB 06XBaT Ha akpeauTauus, BKIHYUTE/IHO OLUEHKA HA CTENEHTa Ha MBKaBOCT;

C) OUEHKa Ha npoueCa Ha npepasrnexagaHe, BananampaHe, 0D.06pﬂBaHe M pa3pewlaBaHE Ha
MOLI,VICbMLI,VIpaHM OEMHOCTU 3a W3MNON3BaHe B pPaMKUTE Ha MbBKaBuUA obxBaT Ha akKpeanTauuna,
BK/TIOUNTENTHO OLUEHKA Ha PpUCKa,

7.3 3a oueHKa Ha KOMMNEeTeHTHOCTTa Ha OOC pa ynpasnsBa rbBKaB o6xBaTr Ha
akpeautaums, VA BCA we m3nonssa cnegHUTe MeToam U TEXHUKMU 3a ol eHKa:

a) oueHka Ha AokyMeHTauusTa Ha OOC 3a ynpaBrsieHMe Ha M-BKkaB obxsaT;
b) oueHka Ha edeKTUBHOTO NpunaraHe Ha npoueaypute Ha O0C;

C) OUEeHKa Ha aJeKBaTHOCTTA Ha KpuUTepuuTe 3a KOMMNeTeHTHOCT Ha OOC 3a uenumsa KIK4oB
nepcoHan;

d) npoBepka Ha ageKBaATHOCTTa Ha AeWCTBaWMTE MEXaHM3MKM 3a onpeaensHe n HabnaeHne Ha
KOMMETEHTHOCTTa Ha nepcoHana Ha 00C;

€) MHTEepBIOTaA C KJKYOBUSA NepcoHan, onpeaeneH oTr OOC 3a ouLeHKa Ha KOMMNETEHTHOCTTa Ha
nepcoHana, oTroBOpPEH 3a npwusaraHe Ha rbBkaB 06xBaT;

f) oueHka Ha 3anucute Ha OOC 3a obocHOBKa 3a pa3paboTBaHe M MNpunaraHe Ha bBKaB
obxBar.

N3BagkaTa 3a HabnwoaeHe Ha AEHOCTTa ce onpefens Taka, Ye Aa ce NOTBbPAUN TeKyLus
KOHTPON 1 e(peKTUBHOTO u3nbsHeHne oT O0C Ha:

- BCWYKM MPOMEHEHU AEeNHOCTH;
- BanMAMpaHe Ha NPOMEHEHUTE AEeNHOCTH;

- METpOoJZIornyHa oLeHKa, KoraTto € ﬂpMJ’IO)KMMO/ MeXaHU3BbM 3a ocuUrypsgBaHe Ha
Ka4deCTBOTO,

- KOMMNETEHTHOCT U 06y‘-IeHVIF| Ha nepcoHana, BKJII0OYEH B NMPOMEHEHUTE ﬂ,eVIHOCTM;

- OCUrypeH AOCTbM Ha nepcoHasna Ao HeobxognMmute paboTHM npouenypu/ NHCTPYKLUN,
perynaTtopHu U3NCKBaHUA, cCTaHaapT U Aap.;

- CpaBHeHMWA C ApYrv AeNHOCTH;
- OUEeHKa Ha pucka.

NHdopMauns OTHOCHO OueHeHUs rbBKaB 06xBaT ce AOKyMeHTupa oT ekuna Ha WA BCA kaTto
SICHO ce oTbenasBa 06xBaTbLT, KOMTO Ce Npeasara 3a akpeauTaums KaTto MBKas.

KoraTto ce ycCTtaHOBM, 4Ye KaHAMAATbT 3@ MbBKaB 06XBaT He CbOTBETCTBA Ha W3MCKBaHMATA,
rnocodeHun B T. 5.2, A BCA oTka3Ba npenocTaBsiHe Ha roBkaB obxeaT Ha OOC.

