HAPEJIBA Ne 5 o1 10.12.2013 1. 32 yrBBp:K1aBaHe HA
MEIULMHCKH cTaHaapT ""Bupycoaorus'

N3nanena oT MUHUCTBPA Ha 37paBeorna3Banero, ooH., JIB, 6p. 2 or 7.01.2014 r., u3Mm. u mor.,
op. 106 ot 23.12.2014 ., m3m., O6p. 63 ot 30.07.2021 r.

UYnen eauncTrBeH. (1) C Tasum Hapemba ce YTBBpKIaBa MEIUIIMHCKH CTaHAAPT
"Bupyconorus" cbacHO IPUIIOKEHUETO.
(2) [HetiHocTTa MO AMAarHOCTMKA Ha BHUPYCHUTE HWH(MEKIMU OT CIENHUATHOCTTAa BHUPYCOJOTHS Ce
OCBIIIECTBSABA MPHU CMa3BaHE HA CTaHAapTa MO al. | W ce M3MBIHSABA OT BCUYKHU JICUCOHH M 3PaBHU
3aBeJICHUS M PETMOHAIHUTE 3[JpaBHU MHCIEKLIHUHU, B KOUTO C€ OCHIIECTBSABA ACHHOCT MO0 BUPYCOJIOTHUSI.

SAKJIFOYUTEJIHU PA3SIIOPE/IBU

§ 1. Hapenbara ce u3naBa Ha ocHOBaHME 4. 6, anl. 1 oT 3akoHa 3a je4yeOHUTE 3aBEACHUS U
ormens Hapen6a Ne 24 ot 2010 r. 3a yTBbpKIaBaHe Ha MEIUIMHCKU cTaHaapt "Bupyconorus" (o6H.,
B, 6p. 55 o1 2010 ; u3Mm., Op. 92 o1 2010 1).

§ 2. MUHUCTBPBT Ha 3paBeOIa3BaHETO J1aBa YKa3aHUs 10 IpUaraHeTo Ha Hapeaoara.

§ 3. (Usm. — JIB, Op. 63 ot 2021 r.) KoHTpombT mO U3MBIHEHHE Ha Hapenbara ce
ochlecTBsABa OT M3nbiHuTEeNHA areHius "MeauuuHCK Haa30p", perHOHAIIHUTE 3APAaBHA WHCHEKIINU
Y OpTaHUTE Ha YIpaBlIeHUE HA ICUeOHUTE 3aBEICHUS.

[IpunoxeHmMe KBM UJIeH eIMHCTBeH (M3Mm. m mon. — OB, ©p. 106 or 2014 r.,msm., Op. 63 oT
2021 1.)
MEJIUIIUHCKHU CTAHIAPT
"BUPYCOJIOT'UA"

1. OcHOBHA XapaKTepPUCTHKA HA MEINIMHCKATA CHENHAJIHOCT
1.1. leduHuins, OCHOBHU IIeJIU U 3a7a4H:

MenuimHckata crienuaisoct "Bupyconorus” e ¢ mpeobiagaBaiia KIMHAKO-
JTUarHOCTUYHA

HACOYCHOCT, KOSTO OCUTYPsIBA HEOOXOIMMUTE TIO3HAHUS U IPAKTUUYECKH YMCHHUS
3a

U3SCHSBAHE HA €THOJIOTHITA HA 3a00JIsIBAaHUATA C BUPYCHA TeHEe3a MPHU Xopara
ype3

M3IOJI3BAHETO HA KOTMYECTBEHH U KAaYeCTBEHU METOAM. 151 ce 3aHMMaBa ¢
KOMILJIEKCHOTO MTPOYYBaHE HA roJIsiM Opoii MaTOreHHU areHTH — BUPYCH, C
U3pa3eHu

XapaKTEPHH U CTPOTO crieluuIHU MOP(OJOTHIHU U TEHETUYHH 0COOCHOCTH.
Bupycure

ca CoCcOOHM caMO Ha BTPEKJIETHYHO Pa3MHOXKaBaHE, KOETO OCHOBHO T'H
OTJIMYaBa OT

OCTaHAJINTE MAaTOreHHU MUKPOOPTaHU3MHU 3a€/IHO C peulia APYTH
XapaKTePUCTUKH.
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B Peny6nuka bearapus cneunannoctra "Bupyconorus" e 3acTbieHa B
M3BBHOOHUYHATA U B OoiHMYHATa nomoll. [IpuchcTBa B mporpamure 3a
oOyueHue B

YHUBEPCUTETCKOTO 0Opa3zoBanue. [IpencrapisBa caMocTosITETHA METUITUHCKA
CHENMATHOCT B CUCTEMaTa Ha 3/ipaBeona3BaHeTo Ha PenyOnuka bbirapus u ce
npuo0uBa Ype3 caeAIuIUIOMHa KBATU(DUKAIHS Ha 3aBbPILIUINTE BUCIIE
METUITUHCKO

00pa3oBaHKe U BUCIIIE HEMEIUIIMHCKO 00pa30BaHKE, CIICIIUATTHOCT OMOJIOTHS.

OcHoOBHara 11e1 Ha MEIUIMHCKUS CTaHaapT 1o "Bupyconorus” e 1a ocurypu
KaueCTBOTO Ha TUArHOCTUYHATA JISHHOCT Ha BUPYCOJIOTHYHUTE JTabopaTopuu,
OCBILIECTBSABAIIYN CBOSATA ICHHOCT Ha TepuTopusaTa Ha PenmyOnuka brirapus.

1.2. JleiiHOCTH B 00XBaTa Ha MEAUITMHCKATA CITCIIHAITHOCT:

MenuuuHCKHUAT cTaHaapt 1o "Bupycomorus" cbabpika 3aaun, U3MCKBAHUS U
I0KA3aTeNM 3a IEMHOCTH, CBbP3aHU C ONIPEACIISIHE HA €THOJIOTMYHATA IMarHo3a Ha
BUPYCHHUTE HHPEKINH MPU XOpara, MPOoCiIessBaHe Xoa Ha HHPEKIIMO3HUS TIPOIIeC
u

e(dexTa oT JeueHneTo Ha BUPYCHUTE 3a00IsIBAaHUS, KAKTO M OLICHKA Ha
e(heKkTUBHOCTTA

Ha BUPYCHHUTE BaKCHUHU. TO3M cTaHAApT perlaMeHTUPa OCHOBHUTE U3UCKBaHUsA, HA
KOWUTO €THa BUPYCOJIOTMYHA JIabopaTropus TpsOBa J1a OTroBaps 3a U3BHPIIBAHE HA
CEpOJIOTUYHU U BUPYCOJIOTUYHH H3ceaBanus. Toil MOKpUBA U3CIEBAHUATA,
M3BBPIIBAHU B HES, U3MOJI3BAUKU CTAHAAPTU3ZUPAHA METOAU, METOIH, HEIOKPUTH
oT

CTaHJApTU3UPAHUTE, © METOH, pa3paboTBaHM OT 1a0OPATOPUUTE.

1.3. HTEepauCHUIUIMHAPHY IEHHOCTH MEXAY crenuanHocTTa "Bupyconorusa" u
Apyru

MEAMIUHCKH CIIEHUATHOCTH:

1.3.1. ITo BpeMe Ha AMATHOCTUYHUS MIPOIIEC C OITIe CTIeH(UKaTa U CXOJICTBOTO
Ha

KJIMHUYHATa CUMIITOMATHKa Ha 3a00JIsIBaHUSITa C BUPYCEH U OaKTepuasieH
IIPOU3XOJ C€

OCBILIECTBSABA BPb3Ka U KOOPAUHALINS ChC CIIEIUATIUCTH ¢ IpUa0o0uTa
CHEIUAIHOCT

"Mukpobuosorus", paboTemnu B MUKPOOHOIOTHYHH JTa0OpaTOpru, 0COOEHO MpH
HEOOX0IMMOCT OT u(epeHIInalHa Tuaruosa.

1.3.2. Jleiinoctute mo 1. 1.3.1 Morar na BKIItouBart, 6€3 J1a ce orpaHuvaBar 10
00MeH Ha OMOJIOTMYHH NMPOOH 3a MPOAbIKaBaHE HA U3CIEABAHUATA, KOHCYJITAIIUH
MEXITY

CTICITUATACTH U JIP.

1.3.3. (U3m. — JIB, 6p. 106 ot 2014 r.) [Ipu nurmca Ha pa3kpuTo JeUeOHO
3aBe/IeHUE/CTPYKTYpa/AeHHOCT IO BUPYCOJIOTHS HA TEPUTOPHUSAITA HAa OOIIMHATA
4acT OT

neitHocTUTe 1o T. 4 MoraT Jia ObAaT U3BBPIIBAHU OT MEIUIIUHCKU CIICIIUAIIUCTH C
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npua00HTa cienuatHoCcT "MukpoOuosorus", B YMsATO Mporpama 3a o0yueHue e
BKJIFOYEHO IPUI00MBAaHETO HA 3HAHUS M YMEHHUS 110 CIEIMATHOCTTa
"Bupyconorus".

JeitHocTute 1O T. 4, KOUTO MOTAT J1a ObJAT U3BHPILIBAHU OT MEAULIMHCKU
CHEHUAINCTH

¢ mpuaoOuTa cennanHocT "Mukpoouosnorus", ca feUHUPaHU BbB BCSIKO HUBO
Ha

KOMITETEHTHOCT.

1.3.4. Ilpu HEOOXOAMMOCT C€ OCHUIECTBSIBA BPb3Ka U ChC CHELMATUCTH OT
cnermannoctute: "Mudpexkunosnu 6onecru”, "Ilapasutonorus”, "ercku
oonectn" u

Ip., CboOpa3Ho cnenudukara Ha 3a00IIBAHETO C BUPYCEH MPOU3XO] U
HEO0OXOIMMOCTTA OT JOMBIHUTEIHA HHPOpMAITHs, CBhP3aHa C TAIMeHTa, YUSITO
OuonoruyHa npoda ce u3ciessa.

1.4. OCHOBHU M3HCKBaHHUS KbM JIEHHOCTTa HA BUPYCOJOTHUHUTE Ja00paTopuH.

1.4.1. To3u cTaHAapT € NPUIIOKUM 32 BCUUKH BUPYCOJIOTHYHH JJabopaTopuu
HE3aBHCHMO OT 00XBaTa 1 Maliabure Ha IeHHOCTTa WK OT Opos Ha MepcoHana.
JlaGoparopuute, NU3BbPIIBAIIM W3CIEIBAHNSA, KaTO HYKJICOTUICH aHAIIU3 WIN
aMIUTM(UKAIMS Ha 4acT/IsT BUPYCEH T€HOM, CJIEJBA J1a U3IThJIHSIBAT
U3UCKBAaHUATA HA

TO3U CTaHJAPT.

1.4.2. To3u crangapt e npeaHa3Ha4YeH 3a MpuiIaraHe oT Jlaboparopuu mpu
pa3paboTBaHETO HA TEXHUTE CUCTEMHU IO KaueCTBO, TaKa 4e Jia yAOBIETBOPSBA
TEXHUTE JAeHOCTH. Tol MoXke 1a Ob/e M3MOJI3BaH OT MAIMEeHTH Ha JabopaTropuu,
KOHTPOJIHHU WJIY aKpEeIUTUPALIU OPraHy, YCTAaHOBSIBAIM ChbOTBETCTBUETO WIIH
pEerucTpUpaniy KOMIETEHTHOCT Ha J1a00paToOpHH.

1.4.3. [lepconanbT Ha JabOpATOPHUATAa HOCH OTTOBOPHOCT 32 OCHIIECTBIBAHUTE OT
Hest

HGﬁHOCTI/I 10 Ha4YWH, YOOBJICTBOpABAILI U3MCKBAHUATA HA TO3U CTAHAAPT U
HYXKJIUTE Ha

MAaMUECHTUTE, KAKTO U 3aKOHHO YIIBJIHOMOIICHUTE OpraHv, U3BbPIIBaIlN
aKpeauTalHs.

1.4.4. HepCOHaJ'I’bT Ha na6opaT0pH51Ta HOCH OTTOBOPHOCT 3a OCBIICCTBABAHUTC
HGﬁHOCTI/I npu pa60Ta C MaTr€puajiv, OTroBapAIr Ha U3MCKBAHUATA 3a KAYCCTBCHO
HU3BBPIIBAHC HA U3CIICABAHUATA.

1.4.5. Marepuanute, MOCTHIIBAIIM 32 U3CIIEBAHE B JIabOpaTopHsTa, TpsOBa Ja ca
CBIIPOBOJICHH OT MEIUITUHCKH HATIPABICHUS, ChABPIKAIIN JOCTATHYHO
uH(pOopMarus,

CBBp3aHa C MMAllMeHTa ¥ HETOBOTO 3a00JIIBaHE.

1.4.6. JlabopaTtopusita ch3aBa, MOIIbPKA U ChXPaHsIBa HEOOXOIUMHU JOKYMEHTH,
CBBbp3aHM ¢ HelfHaTa padoTa (1abopaTopHU KypHAJH, IPOLIEAYPH H Ip.).

ctp. 3501 35



1.4.7. JlaGoparopusiTa U3M03Ba U ChXPaHsIBa MPABUIHO BCUYKU BbHIIHU
JIOKYMEHTH,
CBBbp3aHU C HeifHaTa JiefiHOCT (HapeaOu, MHCTPYKIUH, CTAaHJAPTH, METOIU U Ip.).

1.4.8. JlaboparopHaTa JOKyMEHTAIIUsl C€ OCbBPEMEHBA B CHOTBETCTBUE C
HACTBHITMWJINTE U3MEHEHHUS B METOIMTE U 00OPYABAHETO Ha JaboparopusTa.

1.4.9. [eficTBamuTe U yTBBPACHUTE TOKYMEHTH TPSOBa /1a ca Ha Pa3MOIOKEHUE
Ha

ompesieeHuTe pabOTHH MECTa B JJabOpaTopusiTa, JOKOJIKOTO Ca CBhP3aHHU C
€CTEeCTBOTO Ha paboTa.

1.4.10. OcrapenuTte U U3JIE37H OT yNOTpeda JOKYMEHTH, ChbXpaHsSBaHU B
nabopaTopusiTa, TpsSOBa Ja ca MOAXOIAII0 0003HAUYEHN U apXUBHUPAHH.

1.4.11. Pe3ynTature OT U3ClI€IBAHUATA CE UBMPAILAT HA MAIUEHTUTE Ype3
MOJIXO/ISIIIIN
3a 1enTa OlaHKH.

1.4.12. Jlaboparopuute OT U3BbHOOIHUYHATA IIOMOIIL, JJA0OPAaTOPUUTE B
CTpYyKTypaTa

Ha peruoHaigHure 3apaBHu uHcnekuuu (P31) u naboparopunte oT BTOPO HUBO HA
KOMIIETEHTHOCT B paMKHUTE Ha JIeueOHO 3aBe/IeHHe 3a OOJIHUYHA TTOMOIIL U3Ipalar
MOTY4YEHUTE MaTepHau Ha pepepeHTHUTE 1a00paTopun 3a JONBIHUTEIHH
U3CIIeBaHUS

W/WIIH 3a TIOTBBPK/IEHUE Ha PE3yATaTUTE MPHU BCsAKA Bb3HUKHAIA HEOOXOIUMOCT,
KaTo

HESICHU U ChMHHUTETHH Pe3yJITaTH, Bh3HUKBAaHE HA EMHIEMHYEH B3PUB C HESICHA
€THOJIOTHUS ¥ BEPOSITEH BUPYCEH MIPUUMHUTEIN U JIp.

1.4.13. JIabopaTopuuTe UMaT MpaBo Ha OTKA3 OT UCKAHOTO J1aOOpaTOPHO
U3CIIeBaHe

IIPY JIMTICA HA JAHHU OT 3asiBUTENSI HA U3CJIEIBAHETO, TAaHHU 32 U3CJICABAHUS
MaTepual WiH JaHHU 3a TalMeHTa, HeMpaBUiIHA UHIMKALMS 32 U3CTIeIBaHE U aKO
MaTepua bT 3a U3CIEABAHETO € BUJMMO 3aMbPCEH WM KOHTAMUHUPAH, KaKTO U
ChXpaHsIBaH U TPAHCIIOPTHUPAH B YCJIOBUS, KOUTO OMXa OMOPOYMIIH JIaOOPAaTOPHOTO
U3CIIE/IBAHE.

1.4.14. [IpoOuTe, npenHa3HAYECHU 32 U3CIIEABaHE, TPsiOBa Ja MOCTHIIBAT BHB
BHUPYCOJIOTUYHUTE J1a00paTOPUH HE MO-KBbCHO OT 2 yaca OT Ha4yaJloTo Ha
TPaHCIIOPTUPAHETO UM OCBEH B CIIy4auTe, KOraTo MMa OCHOBATEIHA ITPUYNHA 32
yIbJIKaBaHe Ha TO3H CPOK.

2. U3ucKkBaHUA KbM MEPCOHAJIA HA J1A00pATOPUNTE, H3BbPLIBALIH
crenuaJu3upana
JAEMHOCT 0 TO3M CTAHAAPT

[TepconanbT Ha TaboparopusiTa TPsIOBA J1a UMa HEOOXOAUMHUTE 3a ACHHOCTTA CH
KBaNM(UKALIKS, TPAKTUYECKH OMTUT U YMEHHUS B 0071aCTTa HA BUPYCOJIOTHUSATA.
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2.1. PBKOBOJCTBOTO C€ OCBHIIECTBSBA OT JIEKAp C MPHUI00UTA CIICITHATHOCT
"Bupyconorus". B cbcraBa Ha maboparopusita Morar Jja ObJaT BKIIOUEHH JIeKapu
u

CHENHATUCTH ¢ 00pa30BaTeIHO-KBATU(UKAIIMOHHA CTENIEH MarucThbp ¢
npodecroHanHa

kBanudukanus "buonor". B maboparopusra paboTAT MpaBoCnoCOOHU
MEAMIIUHCKH

CHeIUaINUCTU ¢ KBanudukaus "MenuuHcku Jabopant”.

2.2. MeauuMHCKUAT NepcoHal TpssOBa CUCTEMHO Jla IOBHILIABA CBOATA
KBaU(UKALIKSL.

2.3. HayaiHUKBT (PBKOBOTUTENAT) Ha JabopaTopusiTa IIaHUPa HYKAUTE OT
JOITBJIHUTENTHA KBATU(PUKALUS.

2.4. 360pbT Ha popmu 3a 00ydeHHE (BbHILIHU, BbTPEIIHN) TPsAOBa 1a OCUTYpsIBa
a/IeKBaTHA Ha M3BbpILBaHATA AEHHOCT KBATH(UKALUS, KOATO € TIOAXO/IAII0
JTOKyMeHTHUpaHa (cepTuuKaTH, JTUUHU IUIAHOBE U JIp.).

2.5. JTaboparopusita TpsiOBa 1a Ma JUTh)KHOCTHU XapaKTEPUCTHUKH 32
PBKOBOJIUTENS U
HU3ITBbJIHUTCIICKUSA IICPCOHAJI.

2.6. HauanHukbT (pHKOBOIUTEINST) Ha JJaboparopusTa TpsiOBa Ja Onpeaeau TOYHO
3aIbJDKEHUATA U OTTOBOPHOCTUTE Ha MEPCOHANA, KAKTO U B3aUMOOTHOILIEHUATA
MEXIy

LIEJINS IEPCOHAI.

3. OcbuiecTBSIBaHE HA JEHHOCTTA M0 MEIMIMHCKATA CIIEIHAJIHOCT
"Bupycosaorus'

3.1. XapakTepucTrka Ha BUPYCOJIOTHYHHUTE JTA00OPATOPUH, NU3BHPIIIBAIIH
crielMagn3upana
JIEHHOCT:

3.1.1. Bupyconmornunara yraboparopusi € MEIMKO-TMarHOCTUIHA JIa0OpaTopus B
paMKuTe Ha JIeueOHO 3aBeJIeHUE 32 M3BHHOOMIHUYHA WU OOTHUYHA ITOMOIII,
3paBHO

3aBenenue, P3U ninm camocTosTeHa MEIUKO-IUarHOCTUYHA Ta00paTopusl.

3.1.2. JIaboparopusra TpsiOBa 1a € sCHO 0003HaYeHA B OpraHU3aI[MOHHATA
CTPYKTypHa CXeMa Ha JIe4eO0HOTO 3aBe/ICHUE U J]a Ca OMMCAHHU TOYHO
B3aMIMOOTHOIICHUATA C OCTAHATUTE 3BE€HA, KaTo SICHO ca e(hUHUpaHH
JIEHHOCTHTE,

KOWUTO M3BBPIIIBA.

3.1.3. JIaGoparopusTa TpsiOBa 1a ©Ma KaJpoBa U MaTepUaIHA OCUTYPEHOCT 32
M3BBPILBAHE HA OIPEIE]IeH MUHUMYM CEPOJIOTUYHU U BUPYCOJIOTUYHU
U3CIIe/IBaHus 32

ctp. 3501 35



HYXKIUTE Ha IUarHOCTUYHATA, JIe4eOHO-TPOPUIaKTUYHATA U APYTH IEHHOCTH Ha
CHOTBETHHS BUJI JICUCOHO 3aBeICHHE, 3IpaBHO 3aBeaeHue winu P3U.

3.1.4. Jlabopatopusita TpsOBa /1a U3MOJ3BA MOCTOSTHEH TIEPCOHAN, KaToO
YHCIEHOCTTA

My ce Ompezesisi OT o0eMa Ha U3BbPIIBaHATA JICHHOCT.

3.1.5. JIaboparopusra TpsiOBa Ja ©Ma mpoleaypa U anapaTypa Ui JI0TOBOp 3a
00e3BperKIaHe Ha OTTACHUTE OTIAIbIN OT CBOSITA JCHHOCT.

3.2. 3uckBaHus KbM ITIOMELIEHUSITA:

3.2.1. Jlabopatopusita TpsiOBa 1a ©UMa MOMEIICHUS, KOUTO OJIaronpusiTCTBAT
W3BBPIIBAHETO HA U3CJIEIBAHUATA, 32 KOUTO € TpeJHa3HAuYeHa, U HE BIUSIST
OTPHIIATEITHO BHPXY N3UCKBAHOTO KaueCTBO Ha pabora.

3.2.2. BposT Ha nmoMmeneHusTa TpsAOBa 1a ObJe choOpa3eH ¢ U3BbPUIBAHUTE
U3CIIe/IBaHUs, TaKa 4Ye Jia He ce KOMIPOMETUpa KauecTBOTO Ha padoTrara u
0€30IacHOCTTAa Ha MepcoHala.

3.2.3. Ilpu BUpYCOIOTUYHU U3CIIEABAHNS, U3UCKBAILlM CTEPUITHH YCIIOBUS, TpsAOBa
na
“Ma CIEMaIHO 000CO0EHH 3a LIeITa IIOMEIEHNI/00KCOBE.

3.2.4. IlomenienusTa, CBbP3aHU C KaY€CTBOTO HA U3BBPIIBAHUTE U3CIIEABAHUS,
TpsiOBa

Jla ca Pas3IoJIOKeHH 110 HAYWH, TTO3BOJISIBAI KOHTPOJI BBPXY JOCTHIA U 10
H3MO0JI3BAHETO WM.

3.2.5. B naGoparopusita TpsiOBa 1a uMa 000coOeHN pabOTHU MECTa, KaTo ce
B3eMaT
MEpKH 32 IPeAO0TBpATSABaHE Ha Bb3MOKHUTE 3aMbPCSBAHUSL.

3.3. U3uckBaHusa KbM ycCJI0BUsATA B IIOMCHICHUATA HA na6opaTopI/1;1Ta:

3.3.1. Temneparypata B MOMEIICHUATA, CBbP3aHU C KAYECTBOTO HA M3BHPIIBAHUTE
HU3CJIeaABaHUA, TpH6Ba aa 6’[),]16 B I'paHUIIU, KOUTO HE BJIUAAT OTPULATCIIHO BHPXY
nepcoHa’a (craifHa TeMIiepaTypa), KakTo U Jia OTrOBapsi Ha U3UCKBaHATa OT
crienu(puKaIMUTE Ha U3M0JI3BaHAaTa anaparypa.

3.3.2. OcBeteHunero Ha 060coOeHuTe pabOTHU MecTa TpsOBa J1a 6JIaronpusTCTBA
U3BBPUIBAHUTE U3CIICIBAHUS.

3.3.3. Bp3ayxbT B paOOTHUTE MOMEIIECHHUS IO OTHOIICHHUE Ha BIIAYKHOCT,
3ampanieHocT,

€JIGKTPOMAarHUTHHU BIMSHUS TPSAOBA Jja OMaronpusITCTBa Ka4eCTBOTO Ha
U3BBPIIBAHUTE

U3CIIE/IBAHMUS.

3.3.4. EnexTpruecKoTo 3aXpaHBaHE Ha W3MOJI3BaHAaTa anaparypa TpsoBa aa obae
OCHUTYPEHO 10 Ha4MH, KOMTO rapaHTHpa HEMPEKbCBAEMOCT Ha JUArHOCTUYHUTE
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npouenypu (MHKyOanus).

3.3.5. [ToBppxHOCTTa HAa CTEHUTE U Ha paOOTHUTE IIOTOBE TPsiOBa 1a Obje C
MOKPHUTHE, TIO3BOJISBAIIO €)EKTHBHO M3BHPIIBAHE HA JIE3MH(EKIIHSI.

3.3.6. TpsiOBa fa ce moIbprKa MOCTOSTHEH KOHTPOJ BBPXY JOCTHIIA JI0
W3MOJI3BAHNUTE
MTOMEIIICHHSI WJIH MECTa, BIUSCIINA BHPXY KaueCTBOTO Ha paboTara.

3.3.7. [lomemenusta B 1aboparopusita TpsOBa 1a ce MOAIBPKAT B U3PSJICH BHU]I U
XUTHEHA.

4. Ilpodecuonana aeitHoct. O0eM noxkaszaresm 1 000pyABaHe 32
H3BLPIIBAHE HA
crenMaJInu3npana aeiHoct no ""Bupyconorns"

4.1. 3uckBaHus KbM OpraHM3aluATa Ha JEHHOCTTA Ha BUPYCOJIOrMYHA
naboparopust

OT U3BBbHOOJIHUYHATA TIOMOII — CAMOCTOSITETHA MEIUKO-TUAarHOCTHYHA
nabopatopus Win

MEIMKO-IMarHOCTHYHA JJabopaTopusi B paMKUTE Ha JIeueOHO 3aBe/IeHHE 3a
W3BBLHOOJIHNYHA ITOMOIII:

4.1.1. V3uckBaHus 3a MEIUIIMHCKA araparypa, Heo0XoArMa 3a U3BbPIIBAHE Ha
BUPYCOJIOTUYHU U CEPOTIOTUYHU U3CIICABAHUS:

4.1.1.1. Otuymuranio ycTpoicTBo 3a uMyHoeH3uMeH TecT (ELISA) unu apyru
ABTOMATUYHU aHAJN3aTOPH.

4.1.1.2. ITpuntep.
4.1.1.3. Tepmocrar.

4.1.1.4. XnaguiiHUK.
4.1.1.5. Lentpodyra.

4.1.2. (U3m. — IB, 6p. 63 ot 2021 1) M3uckBanus KbM MepcoHana Ha
nabopaTtopusita —

MEPCOHANBT B JIA0OpATOPHSITA CE OTMPEAEIs B 3aBUCUMOCT OT M3I'BJIHABaHUS 00eM
1 00XBar

Ha M3CJICIBAHUATA U BKIFOUBA!

4.1.2.1. (u3m. — 1B, 6p. 63 ot 2021 r.) tr11a ¢ BUCIIE MEAUIIMHCKO U
Omoyornyecko o0pa3zoBaHue;

4.1.2.2. (u3m. — 1B, Op. 63 ot 2021 r.) MenuuuHCKH Ja00paHT/U;

4.1.2.3. (m3m. — JIB, 6p. 63 ot 2021 r.) momoIieH mepcoHall.
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4.1.3. OGem moxa3zarenu 3a U3BbPIIBAHE HA U3CIIEBAHMUS.

W3cnenBane Ha KPbBEH CEPYM WIHM IU1a3Ma 1o uMyHoeH3umeH meton (ELISA) nmn

Apyru
cxonuu metonu (MEIA, ChLIA, ELFA):

4.1.3.1. OTkpuBaHe Ha NOBBPXHOCTEH aHTUIeH Ha xenaruteH B Bupyc (HBV) —
HBsAg.

4.1.3.2. OtkpuBane Ha anti-HBc IgM u HBeAg.

4.1.3.3. OtkpuBane Ha antutena cpeuty HIV 1/2 win HIV Ag/Ab — 6up3u TectoBe
u/wm ELISA.

4.1.3.4. OtkpuBane Ha mapkepu Ha xenaruteH C Bupyc (HCV) — anti-HCV nnu
HCV

Ag/Ab.

4.1.3.5. OtkpuBane Ha Mapkep Ha xernatuteH A Bupyc (HAV) — anti-HAV IgM.

4.1.3.6. OTkpuBaHe Ha Mapkepu 3a pyoeonHa napexius — anti-Rubella IgM, 1gG.
4.1.3.7. OtkpuBaHe Ha Mapkepu 3a MopOmiIHa nHpekuus — anti-Measles IgM, IgG.
4.1.4. I3uckBaHUs KbM pe3yaTara OT OCHIIECTBSIBAHE HA JICHHOCTTA.