Korato 3a OOC c npepoctaBeH IbBkaB o06xBaT Cce YyCTaHOBM, 4e € wu3gasan poknagu/
ceptnudukatM nog akpeamtaums, 6e3 U3NbAHEHME Ha W3UCKBaHMsATa nocoyeHun B T. 5.2,
eknnmnte Ha NA BCA uwe KOHCTaTMpaT HEeCbOTBETCTBME, CBbP3aHO C NpuiaraHeTo Ha IbBKaB
obxBar.

B 3aBUCUMOCT OT eCcTecTBOTO Ha HeCbOTBETCTBMETO, TeXecTTa M nocneacrsusaTa oT Hero, WA
BCA npepocTtaBsi Bb3MOXHOCT Ha OOC ga npoBeae Kopurnpawm A4encTBusa C Luen oTCcTpaHsiBaHe
Ha HeCbOTBETCTBMETO, Aa OrpaHuyM rbBKABOCTTa 3a 4acT WM uUenus akpeauTtupaH obxsar.
MpoBexaaHeTo Ha KopurMpawm 4encTeus e no peaa Ha BAS QR 2.
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8. NPEACTABSAHE HA N'bBKAB OBXBAT HA AKPEANTALMNA

8.1. 3a opraHu 3a KOHTPOJZ1 U1 OpraHu 3a cepTucdmkaumnsa Ha NPOAYKTHU:

B cnyyaute, korato uUenusaT obxBaT € MbBKaB CTaHAapTUTE/AOKYMEHTUTE He ce aaTtupaTt. B
3anoBeATa 3a akpeauTauusa npeau Tabnuuarta ce 3annucBa Tun Ha obxBarTa: "rbBkaB 0b6xBaT*”,
a nog Tabnunuata ca gobaes 3abenexka CbC CNeaAHNSA TEKCT:

"*BbBe)xXA4aHeTO Ha HOBA BEPCUSI HA CTaHAaPTU/AOKYMEHTU UN CTaHAaPTHU/[OKYMEHTU, KOUTO MM 3aMEHSIT
€ paspelueHo. AKTyasleH CrNCbK Ha CTaHAapTUTE/NOKYMEHTUTE C TEXHUTE AAaTUPaHN BEPCUN CE MNPeAOCTaBs
oT OCC

nan

BbBeXAAaHETO Ha HOBA BEPCUS Ha CTaHAAPTWU/AOKYMEHTU WMJIM CTaHAapTU/AOKYMEHTU, KOUTO M 3aMEHST €
paspeiueHo. OOC noaabpxa akTyaseH CMCbK Ha CTaHAapTHU/A0KYMEHTH C TEXHUTE AaTUpaHu Bepcum”.

Korato 06xBaTbT € KoMbuHauumsa oT GUKCMpaH M rbBKaB TakbB, B 3anoBeATa KbM cepTudukarta
3a aKkpeguTauma npeau Tabnuuata ce 3anuceBa ,*rbBKkaB 3a 4Yacr oTr obxsarat wu
CTaHAapTUTE/AOKYMEHTUTE B 4YacTTa Ha ¢ukcupaH obxBaT ce ob603HayaBaT CbC 3Haka ,**" n
3abenexkun noa tabnuuata, ykasBawwm, Buga Ha obxsaTta c ,*" 3abenexka 3a rbBkaB 06xBat C
2 XX mHeopmayns 3a pukcupaHnaT o6xBart:

3aberniexxka 3a rbBKaB 06xBart

*BbBeXAAHETO Ha HOBA BEpPCUs Ha CTaHAAPTU/AOKYMEHTU UMM CTaHAAPTU/OOKYMEHTU, KOUTO MM 3aMeHAT e
pa3pelleHo. AKTyasieH CNUCbK Ha CTaHAapTUTE/A0KYMEHTUTE C TEXHUTE AAaTUpPaHU BepCUKn ce NMpenocTaBs
ot OCC

nnn

BbBexxaaHeTo Ha HOBa BEPCUSI HA CTaHAapTU/[OKYMEHTH UM CTaHAaPTU/AOKYMEHTHU, KOUTO ' 3aMEHSIT €
pa3peweHo. OOC noaavbprxa akTyasaeH CrMCbK Ha CTaHAapPTHU/AO0KYMEHTH C TEXHUTE gaTupaHn Bepcun”,
3abenexka 3a pukcupaH obxeat ** GukcnpaH 06xBaT, KaTo ce AaBa MHGopmaumnsl 3a uKkcupaHus obxeart