KonnuecTBen nokasaren 3a TOAMIIIEH 00eM HAa MEIUIIMHCKA JEHHOCTH —
MUHUMAJEH Opoit
m3cneasanms 500.

4.1.5. leitHocTTa MOXe J1a Ob/ie U3BBPIIBAHA U B MUKPOOHOJIOTHYHA J1a00paTopHst
npu

U3ITBIHEHNE HA U3UCKBAaHUATA MO T. 1.3, KaTo 00eMBbT U BUIBT U3CIICABAHUS
TpsiOBa

Jla OTTOBApAT Ha MOCOYEHUTE B T. 4.1.3.

4.2. I3uckBaHMs KbM OpraHU3alMATa HA JIEMHOCTTAa HA BUPYCOJIOTHYHA
naboparopusi B

cTpykrypara Ha P3U:

4.2.1. 3uckBaHus 3a MEIUIIMHCKA araparypa, Heo0XoArMa 3a U3BbPIIBAHE Ha
BUPYCOJIOTUYHU U CEPOJIOTUYHU U3CIICABAHUS:

4.2.1.1. KpM n3uckBanusaTa 1o T. 4.1.1 ce npubaBAT ClieIHUTE U3UCKBAHUS:
4.2.1.2. Cyx crepuinusarop.
4.2.1.4. JlJamunupan 60kc (60OKCOBO MTOMEIIEHHE).

4.2.2. (U3m. — IB, Op. 63 ot 2021 r.) M3uckBanus KbM mepcoHaia Ha
naboparopusita —
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MEPCOHANBT B JIA0OpATOPHSITA CE OTMPEAEIs B 3aBUCUMOCT OT M3IIBJIHABaHUS 00eM
u o0XBar
Ha U3CJEIBAHUATA U BKIIOYBA:

4.2.2.1. (u3m. — 1B, 6p. 63 ot 2021 r.) tu11a ¢ BUCIIE MEAUIIMHCKO U
OMOJIOrMYEeCcKO
obOpa3oBanue;

4.2.2.2. (usm. — 1B, 6p. 63 ot 2021 r.) MenuumHCKH Ja00paHT/u;

4.2.2.3. (usm. — 1B, 6p. 63 ot 2021 r.) moMoIIIeH IEpCOHAIL.

4.2.3. OGem noxa3zareiy 3a U3BbPIIBAHE HA U3CIIECIBAHUS:

4.2.3.1. KpM n3uckBanusTa 1o T. 4.1.3 ce npubaBAT ClieIHUTE U3UCKBAHUS:
N3cnensane Ha KpbBEH CepyM WM IU1a3Ma 1o uMyHoeH3uMeH metof (ELISA) nim
Apyru

cxoquu meronu (MEIA, ChLIA, ELFA u np.).

4.2.3.2. Mapkepu 3a xenatut B BupycHa undexmus — anti-HBs.

4.2.3.3. Mapkep 3a xenatut D BupycHa nadexuus — anti-HDV.

4.2.3.4. Mapkepu cpemry nuromeranosupyc (CMV) u Enmaiin-bap supyc (EBV).
4.2.3.5. V3cnenBane Ha KPbBEH CEPyM 3a OTKPHBAHE Ha aHTHTENA CPELLy TPUITHU
Bupycu T A u B — ELISA.

4.2.3.6. N3cnenBane Ha (hexanHa mpoda — onpeesisiHe Ha pOTaBUPYCH BbB
(dekanHa

npo6a — umyHnoxpomatorpagceku/ELISA.

4.2.3.7. 3cnenBane Ha (exanHa npoba — orpeaesnsiHe Ha HOPOBUPYCH BbB
¢dekanHa

npo6a — umyHnoxpomatorpapceku/ELISA.

4.2.3.8. N3cnenBane Ha HOCOITBTHYEH CMHUB 3a JOKa3BaHE HAa TPUITHUA BUPYCU U
BHUPYCH Ha OCTpHU pecriuparopHu 3adomsiBanust (OP3) ¢ 6bp3u IMyHOCOPOSHTHH
TECTOBE.

4.2.4. ITpu nunca Ha KagpH cbC criennanHocT "Bupyconorus" neiHOCTTa MOXE /1a
ObJie U3BBPIIBAHA U B MUKPOOHOJIOTHYHA Ja00paTOpus pU U3IIBIHEHNE HA
M3UCKBaHUATA 1O T. 1.3, Karo 00eMbT M BUABT U3CIIEABAHUS TPAOBa J1a OTTOBAPST
Ha ITOCOYeHnTe B T. 4.2.3.

4.2.5. I3uckBaHMs KbM pe3yaTara OT OChIIECTBSIBAHE HA IEMHOCTTA:

KonnuecTBen nokasaren 3a TOAMIIIEH 00eM HAa MEIUIIMHCKA JEHHOCTH —
MUHUMAJEH Opoit
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n3cinensaaug 1000.

4.3. 3uckBaHus KbM OpraHM3aluATa Ha JEWHOCTTA Ha pedepeHTHa 1abopaTopHs
1o
BUPYCOJIOTHUS:

Pedepentrnara mabopaTopusi 0CBEH MEIMKO-TUATHOCTUYHA IEHHOCT U3BHPIIBA U
€KCIepTHa AEHHOCT.

4.3.1. 3uckBaHus KbM JIeHHOCTTA Ha J1abopaTopusTa:

4.3.1.1. Opranusupa 1 OChIIECTBSIBA HAIIMOHAIHA CUCTEMA 32 BHHIIIHA OLICHKA HA
Ka4eCcTBOTO Ha JlabopaTropHaTa IUarHocTuka B Jaboparopuu no "Bupyconorus" B
CTpaHara.

4.3.1.2. [TorBbprKIaBa TaOOPATOPEH PE3YNITAT OT OMOJIOTUYEH MaTepHall, U3MpaTeH
oT

JIPYTH J1a0OPaTOPHH.

4.3.1.3. U3cnensa Marepraiid pu NOJyYeHHU HESICHU, HOBH UJIM CbMHUTEITHU
CHMIITOMH

W/WIH Pe3yTaTu.

4.3.1.4. OcpliecTBaBa KaU€CTBEHU U KOJIMYECTBEHU METOJU 32 ONPEIEsHE Ha
BHpYCHA HYKJICMHOBA KUCEJIMHA.

4.3.1.5. N3BbpiBa aHaIu3 3a pE3UCTEHTHOCT YpE3 MOJIEKYIAPHO-TEHETUIHHI
METOAH,
KOTaTo € HeEOOXOINMO.

4.3.1.6. N3BbpIIBa HYKJICOTH/IEH aHAJIU3 Ha BUPYCHU '€HOMH, KOTraTo €
HEOo0X0AUMO.

4.3.2. (U3m. — IB, 6p. 63 ot 2021 1) M3uckBaHus KbM MepcoHana Ha
nabopaTtopusita —

MEPCOHANBT B JIA0OpATOPHSITA CE OTPEAEIs B 3aBUCUMOCT OT M3I'BJIHABaHUS 00eM
1 00XBar

Ha M3CJIEIBAHUATA U BKIFOYBA!

4.3.2.1. (u3m. — JIB, 6p. 63 ot 2021 r.) 1ekap/u ¢ MpU3HaTa CIELHUATHOCT
"Knunnyna

BUpYyCOJIOTHSA", KATO MOJKE J1a BKJIIOYBA U JIEKap/u 0€3 CrieuasHOCT WK C Jpyra
CHEIMAIHOCT, KaKTO U TIEpPCOHAJI C BUCIIIE OMOJIOrHYECKO 00pa30BaHUE ChC U/WIIH
oe3

npusHara crenquanHoct "JlaboparopHa BUpyconorus'; pbKOBOJUTENAT Ha
naboparopusita

TpsiOBa /1a € XaOWIUTUPAHO JIHIIE;

4.3.2.2. (u3m. — 1B, Op. 63 ot 2021 r.) MenuuMHCKH Ja00paHT/u;
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4.3.2.3. (u3m. — 1B, 6p. 63 ot 2021 r.) moMoIIIeH IepCOHAIL.

4.3.3. M3uckBaHus 32 METUIIMHCKA araparypa 3a U3BbPIIBaHE HA BUPYCOIOTHUHU
n

CEPOJIOTHYHU U3CIEIBAHUS:

4.3.3.1. KpM n3uckBanusTa 1o T. 4.2.1 ce npuOaBAT ClieIHUTE U3UCKBAHUS:

4.3.3.2. Nukybatop CO2.
4.3.3.3. Jlamunapen 60kc kiac 2.

4.3.3.4. Ynrpauentpodyra.

4.3.3.5. YnTpa3ByKoB J€3UHTErPATOP.

4.3.3.6. PH metsp.

4.3.3.7. BopTekc Mukcep.

4.3.3.8. KoMmioTbpHH KOHPUTYPALIHH.

4.3.3.9. EnextpoHHa Be3Ha.

4.3.3.10. TuBepTE€H MUKPOCKOIL.

4.3.3.11. ®yopecCueHTEH MUKPOCKOIL.

4.3.3.12. Banu 3a BepTUKaJIHAa ¥ XOPU30HTAJIHA eJIeKTpodopesa.

4.3.3.13. Anaparypa 3a npoBekXAaHE Ha HYKJICOTHIHU aHAJIU3H.

4.3.3.14. Anapar 3a nogabppkaHe Ha HUKJIWYHU TEMIIEPaTypHU PEKUMHU C LIET
aMIUTH(UKAIIS Ha BUPYCHU T€HOMH.

4.3.3.15. Anaparypa 3a CEKBEeHUpAaHE Ha BUPYCHU T€HOMU.

4.3.4. O6em nokazaresy U JIeWHOCTH 32 U3BbPIIBAHE HA BUPYCOJIOTUYHU U
CEPOJIOTMYHU U3CIEIBaHUS — [T0KA3aTeNN 3a U3CIIEIBaHUS U IEWHOCTH, CBbP3aHU
c

peq)epeHTHa ANAarHoCTHKa, KOHCYJITAHTCKA, yqe6Ha " Hay4YHa JIENHOCT:

4.3.4.1. OcurypsiBaHe Ha MOTBbPAMUTENHA U peepeHTHA AUATHOCTHKA C
UHTEpIIpeTalysl.

4.3.4.2. BupyCOnOrHYHYU U3CIEABAHUS 3a U30JMpPaHE Ha BUPyCa IPUIMHUTEI U 3a
JIOKa3BaHE Ha BUPYCHU QHTUTEHHU.

4.3.4.3. Bupyconoru4Ho U3ClIeiBaHE Ha KJIEThUHU KYITYpH 32 U30JIallus U
TUTTH3AIHS
Ha BUPYCHUTE Ha IMOJIMOMHUENNTA U APYTH EHTEPOBUPYCH.
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4.3.4.4. BupyconornuHo u3cJeBaHe Ha KOKOIIM eMOPHOHH 32 U30JIaIus 1
TUNHA3AIUS
Ha TPUIIHU BUPYCH.

4.3.4.5. BupyconoruuHo u3ciaeIBaHe Ha KIEThYHHU KYJITYpPH 3a U30JIalus U
TUIIU3aLUs
Ha HsKou Bupycu Ha OP3 (anenoBupycu, naparpunau supycu, PC Bupycn).

4.3.4.6. BupyconornuHo u3cieBaHe Ha KIEThYHHU KYJITYpPH 3a U30JIalus U
TUIIU3aLUs
Ha XepIec CUMIUIEKC BUpYyC THH 1 1 Tun 2.

4.3.4.77. BupyconoruuHo u3ciieZiBaHe Ha HOBOPOAECHH OeJIi MUIIKY 32 U30JIUpaHe
u
TUnM3upaHe Ha Bupyca Ha Kpumcko-xemoparnuna tpecka (KXT).

4.3.4.8. BupyconoruuHo u3cieIBaHe Ha HOBOPOJACHU OETM MUIIIKU 32 H30JIMpaHe
u

TUNIU3UpaHe Ha MPUUMHUTENS Ha XeMoparuyHa Tpecka ¢ 0b0pedeH CHHAPOM
(XTBC).

4.3.4.9. BupyconoruuHo u3ciieZiBaHe Ha HOBOPOAECHH OeJIi MUIIKY 32 U30JUpaHe
u

TUNIU3KUpaHe Ha npuunHuTeNs Ha Jlumporutapen xopuomeHUHTUT (JIXM).

4.3.4.10. Bupyconoru4Ho u3ciie/IBaHe Ha HOBOPOACHH O€T MUIIIKU U KIEThYHHU
KYJATYpH 32 U30JIMpaHe U TUITU3UpPaHEe Ha MPUYMHUTEIINTE HA CE30HHU
ennedanuTu:

Bupyc 3ananed Hun/dnasu Bupycn/Cunnduc/anda Bupycu/, KbpiaeKOBH
eHneaauTH.

4.3.4.11. M3cnenBaHe Ha KOKOIIM eMOPUOHH U O€JI MUIIKH 32 U30JIUpPaHE U
uaeHTuuuupane Ha npuuuHuTenure Ha Ky tpecka (C. Burnetii) u Mapcuicka
Tpecka, KbpJIeKOBHU MeTHUCTU TpeckH (R. conorii u ap.).

4.3.4.12. U3cnenBane Ha KOKOIIM eMOPHOHU M O€TTM MUIIIKY 32 H30JIMpaHe U
unentTuduuupane Ha C. psittaci.

4.3.4.13. UmyHo(myopeciieHTHa TUarHOCTUKA HAa HOCOTIIBTHhYHU CMUBOBE 32
JTOKa3BaHe
Ha TMPUYUHATENS Ha TPUITHU BUpYCH THIl A U B.

4.3.4.14. UmyHo(myopeciieHTHa TUarHOCTUKA Ha HOCOTIIbTHhYHU CMUBOBE 32
JIOKa3BaHe
Ha HIKOW PEeCIMpaTOpHU BUPYCH (aneHo-, maparpunuu, PC u ap.).

4.3.4.15. UmyHOo(]myopecIieHTHa TMarHOCTHKA Ha TPYIIeH MaTepHal 3a JoKa3BaHe
npuunanTens Ha KXT.
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4.3.4.16. UmyHO(]myopecIieHTHa TMarHOCTHKA Ha TPYIIeH MaTepHal 3a JJoKa3BaHe
Ha
npuunnuTens Ha XTBC.

4.3.4.17. Ceponorn4Hy U3ciaeBaHu 3a JOKa3BaHE HA BUPYCHU aHTHUTENA U
AQHTHUTCHU.

4.3.4.18. BupycHeyTpanu3upaiiia peakius 3a eHTEpOBUPYCH.

4.3.4.19. BupycHeyTpanusupaina peakuus 3a Kokcaku Bupyc.
4.3.4.20. U3cnenBane Ha poTaBUPYCH U HOPOBUPYCH BbB (pekanHa npoda — PCR.

4.3.4.21. Peakuus 3a 3a1pbxKa Ha xemarnyTuHanuara (P3XA) 3a unentuduxanms
Ha
rpunau BupycH. CeposioruyHa quarHoctuka Ha rpunau Bupycu P3XA/ELISA.