8.2. 3a na6opatopum 3a uM3nNuTBaHe, slabopaTtopumnm 3a KanAubpupaHe, MeAULIMHCKMU
naboparopuu, opraHM3aTopyu Ha U3NUTBAHUA 3@ NPUroAHOCT.

8.2.1 B cnyyanTe, KOraTto € npeAocTtaBeH rbBkaB 06xBaT No cMucbna Ha T. 4.1.1 B 3anoseaTa
3a akpeauTauus npeaum TabnuuaTta ce 3anucBa Tun Ha obxBaTa: "rbBKkaB 06xBaT*”, a nopj
Tabnmuarta ca nobaes 3abenexka CbC CNefHUs TEKCT:

* BbBEX/AHETO Ha HOBA BEPCUS Ha CTaHAAPTU/AOKYMEHTU WM CTaHAaPTHU/AOKYMEHTH, KOUTO MM 3aMEHSIT
e paspeuieHo. Jlabopatopuata noaabpxKa akTyasieH CUCbK Ha CTaHAAPTU/AOKYMEHTU C TEXHUTE AaTUpaHu
Bepcum.

Korato 06xBaTbT € KoMbuHauunsa oT hUKCMpaH U rbBKaB TakKbB, B 3anoBeaTa KbM cepTudukaTta
3a akpeguTtaums npeanm Tabnuuata ce 3anucBa L, *rpBKaB 3a 4Yacr oOT ob6bxBarat wm
cTaHAapTUTe/AOKYMEHTUTE B 4acTTa Ha ¢ukcupaH obxsat ce obo3HayaBaT CbC 3Haka ,**" un
3abenexkun nog tabnuuata, ykassawm, Buga Ha obxsata c ,*" 3abesiexka 3a rbBkas o0b6xBar C
» ¥*" uHopmaymns 3a pukcupaHuUsaT 06xBaT:

3abenexka 3a rIbBkaB o06xBaT * BbBeXAaHETO Ha HOBa BEpPCcUsi HaA CTaHAAPTU/AOKYMEHTU WIn
CTaHAapTU/AOKYMEHTN, KOUTO M 3aMeHST € pa3speweHo. OOC nogabp)xa aktyaseH CraucbK Ha
CTaH[{apTM/,L'(OKyMeHTM C TEXHUTE AaTupaHun BEPCUU.

3abenexka 3a pukcupaH obxBat ** QukcupaH o6xBaT, KaTo ce gaBa MHpopMaumns 3a pukcupaHmnss obxeart

8.2.2 B cny4yauTe, KoraTo e npeaoctaBeH rbBkas o6xBaT Mo cMUCbia Ha T. 4.1.2 B 3anoBeaTta
3a akpeguTauusa npeau Tabnuuata ce 3anucBa Tun Ha obxeaTa: "“rbBkaB o0b6xBaT*”, a noa
Tabnuuata ca nobass 3abenexka CbC CNefHUs TEKCT:

*B pamkata Ha CBOSATa KOMIMETEHTHOCT, /1labopatopusTa € YhbjHOMOLEHa Aa OfNpeaesss BCUYKMU
xapaktepuctuku (kKosioHa 3) no otbensasaHuTe METoAM 3a M3NUTBaHe (KOJIoOHa 4), npuHagiexawyym KbM
rpynarta Ha rnpoayktute (KoJIoHa 2) cien n3BbpLIeHa rpoBepKa/Bepugukauymns, obesneyeHoct cec CPM/PM
n KanmbpupaHu TexHuYecku cpeacTBa. JlabopaTtopusita nogavpxxa noapobeH, AatupaH CrMCcbK Ha
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NpoAyKTUTE U XapaKTEPUCTUKWTE, TPUHAANEXKALM KbM CIIOMEHATUTE B 06XxBata Ha akpeanTaums
npoAyKTH.