4.3.4.22. UmynoensumHa peakuus (ELISA) 3a noka3zBaHe Ha MapKepu Ha
xenarorponuu Bupycu: HAV, HBV, HCV, HDV, HEV.

4.3.4.23. UmynoensumHa peakuus (ELISA) 3a supycu Ha OP3 (aneHoBupycH,
naparpunsau Bupycu, PC Bupyc u ap.).

4.3.4.24. UmynoensumHa peakuus (ELISA) 3a noka3zBaHe Ha MapKepu Ha
MOpOuIH,
MapoTHUT U pyodeoa.

4.3.4.25. CepornoruyHa quarHoctuka Ha Bupycure 3anajneH Hun, Cunaduc,
KBbPJIEKOB
ennedanut — ELISA, nmyHo(dryopeclieHTHa JMarHoCTUKA Ha BUPYCHTE.

4.3.4.26. Ceponornuna quardoctrka Ha KXT, XTBC u JIXM — ELISA.

4.3.4.27. OnpenensHe Ha umyHornoOynmuuoBus kiac (IgG, IgM, IgA) Ha anTuTena
Cpelly PUKETCHH.

4.3.4.28. OtkpuBane Ha P 24 anturen Ha HIV/Anti-p24 anturena cpemy HIV.
4.3.4.29. Heamrmudunmpany METOIU: XHOPUIN3AIMOHHN PEAKITNH 32 JCTCKIINS
Ha

BUPYCHH T€HOMH.

4.3.4.30. AMmumnduumpany MeToIu 3a IeTeKIHs Ha BUPYCHU T'€HOMU: BEpIKHA
nonumepaszHa peakuus (PCR), w/unmu multiplex PCR Real-timePCR, BranchDNA,
TMA.

4.3.4.31. EnextpodopeTHyHO pa3aesiHe Ha BUPYCHU T€HOMHU.

4.3.4.32. ®parMeHTHO-PECTPUKTA3EH aHAJIN3 3a TUIIU3HPAHE HA BUPYCH.

4.3.4.33. CexkBEHIIMOHEH aHAJIN3 Ha BUPYCHU T€HOMH.
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4.3.4.34. EnextpoopeTHIHO pa3feisiHe Ha BUPYCHU aHTUTCHH.
4.3.4.35. ImyHOOOT 32 BUPYCHH aHTHTEIA.

4.3.4.36. OnpenensHe Ha T€HOTUIIA/CyOreHOTHUIIA HA BUPYCH Upe3 XUOpHUIU3alus
Ha

crenupUYHNA OJIMTOHYKJIEOTUIHU Mpodu ¢ amruinduurpan BupyceH reHoMm (line
probe

assay).

4.3.5. 3uckBaHMs KbM pe3yaTaTa OT OChIIECTBSIBAHE HA IEMHOCTTA:
KonnuecTBen nokasaren 3a TOAMIIIEH 00eM HAa MEIUIIMHCKA JEHHOCTH —
MUHUMAJEH Opoit

n3caensanns 2000.

4.4. 3uckBaHus KbM OPraHU3alMATA HA IEMHOCTTA HA MEIMKO-IMAarHOCTUYHA
nabopatopusi OT BTOPO HUBO HAa KOMIIETEHTHOCT B PAMKHUTE Ha JIeYeOHO 3aBEICHHE
3a

OOJHMYHA TOMOIIL;

4.4.1. 3uckBaHus 32 METUIIMHCKA araparypa, HeoOXoIuma 3a U3BbpIIBaHE Ha
BHUPYCOJIOTUYHH U CEPOJIOTHMYHU U3CIIEIBAHUS:

4.4.1.1. KoM n3uckBanusTa no 1. 4.1.1 ce npuOaBaT cieJHUTE U3UCKBAHUS:
4.4.1.2. Cyx ctepunmuzarop.

4.4.1.3. Jlamunupan 60kc (6OKCOBO MTOMEIIEHHE).

4.4.2. (Uzm. — 1B, 6p. 63 ot 2021 r.) M3uckBaHMs KbM MEPCOHANIA — IEPCOHATBT
ce

oTpesieNisi B 3aBUCUMOCT OT M3IIBJIHABAHUS 00eM U 00XBaT Ha U3CJIEIBAHUATA U
BKJTIOYBA!

4.4.2.1. (m3m. — JIB, 6p. 63 ot 2021 r.) numa ¢ BUCIIE MEAUIIMHCKO U
OMONIOTHYECKO

o0Opa3oBaHue;

4.4.2.2. (m3m. — JIB, Op. 63 ot 2021 r.) MEIUITMHCKY JIAOOPAHT/H;

4.4.2.3. (m3m. — JIB, 6p. 63 ot 2021 r.) momoIieH mepcoHall.

4.4.3. Obem moka3zaTenu 3a U3BbPIIBAHE HA U3CJIC/IBAHMUS:

4.4.3.1. KoM n3uckBanusTa no 1. 4.1.3 ce npuOaBaT cieJHUTE U3UCKBAHUS:

W3cnenBane Ha KpbBEH cepyM WM IU1a3Ma 1o uMmyHoeH3zumeH meton (ELISA) unu
JIpyTH
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cxoquu meronu (MEIA, ChLIA, ELFA u np.).
4.4.3.2. Mapkepu 3a xenatut B BupycHa undexmus — anti-HBs.

4.4.3.3. Mapkep 3a xennatut D BupycHa nadexuus — anti-HDV.
4.4.3.4. Mapkepu cpeury nuromeranoBupyc (CMV) u Enmaiin-bap supyc (EBV)
anti-CMV IgM/IgG, anti-EBV-VCA IgM, anti-EBV-NA IgM.

4.4.3.5. N3cnenBane Ha KPbBEH CEPYM 3a OTKPUBAHE AHTUTENA CPEILy TPUITHU
BHUPYCH
tun A u B — ELISA.

4.4.3.6. N3cnenBane Ha (hexanHa mpoda — onpeesisiHe Ha POTaBUPYCH BbB
¢dekanHa
npoda — umyHnoxpomatorpagceku/ELISA.

4.4.3.7. 3cnenBane Ha (exanHa npoba — orpeessiHe Ha HOPOBUPYCH BbB
(dekanHa
npo6a — umyHnoxpomatorpagceku/ELISA.

4.4.3.8. N3cienBane Ha HOCOITBTHYEH CMHUB 3a JOKa3BaHE HAa TPUITHUA BUPYCU U
Bupycu Ha OP3 ¢ 6bp3u UMYHOCOPOEHTHHU TECTOBE.

4.4.4. I3uckBaHMs KbM pe3yaTaTa OT OCHIIECTBSIBAHE HA IEMHOCTTA:

KonnuecTBen nokasaren 3a TOAMIIIEH 00eM HAa MEIUIIMHCKA JEHHOCTH —
MUHUMAJEH Opoit
n3caensannsa 1200.

4.4.5. Ilpu nurica Ha KaJipy ChC creruanHocT "Bupyconorus" nedHoCTTa MOXKe 1a
ObJe U3BBPIIBAHA U B MUKPOOHOJIOTHYHA JTa00paTOpus MPU U3IIBIHCHUE HA
W3UCKBaHuATa B T. 1.3.

4.4.6. (Hosa — /1B, 6p. 106 ot 2014 r.) JleiiHOCTH MO BUPYCOJIOTHUS OT BTOPO HUBO
Ha KOMIIETEHTHOCT MOTarT J1a C€ U3BbPILBAT U B TAOOPAaTOpUs IO MUKPOOHOIOTUS
oT

BTOPO WJIM TPETO HUBO HAa KOMIIETEHTHOCT IIPU CIIa3BaHE HA U3UCKBAaHUATA 32
OpraHu3aIMsaTa Ha IEMHOCTTA ChIVIACHO T. 4.4, KaTo B TO3M CiIy4au

OposAT Ha JIeKapHUTe ChC CHeNUaTHOCT "Bupyconorus" e Hali-Mallko e1uH.

4.5. VI3uckBaHus KbM OpraHHU3aIusaTa Ha JeHHOCTTa HAa MEIUKO-THarHOCTUYHA
n1abopaTopus OT TPETO HUBO Ha KOMIIETEHTHOCT B paMKHTE Ha JIedeOHO 3aBe/IeHUE
3a

OOJIHMYHA TOMOIII;

4.5.1. (U3m. — 1B, 6p. 63 ot 2021 1.) M3ucKkBaHUs KbM TIEpPCOHATIA — TEPCOHATBT
ce

oTpeielis B 3aBHCUMOCT OT M3ITBJIHSIBAHUS 00eM U 00XBaT HA W3CJICABAHUATA U
BKITIOYBA:

ctp. 3501 35



4.5.1.1. (m3m. — JIB, Op. 63 ot 2021 r.) nexap/u ¢ mpu3HaTa CIEIUATHOCT
"Knunanuna

BHPYCOJIOTHSA", KATO MOJKE JIa BKJTFOUBA W JICKap/H ¢ Jpyra CIEeIHATHOCT Wik 0e3
CIEIHAITHOCT,

KaKTO ¥ TIEPCOHAJI C BUCIIIE OMOJIOTHYECKO 00pa3oBaHue ChC U/WH 0€3 Mpru3HaTa
CHEIMATHOCT

"JlaGopaTtopHa Bupycosorus';

4.5.1.2. (u3m. — 1B, Op. 63 ot 2021 r.) MenuuuHCKH Ja00paHT/u;

4.5.1.3. (m3m. — JIB, Op. 63 ot 2021 r.) momoIieH mepcoHall.

4.5.2. 3uckBaHus 32 METUIIMHCKA araparypa, HeoOXoIuma 3a U3BbpIIBaHE Ha
BHUPYCOJIOTUYHH U CEPOJIOTMYHU U3CIIEIBAHUS:

4.5.2.1. KM n3uckBanusTa no 1. 4.4.1 ce npuOaBaT clieJHUTE U3UCKBAHUS:
4.5.2.2. JlamunapeH O60kc kiac 2.

4.5.2.3. PH metsp.

4.5.2.4. BopTekc Mukcep.

4.5.2.5. KoMmioTbpHU KOHPUTYpALIUH.

4.5.2.6. EnextpoHHa Be3Ha.

4.5.2.77. ®nyopeClEHTEH MUKPOCKOIL.

4.5.2.8. Banu 3a BepTHKaIHA U XOPU30HTAIHA eleKTpodopesa.

4.5.2.9. Anapar 3a noaabpKaHe Ha HUKIMYHN TEMIIEPATYPHU PEXKUMHU 3a
aMIuTH QUKL

Ha BUPYCHH F€HOMH.

4.5.3. OGem noxa3zareiny 3a U3BbPIIBAHE HA U3CIIECIBAHUS:

4.5.3.1. KpM n3uckBanusTa 1o T. 4.4.3 ce npuOaBAT ClIeIHUTE U3UCKBAHU:
4.5.3.2. UmyHodnyopeciieHTHA IUarHOCTUKA Ha HOCOTTBbTHYHH CMUBOBE 32
JIOKa3BaHe

Ha MPUYUHUTENS HAa TPUITHU BUpPYcH THIT A 1 B.

4.5.3.3. UmyHO(imyopeclieHTHa JUarHOCTUKA Ha HOCONIbThYHH CMUBOBE 32
JIOKa3BaHe

Ha HAKOU PECTIUPATOPHU BUpPYCH (aseHo-, maparpumnuu, PC u ap.).

4.5.3.4. V3cnenBane Ha pOTaBUPYCU M HOPOBHPYCH BB (hekanHa npobda — ELISA,
PCR.
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4.5.3.5. CeposornuHa 1uarsoctTuka Ha rpuniHu Bupycu ELISA.

4.5.3.6. Umynoensumna peakuus (ELISA) 3a Bupycu Ha OP3 (aneHoBupycw,
naparpunsau Bupycu, PC Bupyc u ap.).

4.5.3.7. Ceponornuna nuarnoctuka Ha Q tpecka — ELISA.

4.5.3.8. CeponoruyHa nuarioctrka Ha Bupycute 3ananen Hun, Cunnbuc,
KBPJIEKOB
enuedanut — ELISA, umyHodyopeciieHTHa AUarHoCTHKa Ha BUPYCHUTE.

4.5.3.9. Ceponornuna nuarioctuka Ha KXT, XTbC u JIXM — ELISA.
4.5.3.10. UmynoensumHa peakuus (ELISA) 3a noka3zBaHe Ha MapKepu Ha
xenarorponHu Bupycu: HAV, HBV, HCV, HDV, HEV.

4.5.3.11. OtkpuBane Ha P 24 anturen Ha HIV/Anti-p24 antutena cpeury HIV.

4.5.3.12. Heamrmudummpany METOIu: XHOPUIN3AIMOHHN PEAKITNH 32 JCTCKIINS
Ha
BUPYCHH T€HOMH.

4.5.3.13. AMmummduumpany MeToau 3a IeTeKIHs Ha BUPYCHU T€HOMU: BEpIKHA
nonuMepasHa peakius (PCR) w/umm Real-timePCR.

4.5.3.14. ImyHOONOT 32 BUPYCHH aHTHUTENA.
4.5.4. I3uckBaHus KbM pe3ynTaTa OT OChLIECTBIBaHE HA JEHHOCTTA!

KonnuecTBeH nmokasares 3a TOOUIIIEH 00EM HAa MEIUIIMHCKA JEHHOCTH —
MUHHUMAJICH Opoii
n3caensanus 1500.

4.5.5. (Hoea — /IB, 6p. 106 ot 2014 ., u3m., 6p. 63 ot 2021 1.) [lefinocTH 1O
BHUPYCOJIOTHS OT TPETO HUBO Ha KOMIIETEHTHOCT MOTaT Jia C€ U3BBPIIBAT U B
naboparopust

M0 MUKPOOHOJIOTHS OT TPETO HUBO HAa KOMIIETEHTHOCT MPH CIa3BaHE Ha
M3UCKBAHMSATA 32

OpraHu3aIMsATa Ha IEMHOCTTA ChIVIACHO T. 4.5, KaTO B TO3M CIIy4ail B
naboparopusita

paboTy HaW-MaJIKO €UH JIEKap ChC crienuanHocT "Bupyconorus".