Korato o06xBaTwT € ¢pukcupaH ripeau Tabauyata ce 3anucea Tun Ha obxsata: “¢ukcupaH obxsaTt”, a noa
Tabamyarta He ce 406aBAT 3a6e1EXKH.

9. MPUJIOXXNMUN AOKYMEHTHU

EA-2/15M  “EA Requirement for the Accreditation of Flexible Scopes”

BAS QR 2 Mpouenypa 3a akpeantaumna Ha UA BCA

BAS QI 2 MHCTpYKLUMNA 3a onpeaensiHe Ha BpeMeTPaeHeToO Ha oueHKaTa Ha MACTO. Bansewm
dakTopu

BAS QA 2.X.1 3asBneHuns 3a akpeamTauus

Mpuno)xeHune 1
NMPUMEPU 3A NPEAOCTABSAHE HA N'bBKAB OBXBAT HA AKPEOAUTALMA

1. OpraHm 3a ceptudumkKkalymsa Ha NPOAYKTU MO cMucovia Ha 1. 4.1.1

[a n3ebpliBa ceptndurkKaums Ha NpoaykTM (npouecu), cbrnacHo cneaHmsa obxear:

Twun obxBaT: rbBKas*

CEPTUOUNKALIMOHHA CTAHAOAPT/ HOPMATUBEH
o

Ne MPOAYKTH CXEMA AOKYMEHT

1 2 3 4

1 | KauvectBo npwm nK 7.1 BAC EN ISO 3834-1

3aBapsBaHe upes
cTonsBaHe Ha

Mpouenypa «Cxema 6»
nK 7.2

BAC EN ISO 3834-2
BAC EN ISO 3834-3

MeTasIHWM MaTepuanu BAC EN ISO 3834-4

*BbBeXxaaHeTo Ha HoBa BEPCUA Ha CTaHD,apTVI/D,OKYMEHTVI nnun CTaH,CI,apTVI/,CI,OKYMEHTVI, KOUTO ' 3aMEHAT €
pa3speweHo. AKTyaneH CrnucbK Ha CTaH,CI,apTVITE/,CI,OKYMEHTI/ITe C TEXHUTE AaTUpaHU BeEPCUN Ce NpeaocTtaBsa
oT OCC

nnun

BbBEXAAHETO Ha HOBA BEPCUS Ha CTaHAApPTWU/AOKYMEHTH WM/iM CTaHAapTU/AOKYMEHTU, KOUTO M1 3aMEHST €
paspeiuerHo. OOC noaabp) a akTyaneH CUCbK Ha CTaHAapTHU/AOKYMEHTU C TEXHUTE AaTUPaHU BEPCUMZ.

[a n3BbpliBa cepTndmkaums Ha NPoAYKTWU, CbrNacHO cnegHus obxear:

Tun o6xBaT: *MbBKaB 3a 4acT OT obxBaTta
OCHOBHMW AOKYMEHTM
N° NMPOAYKTH CEPT"%‘;'(EQLAMOHHA (CTAHOAPT/ HOPMATUBEH
OOKYMEHT)
1 2 3 4
] Cxema A BAC EN 1143-1:2019%*

1 Cendose Cxema B BAC EN 15659

' BAC EN 14450

Cxema C TC

"*BbBeXA4aHETO Ha HOBA BEPCUSI HA CTaHAaPTU/AOKYMEHTU UN CTaHAapPTW/AOKYMEHTU, KOUTO MM 3aMEHSIT

e paspelueHo. AKTyasleH CrUCbK Ha CTaH,ﬂapTMTE/ﬂOKyME‘HTMTe C TEXHUTE AaTupaHn BepCcun ce npegocrass
or OCC

nin

BbBexxgaHeTo Ha HOBa BEPCUSi HA CTaHAaPTU/AOKYMEHTU WM CTaHAaPTU/AOKYMEHTU, KOUTO MM 3aMEHST €
pa3peweHo. OOC nogabp)xa akTyasleH CrNCbK Ha CTaHAapTU/AOKYMEHTU C TEXHNUTE AaTUPaHU BEPCUNZ,
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** QuikcupaH o0bxBar:
B/AC EN 1143-1:2019**