4.6. AHaTMTUYHYU TIPUHITUIH 32 OCHIIECTBABAHE HA MpodecuoHaIHaTa IeMHOCT Ha
CIELUATIM3UPAHUTE BUPYCOJIOTUYHU AEHHOCTH:

HeoOxomumo e 1a ce u3non3Bar aHAIUTUYHUTE IPUHIIAIIN 32 OCHIIIECTBIBAHE
JIEHHOCTTA

Ha BUPYCOJOTHYHUTE JTA0OpaTOpHH, BH3MPHUETH OT HallmoHamHUSI KOMUTET 3a
KIMHUYHU

naboparopuu crangaptu (NCCLS, USA), bbarapckoro HayqHO APYy>KECTBO 11O
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BHUPYCOJIOTHUS U TIOA3aKOHOBUTE HOPMAaTUBHU aKTOBE.
4.6.1. N3cnenBanus 3a U30JIMpaHe U MHACHTU(UKAIMA HA BUPYCA IPUUUHUTEI:

4.6.1.1. Bupyconoruusu u3cie1BaHusl, CBbP3aHU ChC 3apa3siBaHE Ha KOKOIIN
eMOpuoHu. Marepuanu oT 6071HM (HOCOTTTBbTHYHU CMHUBOBE, TPYITHH MaTepyam)
ce

MHOKYJIMpAT Ha KOKOIIM €eMOPHOHH C IIeJT H30J1alusl Ha BUpyca MPUYUHUTEN.
4.6.1.2. BupyconoruuHu u3cielBaHus, CBbP3aHU ChC 3apa3siBaHE HA KIETbUHU
KyATypH. MaTtepuanu oT nauueHTH (HOCOITbThYHI CMUBOBE, TPYITHH MaTepual,
BE3UKyJIapHa TEYHOCT, JIUKBOP, (heKaTHU IpoOu U Jp.) ce UHOKYIMpAT Ha
OnonoruueH

MOJIEN — KJIIETBhYHH KYJITYPH, C LIEJ U30JIallis HA BUPyCa IPUYMHUTEI.

4.6.1.3. BupyconoruuHu u3ciieBaHus, CBbP3aHU ChC 3apa3siBaHE HA OMUTHU
KUBOTHU. Marepuanu ot 60yHU (KpbBHU MTPOOH, TPYTTHU MaTepUaNH U JAp.) ce
WHOKYJIUpAT Ha OMOJIOTMYEH MOJEN — OMIMTHU KUBOTHH, C 1€ U30JIalHs Ha
BHpYycCa

MPUYHUHUTEIL.

4.6.2. N3cnenBanus 3a OTKpUBaHEe HA BUPYCHU aHTUTE€HU W/UJIM aHTHUTENA CPELLy
TAX:

4.6.2.1. Peakmus umynoduryopecuenius (PUD):

Konrorupanure ¢ ¢uyopeciieMH-u30THOLHaHAT crielu(UIHN aHTUCEPYMHU Ce
CBBP3BAT C

XOMOJIO)KHUTE aHTUTE€HU B Marepralid oT OOJIHM, KOETO NMPaBU BUIEH KOMILIEKCHT
AQHTUT'€H-aHTUTSUIO C (IyOPECLEHTEH MUKPOCKOII.

4.6.2.2. Peakmus 3a 3aaphkKa Ha xemarnyTuHaiusata (P3XA):

OcHOBaBa ce Ha CBOMCTBOTO Ha BUPYCHHU AaHTUXCMAITIYTUHUHH J1d BE3IPECIATCTBAT
cneun(quHaTa XeMarilyThuHalus, IpuiIrnHCHa OT U3CJICABAHHUTC BUPYCH.

4.6.2.3. Bupyc neyrpanusupania peaxius (BHP):

MeTtonsT ce u3non3Ba 3a uACHTU(UKALIMS Ha BUPYCEH NPUYMHUTEI, T0Ka3aH B
KJIMHUYHH IPOOH, MITH 3a TOKa3BaHE HAIMYMETO Ha aHTUBUPYCHU
HEeyTpaJIu3upaIiu

aHTHUTENa B cepyMHU 1poou. OCHOBaBa ce Ha CBOIMCTBOTO Ha CrieLU(UIHU
BHUPYCHEYTpaIU3UPALIN aHTUTENA OT U3CIEABAHU WK peepeHTHU CEPYMHU Jia
HeyTpaIu3upar HHAYLHMpaH OT BUpyca (IPUYMHUTEIN WK peepeHTeH 11am)
UTONATHYEH

e(eKT Ha KJIeThYHa KYyITypa.

4.6.2.4. Peakmus cebp3Bane Ha komruiemenTa (PCK):

OcHoOBaBa cc¢ Ha CBOMCTBOTO HA aHTHTEJIATa OT CcepyMa J1a CC CBbP3BaT
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cnenupuyHo ¢

BUPYCHHTE aHTUTEHH B IMPUCHCTBHE HA KOMIJIEMEHTA | J]a BB3MPEISATCTBAT
XeMOoJIM3ara

B XEMOJIUTUYHATA CUCTEMA.

4.6.2.5. Imynoensumen metox (ELISA; EIA):

MeTtoasT uMa pa3iaudHu MoAuQUKaIuu 1 BapuaHTi. OCHOBaBa ce Ha
CHeU(pUIHOTO

CBBbp3BaHE HA THPCEHUTE AaHTUTCHH U aHTUTENIa UMOOWIM3UPAHU Ha TBHpa daza ¢
MoCJIe/[BaIa CIEIU(PUIHA UMyHOCH3MMHA PEaKIUs C KOHIOTHPAHU C CH3UM
aHTHUTENa WIN

antureHu. [{BeTHaTa peakius cien npudOaBsIHETO Ha CyOCTpara ce OTUNTa
cnekTpodoTomMeTpuyHO. MEeTONBT ce M3MOI3Ba 3a KaUeCTBEHO JI0Ka3BaHEe Ha
BHPYCHU

AQHTUTEHU/AaHTHUTENA U 32 KAYECTBEHO U KOJIMYECTBEHO OIpEe/esIHE Ha BUPYCHU
AHTUTCHHU/aHTHUTENA.

KoHKypeHTHHAT BapHaHT Ha MeTo/a ce 6a3upa Ha HHXUOUIIMS Ha
MMYHOCH3MMHATA

peaKIus BCIEACTBUE HA KOHKYPEHIMATA HA ThPCEHUTE U KOHIOTHPAHUTE C €H3UM
AQHTUTENA 34 €HO U CBIO KOJIUYECTBO aHTUTEH.

Cxonnu Metoau ca: Mukpouactuim EIA-MEIA, nMyHOXeMUITyMUHECHEHIIUS —
ChLIA,

€H3UMHOCBbp3aHa ¢uyopecueHuus — ELFA, enekrpoxeMuTyMuHeCIIeHIUs —
ECLIA u np.

4.6.2.6. EnextpodopeTnyHo pa3neisiHe Ha BUPYCHU aHTUTe€HHU — UACHTU(ULIIpaHe
Ha

BUPYCHUTE aHTUT€HU CIIOPE]] MOJIEKYJIHUTE UM TEIVIa Ha ACHATypUpPaLIU
MOJIMAKPUIIAMUIHU T€JI0BE, BU3yaJIM3UPAHU C KOMAacH WM CpeObpeH HUTPAT.

4.6.2.7. IMmyHOONOT — J0Ka3BaHE HAa BUPYCHU CEUM(UYHN aHTUTEIA CPEILy
OT/ICTTHH

BUPYCHU aHTUT€HU. [I[pUHIMIIBT HA METO/A € Ha OCHOBAaTa Ha B3aMMOJIeHiCTBHE Ha
eIeKTPOPOPETUIHO pa3ieieH BUPYC — CeUUIHN TPOTEUHN, UMOOUITU3HPAHU
BBPXY

TBBP/IM HOCUTEIIN C HEPATUOAKTUBHO OCJIsI3aHU BUPYCHH
MOJMKJIOHAJTHI/MOHOKIIOHATHU

agTHTeNna. CnennUIHATE AaHTUTEH-AHTUTSIIO KOMIUIEKCH C€ BU3YaIH3HpaT ¢
€H3UMHO-CYOCTpaTHA PEeaKIIUs.

4.6.3. N3cnenBanus 3a T0Ka3BaHe U UACHTU(DUIIUPAHE HA BUPYCHU T€HETUYHH
HOCJIEIOBATEIHOCTH:

4.6.3.1. [lonuakpuiamMuiHa ren-eaekTpodopesa:

MeToasT ce M3M0I3Ba 3a JOKa3BaHEe Ha BUPYCH ChC CETMEHTHPAH TEHOM.
OcHoBaBa ce
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Ha pa3esITHETO Ha TCHOMHUTE CErMEHTH B MOJUAKpUIAMUIEH TeJl MO IeUCTBUE
Ha

eJIEKTPUYHO ToJie Ha 0a3a pa3Mepa U MOJIEKYJIIHOTO UM Teryio. TeXHHKaTa BKIII0YBa
eTarny Ha eKCTpaxupaHe Ha BUPyCHATa HYKJIIEMHOBA KHCEJIMHA OT KJIMHUYCH
Marepuall,

MoJyIaraHeTo il Ha enekTpodopesa NpU HeJleHATypUpallll yCIOBUS U
BHU3YyaJIM3UpaHE

(meTexiusi) Upe3 OLBETIBAHE ChC CPEObPEH HUTPAT.

4.6.3.2. ®parMEeHTHO-PECTPUKTA3EH AHAJIN3 32 TUIIM3HPAHE HA BUPYCH:

MeTOJI’I)T TUIIU3HPa BUPYCHH IIaMOBE Bb3 OCHOBA HA KOHCEPBATUBHU
MOCJIEeI0BATEIHOCTH

OT BUPYCHUS T€HOM, KOMTO CE€ Pa3M03HABAT OT CIICIU(PUIHH €K30HYKIICA3HH
€H3UMU.

4.6.3.3. [Tonmumepasna BeprxkHa peakius (PCR):

TexHukara ce U3I0JI3Ba 3a I0Ka3BaHE U TUIIOBA HIEHTU(UKALIMS HA BUPYCHH
TE€HOMH.

3a U3X0leH MaTepuall ce U3MO0JI3Ba BUPyCHA HYKJIEMHOBA KUCEINHA, EKCTpaxupaHa
oT

OMOJIOTMYHU TE€YHOCTH, ThKaHU U KJIEThYHU Momyianuu. Peakuusra ce ocHoBaBa
Ha

€H3MMHO €KCIIOHEHI[MAIHO HAMHO)KaBaHe (amruinduuypane) Ha 1epUHUpaHu
KOHCEpBaTUBHM HYKJIEOTUAHHM MTOCIEJOBATEIHOCTH OT BUPYCHHUS T€HOM C
MOMOIIITA Ha

crnenu(UIHU CUHTETUYHU OJIMTOHYKJIeOTHIM. OTYUTAHETO Ha pe3yiTara e
ABTOMAaTU3UPAHO CIIEKTPOPOTOMETPUUHO, U30TEPMATIHO WIIHM ApyTo (IIpH real-time
TEXHOJIOTHSTA) MM BU3yaJIHO HAa Y B TpaHCUIIIOMUHATOP WU JIPYyTO CHPSIMO
MIOJIXOJISII

MOJIEKYJIEH MapKep MpH MPOBEXIaHEe Ha arapo3Ha reij-ejekrpopopesa u
OIIBETSIBaHE Ha

MOJTYYEHUs Tel C eTUNEB OpOMMU] MK pyTH ouBeTuTe . Korato BUpyCHUSAT
00€eKT €

PHK, chabpikaln Bupyc, IpeABapUTEIHO Ce Mpujlara eH3uMHa
00paTHOTpaHCKpUIITa3HA

peakuus in vitro (RT) ¢ m3non3Bane Ha HecienupUUHU WK cIEUPUIHA
CHUHTETUYHU

OJIUTOHYKJICOTHIH.

TexHuKaTa ce mpuiiara ChILo 3a ONpeesiHE Ha HaluyKhe (KayeCTBEHO) WIIH
KOHIIEHTpaIHsl (KOJTUYECTBEHO) Ha BUPYCHU T€HOMH B OMOJIOTUYHH
TEYHOCTH/THKaHH,

KaKTO U 3a MpocCJeAsiBaHe Ha BUPYCHOTO Pa3MHOKEHHE — KOJIMYECTBEHO WU
KaueCTBEHO (HaJIM4He, JIUIICA) U 3 OLEHKA Ha e(eKTa MpU NpujiaraHe Ha
AQHTUBUPYCHH TEPAIHH.

Pa3zHOBHIIHOCTH Ha peakIysTa O OTHONICHHE HAYMHA Ha OTYMTAHE ca
xubpuan3anoHHuTe TexHukH (line probe assay, microarray u ap.). Tezu
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Pa3HOBUIHOCTH CE M3MOJI3BaT U 32 TEHOTUIIOBA/CyOreHOTUIIOBA UACHTH(DHKAIIHSL.
4.6.3.4. CekBEHIIMOHEH aHAIN3:

MetoabT ce U3M0I3Ba 3a JOKAa3BaHE HAa BUPYCHU T€HOMH M 32 WACHTU(HKALNS Ha
BHPYCEH I1aM/T€HOTHUII/BapHaHT. TexHHKaTa MpeCcTaBIsiBa aBTOMaTU3UPAHO
OIpeIeIIsiHe

Ha JIMHEWHaTa MOCIIeI0BATEIHOCT OT HYKJICOTHIHU 0a3u, U3TpaKAaly BUPYCEH
TEHOM

WJIM HETOB y4YacThK. 3a U3XOAEH Marepuai ce usnonssa npoaykrt Ha PCR
peakuusara

HJIN KJIOHMPAHU B MMOAXOAAI] BEKTOPEH IIJIa3MU/J] BUPYCHU I'CHU. OcHoBaBa ce Ha
dbopmMHpaHe Ha MapKUpaHH ¢ (IIyOpeCLeHTHH Oarpuia paJuoakTUBHU U30TOIH U
Apyru

pas3IMYHU MO ABJDKMHA (pparMeHTH-KONUS Ha 1aJIeH BUPYCEH Y4acThK U
paszensiHe Ha

Taka GopMHUpaHuTe OelsI3aHN OJMIOHYKICOTHIN Upe3 eneKkTpodopesa npu
HENPEKbCHATO

CKaHUPAaHE C JIa3€PEH JIbY.

MeTtoabT AaBa Bb3MOXKHOCT 32 ITBITHO WIEHTH(PHIIMPAHE HA HYKJICOTUAHUTE
IIOCJIEI0BAaTEIIHOCTH Ha BUPYCHUS T€HOM M ONPEEIISIHE HAa €IMHUYHU TOYKOBH
MyTalUH.

Hamupa Bce Mo-Imupoko MPUIIOKEHHUE 3a ONPEIEISIHE Ha PE3UCTEHTHOCT NPU
IIpUJIaraLe

Ha aHTUBHUPYCHM Tepanuu. ChIIEeCTBYBaT pa3IMuHN METOIN 3a OIIPENEIIIHE Ha
BUPYCHUTE CEKBEHIIUU.

4.6.3.5. OnpenensHe Ha TEHOTUIIA/CYOr€HOTUIIA HA BUPYCH Upe3 XHUOpUIU3aIHs
ChC

cnenu(UIHN OJMTOHYKJICOTUAHU podu (line probe assay). AMmmuduurpanu
4pe3

RT-PCR HyKJI€0THIHU TIOCIIEA0BAaTETHOCTH Ha U3CIIEIBAHUS BUPYC CE
XUOpUAU3UpPAT

cnenu(UIHO ¢ UMOOMIIM3UPAHU Ha HUTPOILETYIIO3HU CTPUIIOBE, CeM(pUIHM 32
TE€HOTHUITa/CYyOTEHOTHIIA HAa THPCEHUS BUPYC OJUTOHYKJICOTUIHU TTpobu. Crex
npubaBsiHe

Ha crierQrueH eH3UMEeH KOHIOTaT U CyOCTpaT ce OTYMTA I[BETHA PEaKIIHATA
BBPXY

W3I0JI3BAaHUTE CTPUTIOBE, KATO MO TO3H HAYHMH CE€ OMPEIeIs
TeHOTUIBT/CyOreHOTUIIBT

Ha M3CIIeIBaHUS BHPYC.

5. lokymeHnTanus 3a cnenuaaHocTra ""Bupycosorus"
5.1. O6pa3nu OT NPOTOKOJIM U CTaHAapTHA onepaTuBHa npouexypa (COII):

5.1.1. O6pa3zern 3a COII 3a ocurypsiBaHe Ha Ka4€CTBOTO HA PE3yJITATUTE OT
W3CIIE/IBAHE:!
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5.1.1.1. O0wmH OJIOKEHUS

OcurypsiBaHETO Ha KaY€CTBOTO HA PE3YJITaTUTE OT U3CIIEABAHNUATA U3UCKBA
OpPraHU3UPAHETO U MPOBEKAAHETO HA IUIAHUPAH HAJ[30D Ype3 pa3InyHu GOpMH Ha
BBTPELIEH U BHHIIIEH KOHTPOIL.

Jlaboparopusita TpsaOBa Ja ©Ma MPOIeTypHU 3a yIpaBICHHE HAa KaueCTBOTO, 3a
HaOJTIO/IeHNE HAa BAIMAHOCTTA Ha M3BBPIIBAHUTE U3cieaBanus. [lomydeHuTe
JTAaHHU

TpsiOBa 1a ObJAT 3aMMCBAaHU TTO HAYWH, KOWTO MO3BOJISBA J1a C€ OTKPUBAT
TEHACHIIMHUTE, ¥ KOTaTO Ce U3UCKBA, Ja CE MPHJIarar CTaTUCTUIECKU METOMIU 32
MpoBepKa Ha pe3ynrarute. ToBa HaOmoneHne TpsiOBa 1a ObJe TUTAHUPAHO U
MperekIaHO U MOXKE J1a BKIII0YBa, 0e3 Ja ce orpaHnyaBa C TOBa, CICTHUTE
CJIIEMEHTH:

5.1.1.1.1. penoBHO HU3MOI3BaHE HA CEPTUPHUIIMPAHU CPABHUTEIHU MaTepUan
u/unu

BBTPELIEH KOHTPOJI Ha KaYECTBOTO C MOMOIITa Ha BTOPUYHU CPaBHUTEITHHU
MaTepuay;

5.1.1.1.2. ygactue B mporpamu 3a MeKIy1a00paTOpHH CPaBHEHUS M U3MTUTBAHUS
3a

MIPUTOHOCT;

5.1.1.1.3. mOBTOpHU M3NHUTBAHUS C TOMOIITA HAa CHIIUTE WU APYTU METO/IH;
5.1.1.1.4. mocneaBaIo HOBO U3IUTBAHE HA 3alla3¢HH O0CKTH;

5.1.1.1.5. xopenanus Ha pe3yaTaTuTe 3a Pa3InUHU XapaKTEPUCTUKU Ha 00CKTA.

3abenexka. M30panute metoau TpsOBa Aa ca MOIXO/AIIM 32 BUIa M obeMa Ha
U3BBPILIBAHUTE PaOOTH.

5.1.1.2. O6xBar:

[Tponienypara ce cbCTOM B OPraHU3HPAHETO, INIAHUPAHETO U IIPOBEKIAHETO HA
BBTPELIEH KOHTPOJI BbPXY PE3YJITaTUTE, OJYUYEHH NPU U3BBPIIBAHE HA
U3CIeBaHUs C

BAJIMJMPAHN METO/IM, C KOUTO c€ paboTH B 1aOOpaTOpHHTE.

5.1.1.3. OTtroBopHOCTH:

[TonxonuTe 3a BbTpEIIEH KOHTPOJI BbPXY KaY€CTBOTO Ha pe3yJITaTUTE Ha
1abopaToOpHUTE METOJH, TIPUIIATaHu B JTabopaTopuuTe, ce 0100psBaT OT
PBHKOBOJIUTEIS

Ha abopatopusra.

5.1.1.4. Cpabpxkanue:

5.1.1.4.1. [lonxonu 3a BBTPEUIEH KOHTPOJI HA U3MUTBATEITHUTE PE3YITATH!
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5.1.1.4.1.1. M3non3BaHe Ha THPTOBCKH TECTOBE, Oa3WpaHu Ha BATHIAUPAH METO/I.

5.1.1.4.1.2. Opranusupane Ha HEKOJIKOKPATHO U3MUTBAHE HA €IUH U ChIII
Marepuan B
KpaTKO BpeMe OT €IUH U CHII CIIY)KUTEN Ha Jaboparopusita (IOBTapseMOCT).

5.1.1.4.1.3. Opranu3upane Ha MOBTOPHO M3CJIEABAHE/U3MMUTBAHE HA €TUH U CHIII
MaTepual B KpaTKO BpeMe OT CIYXKUTeEI Ha Jlaboparopusara, KOWTO He € y4acTBall B
IBPBOTO M3CJIEABAHE/ U3 TBAHE.

5.1.1.4.1.4. Opranu3upane Ha IOBTOPHO MU3CJIE€ABAHE/U3NUTBAHE OT 3ara3eHa
npoba
(HanpuMmep 3ana3BaHe ype3 3aMpassiBaHe).

5.1.1.4.1.5. Opranu3upane Ha MOBTOPHO M3CJIEABAHE/U3MMUTBAHE HA €IUH U CHIII
MaTepHall ¢ Apyr METO/ 3a OTYMTAHE Ha ChIIUTE MTOKa3aTeau (ako ToBa €
BB3MOXKHO).

5.1.1.4.1.6. OueHka Ha KOpeIalusATa Ha pe3yaTaTUTe OT U3CIEBAHETO HA
MOCJIEZIOBATEIHU TTPOOH HA €MH U ChHIIl MAIIUSHT — MPU MPOIBIKUTEIHO
MOHUTOPHUpPAHE

Ha UIMYHEH CTaTyC WU eEeKT OT Tepanus pe3KUTe OTKIOHEHUS, KOUTO HAMAT
KIIMHUYHO OOSICHEHWE, TTOCTABAT 10JI ChMHEHUE Ka4eCTBOTO HA U3CIICBAHETO.

5.1.1.4.1.7. Onenka Ha kopenanusaTa MeKAy pa3InNdyHU XapaKTepUCTUKH HA €IUH U
CBIIl U3CIIEIBAH MaTepHUal.

5.1.1.4.1.8. YuacTtue B MeX1ynab0opaTOPHU CPaBHUTEITHU
U3CIIE/IBAHUS/ N3N TBAHNS B

CTpaHaTa W/WiIi U3BBH Hesl.

5.1.1.4.1.9. MoHuTOpHHT Ha IEpPCOHAJA — IEPUOIUYEH KOHTPOJI HAa N3IBJIHEHUETO
Ha
€JIEMEHTU OT MOHUTOPHHIA CE€ OCHILECTBABA OT PHKOBOJIUTENS Ha JIabopaTopusra:

Bceuuku gefiHOCTH 1O KOHTpOJIA ce IUIaHUpaT U OTpa3sBatr B JaboparopHara
JIOKYMEHTAalHs.

5.1.2. O6pa3zen na COII 3a npuemane, TpaHCIIOPTUPAHE, ChbXpaHIBaHE U
YHHII[O)KaBaHE
Ha NMpoOHTe 3a U3CIIe/IBaHE:

5.1.2.1. Lemn:

ITpouenypara uma 3a 11eJ1 Aa perIaMEHTUPA Pella, 10 KOWTO LIE ce TPaHCIOPTUPAT,
IIpUEMaT, CbXpaHsABaT U YHUIIIO)KaBaT MpoOUTE Clie]] U3MUTBAHE B TaOOpaTOPUUTE.

5.1.2.2. O6xBar:
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[Tporenypara ce OTHACs 10 ISHHOCTHUTE, OMUCBAIIH MTPOIECUTE OT IIPUEMaHEe Ha
npoOuTe 3a U3CeABaHe B JabopaTopusTa 10 N3AaBaHETO Ha MTPOTOKOJIA OT
U3CJICJIBAHETO U YHUIIOKABAHETO HA OCTATHIIUTE OT MU3MPATCHUTE MaTCPHAIIH.

5.1.2.3. OTroBopHOCTH:

OTroBopHOCTHTE 1O Ta3M MpOLEelypa ce Bh3araT Ha PbKOBOIUTEIS Ha
naboparopusita

¥ BCUYKHU JIUI[A, yYACTBALIH B IPOLIECUTE HA U3MUTBAHETO U MEXKIAUHHOTO
TPaHCMIOPTHPAHE (aKO UMa TaKOBA).

5.1.2.4. Cpabpxanue:
5.1.2.4.1. Bzemanero Ha npoOH 3a U3cieaBaHe Ce U3BbPILIBA OT ChOTBETHATA
BUPYCOJIOTUYHA JTA00PATOPHSTA WM OT APYTO JIedeOHO MITH 37JpaBHO 3aBEICHHUE.

5.1.2.4.2. TpancnopTupaHeTo Ha 00pa3UTe/IPOOUTE OT MICTOTO HA
npoOoB3eMaHeTo

710 JTabOpaTopHsITa Ce MPaBy OT MAIEHTA MU OT JIe4eOHOTO WITH 3PaBHO
3aBeJIeHHE,

B KOETO € B3eTa mpobdara.

5.1.2.4.3. ManumnynupaHeTo ¢ mpodurte 00XBaia MOMEHTA OT TSIXHOTO
MOCTHIIBAHE B

naboparopusiTa 10 U3/1aBaHe Ha pe3yJiTaTa B MPOTOKOIIA MO 0Opasel u
MOCJIEABAILO

ChXpaHsIBaHE WM YHUIIOKaBaHe Ha mpobara.

5.1.2.4.4. Cnen TpaHCIOPTHPAHETO HA Tpodara 10 ChOTBETHATA JJabopaTopus
cienBa

HEWHOTO MpHeMaHe 3a u3cieaBane. To ce mpaBH ChIVIACHO MpaBUiIaTa 3a
MpUeMaHe Ha

poOH, MOCOYEHH B ChOTBETHATA JIaOOpaTopus.

5.1.2.4.5. B cnyuaii ye noinyuyeHara rmpoba He OTTOBaps Ha U3UCKBaHUATA HA
MOCOUEHHSI METOJI 32 U3CIIeBaHe, TOBa ce JoKyMeHTHpa. [Ipobara ce BpbIa Ha
MIPEHOCUTEIS, a aKO TOBA € HEBb3MO)KHO — C€ YHUI[0KAaBa U MallUeHTHT Ce
YBEIOMSIBA.

5.1.2.4.6. [IpoOwu, moy4eHu 1o CIeIeH CUTHA, Ce TpUeMar 3a U3CIIeBaHE C
MIPETUMCTRBO.

5.1.2.4.7. Cnen npuemMaHe M OlIEHKa Ha MMPUTOAHOCTTA Ha Mpobara 3a u3cjeIBaHe
51

npm]pymaBamHTe A }IOKYMGHTI/I cJaeaBa peFI/ICTpaI_[I/ISI Ha HpO6I/ITe BbB BXOIAII-
HA3XOJISIII

JTHCBHUK.

5.1.2.4.8. Upe3s peructpupane Ha npobdara B 1a00paTOpHUS JHEBHUK CE TIpUEMa,
qe
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€ CKJIFOUCH AOTOBOPp MEKAY 3aUHTCPECOBAHUTEC CTPAHU.

5.1.2.4.9. CpxpaHeHureTo Ha 0Opa3LuUTe MpeaH U3CIeIBaHETO ce ChoOpassiBa ¢
TAXHATa creruduKa.

5.1.2.4.10. PernameHTUpaHUSAT CPOK 3a ChXpaHEHHE HA 00pa3IuTe cies
W3IUTBAHE €

HE TIO-KPaThK OT TP paOOTHU JTHU, OCBEH aKO HE C€ Hajara JIOIbJIHUTEITHO
W3CJIE/IBAHE.

5.1.2.4.11. KpM yHHUII0’)KaBaHETO Ha 00pa3liy ce MPUCTHIIBA CAMO KOraTo Te He ca
U3pa3XOBAHU 110 BPEME Ha U3CIIEBAHETO.

5.1.2.4.12. YaumoxxaBaHeTo Ha 0OEKTHUTE CJIe/] aHAJIN3a Ce MPaBH 110 peJl U HauuH,
choOpa3eH ¢ TsaxHara cnenuduka U B ChOTBETCTBHE C HOPMATUBHHUTE aKTOBE.

5.1.2.4.13. Bonu ce XKypHan 3a yHuUIokaBaHe Ha TpoOH, B KOMUTO ce 0TOesI3BaT
npo0ara 3a u3cie/iBaHe, Jarara Ha MOCThIIBaHEe B 1a00opaTopusTa 3a U3CIIeBaHE,
JaraTta Ha W3/1aBaHe Ha MPOTOKOJIA, JjaTaTa Ha YHHUIIOKABAHETO Ha oOpasera.

5.1.2.4.14. B ciy4aure, KOrato U3cJIeZIBAHETO Ha MOJlydyeHaTa npo0a U3KCKBa
ydacTHe Ha IOoBeYe OT €IHa JIabopaTopHsi, MaTepHUaInTe ce IpeaaBar upe3

dbopmysp.