2. OpraHu 3a KOHTPOJ1 NO CMUCbJIAa Ha T. 4.1.1
[la U3BbpLIBA KOHTPOJI:

BAS QR 32

Twun o6xBarT: rbBKkaB*

[o]
E(’) O6nacT Ha KoHTponupaH MeToau 3a usnuteaHe/ HopmaTnBHM akToBE,
Bua Ha KoHTpona napameTbp/ n3MepBaHe, U3MNonN3BaHu cTaHzapTH,
F'qu KOHTPON XapaKTepucTuka Nnpu KOHTPON crneunduKaumm, cxemm
1 2 3 4 5 6
MpoaykTtu, Ha HoBW n/vnn BAC EN ISO 5817;
n3paboTteHn oT | B ynotpeba/ B PM 7.1 BAC EN ISO 6520-1;
METanHu ekcnnoaTaums VAW TONEMANA | gnc EN 150 BAC EN ISO 17635;
1. | Matepnanum | obektn/ Ha 17636-1 BAC EN ISO 10675-1;
TEXHUTE coopwenys/ | HEUANOCTHOCT/ | pnce 17681-1 BAC 13060;
cnnasu NpoAyKT! HECBBBPLIEHCTBA | £ e EN 1SO 10893-6 BOC EN 12681-1;
BAC EN ISO 10893-6;

"*BLBEXAAHETO HA HOBAa BEPCUSA HA CTaHAAPTU/LOKYMEHTU UM CTaHAAPTU/AOKYMEHTU, KOUTO M 3aMEHAT
€ paspellueHo. AKTyaseH CrMCbK Ha CTaHAapTUTE/AOKYMEHTUTE C TEXHUTE AaTUpaHu BEPCUM CE MPeaoCTaBs

or OCC

nnn

BbBeXAAaHETO Ha HOBA BEPCUS Ha CTaHAApPTWU/AOKYMEHTU WMJIM CTaHAapTU/AOKYMEHTU, KOUTO M 3aMEHST €
paspeiueHo. OOC noaabpxKa akTyaneH CUCbK Ha CTaHAaPTHU/AOKYMEHTH C TEXHUTE AATUPAHUN BEPCUMZ.

[la U3BbpLUBA KOHTPON:

Twvn o6xBaT: *rbBKaB 3a 4acT oT obxBaTta

MeToam 3a
HopmaTueHM akToBE,
Ne n3nuTBaHe/
no O6nacTt Ha Bua Ha KoHTponupaH napametsp/ M3aMepBaHe cTaHpaapTy,
I
pen KOHTpON KOHTpoOna XapakTepuctmka M3NON3BaHM NpK cneumdukaumm,
cXeMu
KOHTpON
1 2 3 4 5 6
MpoaykTy, Ha HoBn U B BnaxxHocTt KoHTpon Ha BAC EN 13377
n3paboteHun ot | ynotpeba/ BIAXXHOCT TC
HeMeTasnHu eKcrnsioataumsa PIIK XXX-XXX-
mMatepuanm CbOpbXeHus/ XX/09.01.2021**
/BbpBOo, npoAayKTn
6eToH/, KakTo
]
1. Hepa3rnobsiem
1 CbeaVHEHUS
oT TaX

*BbBeXAAHETO Ha HOBA BEPCUSI HA CTaHAAPTU/AOKYMEHTU WM CTAHAAPTHU/AOKYMEHTHU, KOUTO I'M 3aMEHSIT €
pa3speLieHo. AKTyaseH CrNCbK Ha CTaHAapTUTE/AOKYMEHTUTE C TEXHUTE AaTUPaHN BEPCUM CE MPEeAOCTaBs

or OCC

nin

BbBexagaHeTo Ha HOBa Bepcusi Ha CTaHAapTU/AOKYMEHTU WIN CTaHAApPTU/AOKYMEHTU, KOUTO I 3aMEHST €
pa3speiueHo. OOC rogabp)xa akTyaseH CIMCbK Ha CTaHAapTU/AO0KYMEHTHN C TEXHUTE AaTUpaHu Bepcumn~.

** QukcupaH 0bxBaTt, KaTo ce Aasa nHpopmMaums 3a pukcnpaHus obxsat
PIIK XXX-XXX-XX / 09.01.2021 KoHTpOn Ha B/IaXxHOCT;

3. Jla6opaTtopumu 3a nanuTBaHe
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3.1 Tun o6xBarT: reBKaB
a) Mo cMucbnaHaT. 4.1.1

[Aa nsspbpuiBa UsnMTBaHe Ha:

BAS QR 32

Tun o6xBaT: rbBKaB

N¢ MeTtoau 3a nsanurBaHe
no Haumenosanue Ha Bua Ha nsnutBaHe/ XapakKTepucTuka (ctanpapTusmpaHun/Banm
U3NUTBAHUTE NPOAYKTU
pen AVNpaHu)
1 2 3 4
X beToH MABTHOCT BAC EN 12390-7
BAC EN 992
AKOCT Ha HaTWUCK BAC EN 12390-3;
BAC EN 1354

AKOCT Ha OnMbH Npu pasuensaHe

BAC EN 12390-6

AKOCT Ha orbBaHe

BAC EN 12390-5

MbBkaB o6xBaTt: * BbBEXAaHETO HA HOBA BEPCUS HA CTaAHAAPTU/AOKYMEHTU MM CTaHAAPTU/LOKYMEHTH,

KOUTO ' 3aMEHSAT € pa3peLleHo. ﬂa6opaTopMﬂTa rnogavopixa akrtyasieH CrinCbK

TEXHUTE AaTupaHun BeEPCUU.

6) Mo cMucbnaHaT. 4.1.2

Aa n3BbpLUBa N3NMATBaHe Ha:

Ha CTaHAapTH/A0KYMEHTH C

Tun obxsat: r-BKas

Metoan 3a nanuteBaHe

npousxoa, pypax v
dypaxkHn gobaBku

Ne HanmeHoBaHune Ha
Bua Ha n3nutBaHe/ xapakTepucTuka (craHaapTusnpaHu/Baananp
no peg | yu3nuTBaHUTE MPoAyKTH aHm)
1 2 3 4
X. CypoBUHU 1 NMPOAYKTU x.2. MNectnynan BJ/IM-17*
OT pactuTtesieH

'bBkaB obxBar: *B pamkara Ha cBOSITa KOMMETEHTHOCT, 1iabopatopusita € ynb/IHOMOLYEeHa Aa Ornpeaesis
BCUYKMN Xapaktepuctnku (KosioHa 3) no otbesisizaHUTe MeToaun 3a usnutsaHe (KosoHa 4), npuHasaaexaiym
KbM rpynata Ha npoayktute (KoJioHa 2) cref u3BbpluieHa Bepugukauyvs/sanmanpaHe, o6e3rne4eHocT CbC
CPM/PM n kannbpupaHn TEXHUYECKU cpeacTBa. JlabopaTopusita nogabpka rnoapobeH, AaTupaH CrMCbK Ha
NpoAyKTUTE N XapaKTEPUCTUKNTE, NPUHAAIEXaLN KbM CIOMEHATUTE B 06xBaTa Ha akpeanTauus rnpoayKtm
M XapakTepucTuKu.