5.1.2.4.15. CpcraBenuTe no Ta3u Npoueaypa J0OKYMEHTH C€ ChXpaHsIBaT OT
PBKOBOIUTENINTE HA 000COOEHUTE 3BEHA.

5.1.3. O6pazen Ha COII no ynpaBneHue Ha IEHHOCTH, KOUTO HE ChOTBETCTBAT Ha
W3HUCKBAHMSTA IIPU H3CIICIBAHE:

5.1.3.1. Oemn:

Jlaboparopusita TpsaOBa 1a MMa MOJIUTHKA U IPOLIEAYPH, KOUTO TpsiOBa 1a Obaar
NpUIaraHy, KOrato HsAKOHM acleKkT OT HelfHUTE IeHHOCTH 3a MoJlyyaBaHe Ha
pesyarar

WIN PE3yATaThT OT Te3U pabOTH HE € B ChbOTBETCTBUE C HEHHUTE COOCTBEHH
nmpoucaypu Ui ¢ U3UCKBaHUATA, ChIIaCyBaHU C MallKCHTA. ITommTnkara u
IpoIeypHUTe TPAOBa J1a OCUTYPSBAT:

5.1.3.1.1. OTTOBOPHOCTHUTE U IBJIHOMOIIMSTA 32 YIPABICHUETO HA IEUHOCTUTE,
KOHUTO

HE ChOTBETCTBAT HAa U3UCKBAHMSATA, /14 Ca ONPE/ICTICHU U JIa CE Mpujarar
HEOOXOMMMHTE IEUCTBUS (BKIIOYUTEIIHO IPEKpaTsIBaHe Ha pabOTUTE U 3abprKaHe
Ha

MIPOTOKOJIU OT M3CJIEIBAHETO, aKO € HEOOX0IMMO), KOTaTo ce UIECHTHUUIpa
HECHOTBETCTBAIIA ACHHOCT;

5.1.3.1.2. OLICHABAHC Ha 3HAYMMOCTTA Ha ,Z[CﬁHOCTHTC, KOUTO HC CbOTBETCTBAT HA
HU3HUCKBAaHMUsATA,
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5.1.3.1.3. cBOEBpEMEHHO MpeAnprueMane Ha KOPEKIIUU U B3€MaHe Ha pelIeHUE 3a
MPUEMITUBOCTTA Ha HECHOTBETCTBAIIATA JCHHOCT;

5.1.3.1.4. yBegomMsBaHe Ha MayeHTa MPU HEOOXOAMMOCT ¥ TIOBTOPHHU JIEHCTBHSI;
5.1.3.1.5. onpexensHe Ha OTTOBOPHOCTTA 3a pa3pelllaBaHe NPOIBIKaBAHETO HA
JIEWHOCTHTE.

5.1.3.2. O6xBar:

[Tpouenypara ce npuiara, KOraro ce yCTaHOBH, Y€ U3BbpILIEHAaTa B JabopaTropusita
JNEMHOCT MPH U3CIIEIBAHETO WIM PE3yATaTUTE OT Ta3u JEHHOCT HEe OTIOBapsT Ha
COOCTBEHHUTE i TIPOIICYPH WM HA M3UCKBAHUATA, ChINIACYBAaHU C MAIMCHTA.
5.1.3.3. OTroBopHoOCT:

OTroBOpHOCTHTE IO Ta3M MPOLEAypa Ce Bb3Jarar Ha pbKOBOIUTEINS Ha
naboparopusita

Y Ha BCUYKH JIMIIA, YIACTBAIIHM B MPOLIECUTE HA M3CIIEIBAHETO.

5.1.3.4. Cpabpkanue:

5.1.3.4.1. [Ipu KoHCTaTHpaHe Ha HECHOTBETCTBUSA B paOOTHUTE MO U3CIEABAHETO CE
[IpuJIara CJe{HaTa IoCJIeI0BaTeIIHOCT:

5.1.3.4.1.1. ycTaHOBsIBaHE Ha HECHOTBETCTBUETO;

5.1.3.4.1.2. peructpupane Ha HECbOTBETCTBHUETO;

5.1.3.4.1.3. orleHKa Ha 3HAYMMOCTTA HA HECHOTBETCTBHUETO;

5.1.3.4.1.4. B3emaHe Ha pelIeHUs 32 HAYMHA Ha pearupaHe;

5.1.3.4.1.5. B3eMaHe Ha pelIeHrne OTHOCHO HE0OXOAMMOCTTa Aa 0bJie MHPOpMHUpaH

HNalUCHTBT.

5.1.3.4.2. OcCHOBHHU M3TOYHHIIH 3a TOSIBA HA HECHLOTBETCTBAILN IEHHOCTHA B
nmabopaTopusiTa ca:

5.1.3.4.2.1. opranuzanusara Ha B3eMaHe Ha MpoOu, TPaHCIOPTHUPAHETO U
CbXPaHEHHUETO HUM;

5.1.3.4.2.2. HETOYHOCTH MPU JOTOBAPSIHETO;

5.1.3.4.2.3. TEXHUYECKUTE CPENICTBA, U3IOJI3BAHUTE KOHCYMAaTHUBHU U MaTepUalH,
CTaHJApPTHHU 00pa3Iy, 3a00MKajsAIIara cpea;

5.1.3.4.2.4. u3non3Banara METOIUKA,

5.1.3.4.2.5. nepcoHanbT;
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5.1.3.4.2.6. HenIpaBUIIHO OTYHUTAHE U 00OpPaOOTBaHE Ha PE3yNTaTHUTE.

5.1.3.4.3. Unentudukanys Ha HECbOTBETCTBAILATA JEHHOCT B JJaboparopHara
JOKYMEHTAITHSL:

5.1.3.4.3.1. PaGoremnute B maboparopusiTa ca 3abJDKEHU MTPHU TIOSBATa Ha KAKBOTO
u

Jla € HeChOTBETCTBHE BHB BPB3Ka C H3BBPIIIBAHUTE U3CIICIOBATEIICKHA PabOTH Jia ro
perucrpupar.

5.1.3.4.3.2. TIucmeHo yBeZiOMsIBaHE Ha PHKOBOAUTEINS Ha TabopaTopusTa, KOraro
JIMIIETO, YCTAaHOBUIJIO HECHOTBETCTBHETO, HE € YITBIHOMOIIIEHO J1a B3eMa PEIICHUSI.
5.1.3.4.4. PpKkoBOIUTENAT Ha JTaOOPATOPHITa HOCH OTTOBOPHOCT U IpeANpreMa
CHOTBETHHUTE JICHCTBHUS NIPU YCTAHOBSBAaHE HA HECHOTBETCTBAIA HA M3UCKBAHHATA
JENHOCT:

5.1.3.4.4.1. PbKOBOIUTENAT U3BBPILIBA OLICHKA HA CTETNIEHTA HA BaXKHOCT U
3HAYE€HHUETO Ha KOHCTaTUPAHOTO U PETUCTPUPAHO HECHOTBETCTBUE U CE
pasmnopexna:

5.1.3.4.4.1.1. npu 3HAYMMO/KPUTUIHO HECHOTBETCTBHE — CITUPAHE HA
JIMAarHOCTUYHATA IEHHOCT 110 TPEINPUEMaHETO Ha HEOOXOIUMHUTE MEPKH 32
OTCTPAHSBAHETO MY,

5.1.3.4.4.1.2. ako HECHOTBETCTBUETO € MAJIOBAXXHO U C€ MTpUEMa B TO3U BUJ (I0pH
U OT MaIlMeHTa) — U3BbPILIBAHATA IEHHOCT Cce MPOAbIKaBa.

5.1.3.4.5. OTroBOpHOCT ¥ MPaBOMOIIIKE 32 BH30OHOBSIBAHETO Ha paboTaTa uma
PBHKOBOJUTEIAT Ha IaOOpaTopusTa.

5.1.3.4.6. Criex ChOTBETHHUS aHATIN3 CE MPEANpUeMaT HEOOXOAMMHUTE KOPUTHPALIU
u

NPEBaHTHBHHU JCHUCTBUS, 3a J]a C€ PEIOTBPATH OBTOPHOTO MOSIBSIBAHE HA
HECHOTBETCTBHUETO.

5.1.3.4.7. IIpn HEo6X0IMMOCT (KO ca HapyIIeHU JOTOBOPUPAHH C MalMeHTa
W3UCKBAaHUs UM TaKMBa OT METOMKATA) CE€ U3BbPIIBA TOBTOPHO M3IHUTBAHE,
YCTaHOBSIBAT C€ ACHCTBUTEITHUTE PE3YATATH, U3/1aBa C€ HOB ITPOTOKOJ OT
U3CleIBaHe

ChC ChIIUS HOMEP U UHJAEKC. [[aliMeHThT ce yBeIoMsIBa, OT HETO C€ U3MCKBA
NpeA0CTaBeHHs Beue MPOTOKOJ U My C€ J1aBa POTOKOJIA C PE3YJITATUTE, OTYUYSHU
oT

MOBTOPHUTE U3CIIEABAHUS, CIIe]l KOPEKIIUATA.

5.1.3.4.8. CbcraBeHNTE JOKYMEHTH BbB BPb3Ka C KOHCTATUPAHO U PETUCTPUPAHO
KOHKPETHO HECHOTBETCTBHE CE€ KJIACHPAT U ChXPAHSIBAT B CPOK IO €HA TOJIMHA,
cren

KOETO 3aIlUCHUTE CE apXUBHPAT.
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5.1.4. O6pazen Ha COII 3a ocurypsiBaHe U H3MOI3BaHE HA TEXHHUUECKH CPE/ICTBA!
5.1.4.1. Len:

[Tpouieaypara omnpeaens opraHu3alusITa U peia 3a OCUTypsiBaHe Ha
nabopaTopuuTe ¢

TEXHUYECKHUTE CPEICTBA, HEOOXOTUMH 32 MPABUITHOTO U3BHPIIBAHE HA
W3IATBAHUSATA.

5.1.4.2. O6xBar:

Bcuuku TexHHUYeCKU CpeacTBa, HCO6XOI[I/IMI/I 34 MPAaBUJIIHOTO U3BBPIIBAHC HA
I/I3CJ'IeHBaHI/I$ITa/ HU3NUTBAHUATA OT ACKIaApHUPaHUs 00XBaT.

5.1.4.3. OTroBopHOCT:

PovroBoauTensaT Ha 1abopaTopusiTa OTroBaps 3a OCUTYpSIBAHETO Ha Jaboparopusita
c

HEOOXOIMMHTE TEXHUYECKH CPECTBA M KOHTPOJIMPA ChCTOSHUETO W U3MOJI3BAHETO
uM.

5.1.4.4. Cpabpxkanue:

5.14.4.1. ﬂOCTaBKa Ha HOBH TCXHUYCCKHU CPCACTBA 3a NTUATHOCTUKA CC IJIaHHUpa
oT
PBHKOBOAUTEIIA HA na60paTopI/I;[Ta.

5.1.4.4.2. locTaBYuKBT B IPUCHCTBUETO HA CHTPYAHHUK OT 3aMHTEPECOBAaHATa
nabopaTopusi OChILIECTBABA PeJaBaTeIHO-IPUEMHN N3NIUTBAHUS HA HOBOTO
TEXHUYECKO

CPEICTBO.

5.1.4.4.3. Cnen npoBepka Ha BCUYKH (PYHKLHUH PHKOBOAUTENSAT pa3periaBa
U3II0JI3BAHETO MY.

5.1.4.4.4. TlpaBu ce npeBoJ HAa UHCTPYKLUsATA 3a paboTa Ha MPOU3BOTUTENS.

5.1.4.4.5. UnxeHep Ha TOCTaBUMKA WM JPYT CIEIMANTUCT o0y4yaBa MepcoHana,
KOUTO
11e paboTH ¢ HOBOTO CPENICTBO 32 H3MEpPBaHE/U3MUTBAHE.

5.1.4.4.6. AnaparsT ce MapKupa, OIbJIBa CE PErMCTPALMOHEH KapTOH, IIpaBy CE
MpOBepKa WK KanuOpupaHe, BKIOUBA ce B IUIaH-TpaduK 3a HOBa
poBepKa/KaauOpupaHe.

5.1.4.4.7. U3rotBs ce moapoOHa HHCTPYKITUS 32 paboTa ¢ HOBOTO TEXHUYECKO
CPEICTBO, B T.U. M C U3MCKBAHUS 3a OXpaHaTa Ha TPYy/a, KOSTO CE MOCTaBs Ha
BUJTHO MSACTO JI0 HETO.

5.1.4.4.8. 3aabIKUTETHO IPEIU 3all0YBaHe Ha paboTaTa pbKOBOAUTENAT HA
CHOTBETHATa J1abopaTopus HACTPOIIBA TEXHUUYECKUTE CPE/ICTBA CHIVIACHO
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JeUCTBAIIUTE

WHCTPYKITMH 32 €KCIUIOATAIl|sl U OCUTYpsiBa C TAX J1a paboTu oOyueH u
YITBJIHOMOILIEH

nepcoHall.

5.1.4.4.9. Bcaka equHUIIa TEXHUYECKO CPEJICTBO, B T.4. U KOMIIIOTBPHUTE
IIporpaMu

KbM HET0, UMAILIO 3HAYEHUE 3a PE3YJITaTUTE OT U3CIIEIBAHETO, C€ UIEHTU(DULIMpa
U My

ce 3aBeXJa ChOTBETHO JlocHe. B nocuerara ce kimacupar BCHUKH JOKYMEHTH 3a
TEXHUYECKOTO CPENICTBO, B T.4. NACIIOPTUTE OT IPOU3BOJUTENS, MHCTPYKIUH,
CBUJIETEJICTBA 32 U OT KaJlnOpupaHe/mpoBepKa, JOKYMEHTHTE OT MOJPHKKATA.

5.1.4.4.10. Texuuuecko CpesiCTBO, KOETO € OMJIO0 MOJUIOKEHO Ha IPETOBapBaHe WIIH
HENpPaBWJIHA €KCIUIOATalllsl WIIM KOETO /1aBa HEBEPHU UJIM CbMHUTEIIHU PE3YIJITATH,
501041

KOETO MU KaIUOpUpaHeTo/IpoBepKaTa UK MPUIIOKEHUETO MY € [ToKa3allo, 4e €
TEXHUYCCKN HCU3IIPABHO, C€ U3BCKAA OT CKCIIJIoOAaTalluA 10 IIPHUBCKIAHETO MY B
TOJIHOCT.

5.1.4.4.11. KoraTo He3aBHCHMO 110 KaKBa MPUYMHA 00OPY/IBAHETO 3a U3BECTEH
MEPHUOJ OT BpEME HM3JI€3€ U3BBH MPEKUs KOHTPOJ Ha PHKOBOJIUTENIS Ha
naboparopusiTa,

TOM ro ocurypsiBa ¢ HeoOXoaMMaTa U3BbHpPEIHA KaluOpoBKa/IpoBepka (pu
BB3MOXKHOCT BBTPEIIIHN), 32 14 C€ YBEPHU, € (PYHKIIUOHUPAHETO MY H
METpOJIOTHYHaTa

My NPOCIEANUMOCT YIOBJIETBOPSIBAT N3UCKBaHUSITA.

5.1.4.4.12. 3a TeXHUYECKUTE CPEACTBA, KOUTO CE€ U3MOJ3BAT MO-UHTEH3UBHO WU
ca

C 0COOCHO Ba)KEH CTATyT B M3CIICBAHUITA, PHKOBOIUTEINAT HA JIaboparopusra
TUTAHUPA W OCUTYPSIBA H3BBHPEIHH ITPOBEPKH.

5.1.4.4.13. TexaudeckuTe CpeACTBa, B T.4. U XapAyepbT U COPTYepBhT, ce
OCHUTYpSIBAaT ChC CHOTBETHUTE HEOOXOIMMU CPECTBA 32 CAMO3AIIUTA CPEILY
MIPOMEHH B

HACTpOMKaTa/peryiupoBKara, KOUTO OUxa JOBENH J0 MOTy4aBaHETO Ha
HEBAJIMTHU/HEBEPHU PE3YJITATH OT U3CIICIBAHUATA.