3.2 Tun 06xBarT: rbBKaB 3a 4acT OoT obxBarta

a) MlocMucbnaHaT. 4.1.2

Aa N3BbpLUBa U3NUTBAHE Ha:

Tun obxBaT: *rbBKaB 3a YacT oT 06xBarta

MeToaun 3a n3nutBaHe

OT pacTuTeneH
npousxoz, ypax u
dypaxHu gobasku

N° HavmeHoBaHMe Ha
Bua Ha nanuteBaHe/ xapakKTepucrmka (cTaHpapTuanpaHu/Bannamp
no pes | M3NUTBaHWUTE NPOAYKTMU akn)
1 2 3 4
X. CypOBMHM 1 NpOAYKTU x.1 Bnara/cyxo BeLlecTBO BNM-37:2020**

X.2. Mectnunan

BJSIM-17*

M'bBkaB ob6xBar: *B pamkata Ha CBOSITa KOMIMETEHTHOCT, siabopatopusata € yrnb/JHOMOLeHa Aa Orpeaesis
BCUYKU XaPaKTeEPUCTUKK (KOJIOHa 3) 1o oTbesisi3aHNTEe METOAM 3a U3NUTBAHE (KOJIOHa 4), NpuHaanexawm KbM
rpynata Ha rnpogyktute (KoJsoHa 2) cies n3BbplueHa Bepudukayus/sanmanparHe, obesneyeHoct co¢ CPM/PM
M KaanbpupaHu TeEXHUYECKN cpeacTBa. JlabopaTopusta noaabpixa noapobeH, AaTtupaH CrNCbK Ha MpoayKTUTE
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M XapakTepuCTUKUTE,
XapakTepucTUKy.

BAS QR 32

npuHaanaexailym KbM CriOMeHaTuTe B 06xBata Ha akpeauTaumsi npoayKTu u

**Io3oBaBaHns pukcupaH o6xBar:

B/1IM-37:2020 r. BbTpewHoiabopatopHa METOANKA XXXXXX

6) Mo cMucbna HaT. 4.1.1

Ada n3sbpLuBa nanuTtBaHe Ha:

Tun ob6xBaTt: rbBKaB 3a

yacrt ot obxsarta

Metoan 3a nanuteBaHe

otnagbyHm (1)

e Haumerobarne Ha Bug Ha nanutBaHe/ xapakKTepucTtuka (craHaapTu3npaHu/Baanan
no pesg | u3nuTBaHUTE MPOAYKTU A p p Aaap 3 HPM) anp
1 2 3 4
X. BOAN - xx. @nyopuan BJIM xxx:2020 ** (1)

xX. ApceH

BACISO 17378-2 (1)

MbBkaB o6xBaTt: * BbBEXAaHETO HA HOBA BEPCUS HA CTaAHAAPTU/AOKYMEHTU MM CTaHAAPTU/LOKYMEHTH,
KOUTO MY 3aMEHSIT € pa3pelleHo. JlabopaTtopusaTa noaabpxa akTyasieH CMCbK Ha CTaHAapTW/AOKYMEHTH C
TEXHUTE AATUPaHU BEPCUU.

**INo3oBaBaHunsa pukcnpaH obxBar:

BJIM xxx:2020 r. BbTpeliHonabopatopHa METOANKA XXXXXX

4. MegnynHcku naboparopmm
Ada m3BbpLluBa nacinegBaHe Ha:

Tun obxBat: * rbBkaB obxBaTt

TbKaH/KpbBEH cepyM
(nnasma)

MonekynsapHoO-reHeT4eH aHaan3
Ha MPOrHOCTUYHMN U NPEANKTUBHU
Mapkepu

MK 7.3-6/2022
(PCR Real-time)

MynTureHeH MoaeKyISpHO-
reHeTuyeH aHaamn3 Ha
MPOrHOCTUYHM M NPEANKTUBHMU
Mapkepy

K 7.3-7/2022
(PCR SEQUENCER )

MbBKaB o6xBar: * B pamkata Ha cBOSITa KOMMETEHTHOCT, labopaTopusTa € yrb/IHOMOLEeHa Aa Onpeaens
BCUYKUN xapaktepuctnku (KosioHa 3) no otbesisizaHuTe MeToau 3a usnutsaHe (KosoHa 4), npuHasaaexaiym
KbM rpynarta Ha rnpoayktute (Kos0Ha 2) ciaeq u3sbplieHa Bepupukauus/ sanmanpaHe, ob6e3rneqyeHocT CbC
CPM/PM n kannbpupaHn TEXHUYECKU cpeacTBa. JlabopaTopusita nogabpka nogpobeH, gatnpaH CrvcbK Ha
U3CIEABAHNTE XapaKTePUCTUKN, MPUHaAIexalym KbM CIOMEHATUTE B 06xBaTa Ha akpeanTauusi npoayKt1

M Xapaktepuctmkm"

lMo3oBaBaHus:

lK 7.3-6/2022 MoneKy/isipHO-reHeTUYEeH aHasmn3 Ha MnporHOCTUYHU U MPEANKTUBHN MapKepu
MK 7.3-7/2022 MyntureHeH MOJIEKY/ISIPHO-FrEHETUYEH aHA/IN3 Ha MPOrHOCTUYHN M MPEANKTUBHU MapKepu

Ada n3sbpuiBa nanursaHe Ha:

Tun obxBar: *rbBKaB 3a 4YacrT OoT 06xBarta

Metoan 3a
HanmeHoBaHne Ha
N° no n3cneaBaHe/
n3cneaBaHuTe Bupa Ha n3cneaBaHe/ xapaKrepucTmka
pea aHaJINTUYHN
npoaykrmn
npouyeaypn
1 2 4
X. KpbBeH Xx.1 KosmyectBeHo oripesenssHe Ha HBV DNA l1K-5.5.3-04/2022
cepym/nnasma ok

Xx.2 KonnyectseHo onpegensHe Ha HCV RNA

MK-5.5.3-03/2022
* %

Xx.3 OnpegensiHe Ha reHoturn Ha HCV

MK-5.5.3-03/2022
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X.4 MosekynapHO-reHeTn4eH aHain3 Ha MK 7.3-6/2022"
MPOrHOCTUYHU U MPEAUKTUBHU MapKepu

x.5 MyntureHeH MoeKypHO-reHeTu4YeH aHaan3 MK 7.3-7/2022*
Ha MPOrHOCTUYHN M NPEANKTUBHU MapKepu

MbBKaB o6xBar: * B pamkuTe Ha CBOSITa KOMMNETEHTHOCT, /labopaTopusiTa € yrb/IHOMOLEHa Aa ONpeaens
BCUYKMN XapaKTepUcTuku (KosoHa 3) no otbesia3aHuTe METOAM 3a nacae[BaHe (KosioHa 4), npuHaanexaiwm
KbM rpynata Ha rnpoayKktute (KosoHa 2) cnea ussbplieHa Bepudukauyusi/sanvanpaHe, o6e3rnedyeHocT CbC
CPM/PM n kannbpupaHmn TEXHUYECKU cpeacTBa. Jlabopatopusita nogabpka noapobeH, AaTtnpaH CriMCbK Ha
U3CeABAHNTE XapaKTePUCTUKN, MPUHaA/IexXalym KbM CIIOMEHATUTE B 06xBaTta Ha akpeanTauusi npoayKTu
M XapakTepucTuKu.

[lo3oBaBaHus rbBKkas 06xBar:
MK 7.3-6/2022 MosieKy/ISpHO-reHEeTUYEH aHaan3 Ha rnporHOCTUYHMU U MPEANKTUBHU MapKepU
lK 7.3-7/2022* MyntureHeH MOJIeKY/ISIpHO-reHETUYEH aHalu3 Ha NPOrHOCTUYHN U MPEANKTUBHU MapKepu

**[No3oBaBaHua ukcupaH o6xBar:

l1K-5.5.3-04 lMpoueaypa 3a Ko/im4yecTBeHo nmepsaHe Ha HBV DNA
l1K-5.5.3-03 lpoueaypa 3a Kom4yecTBeHo namepsaHe Ha HCV RNA + reHoTtunupaHe
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