5.1.4.4.14. CpcraBeHUTE U NOITYYaBaHU JOKYMEHTH BbB BPB3Ka C U3IIBIHEHUETO
Ha

Ta3| MPOLEypa CE CbXPaHABAT OT PbKOBOAUTENS B CPOK — CPOKA HA M3IOJI3BAHE
Ha

TEXHUYECKOTO CPENCTBO, CIIEM KOETO 3aIIMCUTE CE apXUBUPAT.

5.1.5. Otuurane Ha pe3ynrarute. [I[poTokoIM OT U3caeaBaHE.

5.1.5.1. OO 1OJIOKEHUS:

ctp. 3501 35



PesynTarure oT BCAKO U3CIEABAHE UM CEPUU OT U3CIICIBAHUS, U3BBPIIBAHA OT
nabopaTopusiTa, TpsiOBa 1a ObIaT OTYUTAHU TOYHO, SICHO, HEJIBYCMHUCIIEHO,
00EKTHUBHO

N B CbOTBCTCTBHUEC C KOHKPETHUTC UHCTPYKIUH, OMMPEACIICHU B MCTOJAUTE 3a
u3cnenBane. Karo mpaBuio oTYUTaHETO Ha pe3yATaTUTE TPsOBa 1a ObJe OTpa3eHO
B

MIPOTOKOI OT u3cienBaHeTo. Tpsadsa na Obae BKIOYeHA HH(DOPMAITUSTA,
npeIHa3HauYeHa

3a ManyeHTa ¥ HeoOXoIMMa 3a MHTEPIPETAlUATa Ha Pe3yITaTHTE OT
U3CIIEIBAHETO.

Bceska undopmariys, koATo He € 00EKT Ha OTYeTa 3a MalMeHTa, TpAOBa aa Obae
JICCHOJIOCTBITHA B JIA0OPATOPHSTA, U3BHPINMIA H3CIeABAHETO. [I[pOTOKOIBT OT
U3CcIeIBaHe MOXe J1a ObJe U3aJeH KaKTO Ha XapTUeH HOCUTEIN, Taka U Ha
€JICKTPOHECH HOCHUTEIL.

5.1.5.2. TlpoTokonu OT U3CJI€IBAHE, ChAbpPKAHUE:

Bceku mpoTokon ot u3cneBaHe TpsOBa Aa ChAbPIKa Hal-MaJIko cIegHaTa
UH(pOpMaLS:

5.1.5.2.1. naumenoBanue (Harpumep "IIporokon ot uscnensane");
5.1.5.2.2. HaMMEHOBaHMETO U aJipeca Ha JabopaToOpUsTa;

5.1.5.2.3. yHukanHa uaeHTU(UKAIUS Ha TPOTOKOJIA OT U3CIIeIBAHETO (HapuMep
MOpE/IeH HOMEpP) U UACHTU(UKAIIMS Ha BCAKA CTPAHMIIA, 32 Jla C€ YAOCTOBEPH, Ue
CTpaHUIIATa € YacT OT MPOTOKOJIA OT U3CJIEIBAHETO, U SICHA HJIeHTH(UKaLUs 32
Kpai

Ha MPOTOKOJIA;

5.1.5.2.4. uMeTo Ha MaIMEeHTa/IULETO, U3NPATUIIO MaTepuaa;
5.1.5.2.5. uneHTrdUKAIUATA HA U3MIOI3BAHUSI METOI;

5.1.5.2.6. onucanue, ChCTOSIHUE M HEABYCMHUCIICHA UICHTH(UKALIUS HAa BCEKU
00€eKT(1), TOJIJIOKEH Ha U3CJICIBAHE;

5.1.5.2.7. narara Ha noyy4aBaHe Ha BCEKH OOEKT 3a M3CJIe/IBAHE, KOTAaTO TOBA €
OT 3HAUEHHUE 3a BAIMJIHOCTTA U MPUWIOKUMOCTTA Ha pe3yJITaTUTe, U JAarara Ha
W3BBPIIBAHE HA BCSIKO U3CIIEBAHE;

5.1.5.2.8. pe3ynTaTute OT U3CIEABAHETO U KOTATO € MOAXOIANI0, EAMHULUTE 32
U3MEpBaHe;

5.1.5.2.9. umeto (umMeHara), IIBKHOCTTA (JUTbKHOCTUTE) U MOJANUCA (TIOAMUCUTE)
WM €KBUBAJICHTHA WACHTU(UKAIMA Ha JTUIETO (JIUIaTa), KOETO rapaHTHpa
BAJIMTHOCTTA HA MPOTOKOJIA OT M3MHUTBAHE WM CBUIETEICTBOTO/CepTH(HKaTa 3a
KaJauOpupaHe;

5.1.5.2.10. xoraro e noaxoas110, AeKJIapalysl, 4€ pe3yaTaTuTe CE OTHACIT CaMo 3a
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06CKTI/ITC, IIOJJIOXKCHHU Ha U3CJICABAHEC,

5.1.5.2.11. npoTokoauTe OT U3CIIEIBaHE, KOUTO Ca HAa XapTUEH HOCUTE, TpsiOBa
CBHIIIO J1a UMaT HOMEP Ha CTpaHMIlaTa U 0011 Opoil Ha CTPaHUIIUTE;

5.1.5.2.12. nmpenoppuBa ce 1a00paTOpUUTE Ja BKIIOYBAT MPEAYNPEKICHUE, U
MIPOTOKONBT OT U3CIECABAHETO HE MOKE J1a ObJIE BH3MPON3BEKIAH OCBEH C
MMACMEHOTO

paszperieHue Ha 1abopaTropusita ¥ camo U3ISIIO.

Ocsen undpopmanusaTa mo 1. 5.1.5.2.1 — 5.1.5.2.12 nporokonure oT U3MUTBAHE
TpsIOBa J1a BKIIIOUBAT CIIEHUTE €JIEMEHTH, KOraro ToBa € Heo0X0uMO 3a
MHTEPIPETUPAHE HA PE3YIATATUTE OT UMUTBAHETO:

5.1.5.2.13. oTKJIOHEHUS, JOITBIIHEHUS W U3KIIFOUYEHHS OT METOJIa 3a
M3CIIEABAHETO U

uHbopMaIus 3a CenuUUHN YCIOBHS Ha U3IUTBAaHE, HAIPUMED YCIOBUS Ha
3a00uKasIara cpea;

5.1.5.2.14. xoraro € NpuwIOKUMO, JEKJIApalMs 32 OLIEHEHATa HEOMIPEAEIECHOCT Ha
U3MEpBaHETO; MH(OpMAIMATA 32 HEOPEAEICHOCTTa € He0OXoMa B
MIPOTOKOJIUTE OT

M3MHUTBAHE, KOraTo Ts € OT 3HaYeHHE 32 BaJIUAHOCTTA WA MPUIOKUMOCTTA Ha
pe3yATaTuTe OT U3MUTBAHETO, KOTAaTO C€ M3UCKBA OT MHCTPYKLUUTE Ha MalleHTa
WIH

KOTaTo HEOIPEeeICHOCTTa BIINsAE BbPXY CbOTBETCTBUETO C TPAHULIUTE OT
cnenuduKanusTa;

5.1.5.2.15. Bcsika TOMBJIHUTENHA MH(OpMAIIHS, KOSTO MOXKE J1a Ce U3UCKBA OT
KOHKPETHU METO/IY WJIH MalueHTH;

5.1.5.2.16. MHEHUA ¥ UHTEPIPETAINH, KOTaTO TOBA € MOAXOASAIIO0 U HEOOX0IUMO.

Koraro ca nagenu MHeHUsI U MIHTEpIPETallny, laboparopusra TpsioBa 1a
JIOKYMEHTHpA

OCHOBAHHETO, HA KOETO Ca HalpaBEeHU T€3W MHEHUs U UHTeprpeTalui. MHeHusTa
"

MHTepIpeTanuuTe TpsiOBa a ObJIaT SICHO O3HAYEHH KAaTO TaKMBa B IPOTOKOJIA OT
M3MIATBAaHETO. MHEHMSITA U MHTEPIIPETALIMUTE, KOTaTo Ca BKJIIIOYEHH B IIPOTOKOJIA
oT

U3IUTBAHETO, MOXKE J1a 00XBaIlaT, 6e3 J1a ce OrpaHuvaBaT ¢ TOBA, CIETHOTO:

5.1.5.2.16.1. MHEHHS OTHOCHO JIeKJIapalysTa 3a CbOTBETCTBUE/HECHOTBETCTBUE HA
pE3YNITAaTUTE C N3UCKBAHUATA,
5.1.5.2.16.2. cna3BaHe Ha JOrOBOPHUTE U3UCKBAHUS;

5.1.5.2.16.3. mpenopbKH 3a HAYMHA 3a U3MO0JI3BAHE HA PE3YITATUTE.

B Hakou CJIydan MOXKE J1a CC OKaXXC MOAXOAANI0 MHCHHUATA U UHTCPIIPECTALIUUTE Oa
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ce
CHOOWIAT B MPSK AUAJIOT ¢ KiIHeHTa. To3u nuajior Tpsa6Ba aa 0bJe T0KyMEHTUPAH.

6. Undopmupano crrimacue
6.1. TunoB obpazerr Ha THPOPMHUPAHO CHITIACHE 32 ChXpaHEHUE Ha OMOIOTUYHU
poou.

®opma 3a MHHOPMHUPAHO CHITIACHE 33 ChbXpaHEHHE Ha OMOJIOTUYHM ITPOOHU 3a ObIEII0
u3cieBaHe

IIpoyuBasne:
Vyactauk (ume, pamunus, sv3pacm):

)1 1 SOOI

CrpykrypHO

BBEHO: «eveenueientienueeeteeeteetee e et esteesee e e bt e st e e a e e en e ae e sn e e a e e an e e a e et e e s e e eaneesnneeneesaneeas
PrvxoBomuren Ha

IIPOYUBAHETO: ..euveenirieniienireeneenieeesteesseeeteesneeeneessneesseessneseneesseeenneesseesneenneenns
VYBaxkaemu I'-H/I-k0 y4acTHUK,

[To Bpeme Ha npectos Bu B neue6HOTO 3aBeeHne Bamum 6nonoruunu npobu (Kpba,
JIMKBODP, aMHUOTHYHA TEYHOCT, CTABEH ITyHKTAaT, KOCTHO-MO3bUEH aclMpar,
€H/IOMHOKapAraiHa OUOICHS U Jp.), Ha3HAYEHU OT Barus gexyBai jgekap, ca B3eTH 3a
JMAarHOCTUYHU 1eTH. Upe3 Te3u mpodu JIeKapuTe ca yCrenau Ja UAeHTU(GUIupaT
npuurHara 3a Bamero 3a0onsBane/chCTOSHUE U e/l TOBA Jja Bu jiekyBat ajjeKBaTHO.
Cera Bu ce npeyiara fa yyactBare 100pOBOJHO B TOBA HayYHO IPOYYBAHE.
[IpoGuTe, kOUTO Beue CTe MPeTOCTaBUIM 3a TUAarHOCTUYHHU LIEIH, MOTraT 1a Obaar
M3IOJI3BaHM 3a IOIBJIHUTENIHU U3CIEIBaHuUs (KaTo OCTaTbUHU MaTepHUalin),
YCTaHOBSIBAILY €THOJIOIMYHOTO Y4acTHe Ha TO3U MH(EKIINO3€H areHT B pa3InyHU
kiuHUYHY posiBu. C Tazu ¢popma Bue ce chriiacsiBare 1a v NpeAoCTaBUTE 3a ObACHIH
MIPOYYBaHUS.

Hsma na ce n3nuckBar JONBIHUTEIHU IPOLELYPH.

Bue HsaMa na momyuuTe o0aru OT y4acTHETO CH B TOBA IIPOyYBAHe.

Pesynrarure oT ToBa poy4yBaHe o0ade MOTrar Jja IOMOTHAT B JICYEHUETO HA APYTH
MAIUEHTH.

3a na 3ammTuM Bariata HIeHTHYHOCT U KOH(UASHIIMATHOCT, Bamieto ume Bbpxy
MPOOUTE U KIMHUYHOTO ONHCaHUE I11e ObJaT 3aMecTeH! ¢ UPPOB Koj. CIUCHKBT C
MMEHaTa 1 KoZIoBeTe 11ie ObJie Ma3eH B 3aK/II04YeH (ailll OT phKOBOJUTENS Ha
MIPOYYBAHETO.

VYyactuero B mpoyuBaHETO HsAMa J1a Bu kocTBa Humo.

Bue nmare npaBo 1a 3aa1eTe BCIKaKBH BBIIPOCH, KOUTO UMATe MO OTHOLIEHHE Ha
IIPOYYBAHETO.
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[Ipenu na B3emeTe pelleHue 3a y4acTHe B TOBa poyuyBaHe, Bue Tps6Ba na cre:

* OOCHIIITN POYYBAHETO C PHKOBOJUTENS HA TIPOYyYBAHETO

* [Ipouenu nunpopmanusaTa B To31 HopMymsp u

* 3a1aJ11 CBOUTE BBITPOCH.

[ManenTsT Oemie nH(GOPMHpPAH U CE ChIVIACH J1a ObJIe 3aMa3eH0 OCTAaHAIOTO KOJIHMYECTBO
OT HeroBara OMOJIOrMYHa Ipoba 3a MPOoBeKaHe HAa ObJCIIN HAyYHH MTPOYYBAHUSI.
Yuactauk: Upes noanucBaHeTo Ha Ta3u Gopma 3a ceriacue Bue nokassare, ye
T0OpPOBOJTHO CTE€ M30paliv Ja y4yacTBaTe B TOBA IMPOyYBAHE.

Pazbupam 1 ¢bM ChINIACEH ¢ BCUUKO OOSICHEHO MO-TOpPE U IO YIOCTOBEPSBAM C MOJIHCA
cH:

(nodnuc Ha yyacmuuxa) (oama) (ume u ghamunus)
3aKOHEH Ipe/ICTABUTEN Ha YYaCTHHKA: Upe3 Mmoamuca Cu 1mo-10J1y MoKa3Bare, ue JaBare
ChIVIACHE HA yYaCTHHKA J]a B3€ME y4acTHE B TOBA MTPOYYBAHE.

(noonuc Ha 3aKOHHUS (0ama) (ume u pamunusi)
npedcmasumen Ha
VUACMHUKQ)

(ITogmuc Ha 3aKOHEH MPECTABUTEN HA YYACTHHUKA CE€ M3HCKBA 32 XOpa, KOUTO HE MOrar
Jla 1ajaT caMu ChIVIACHETO CH.)
Jlute, o6scHmIo npoyuBanero: [loamucsT Bu 03HauaBa, ye cte 00SCHUIM TPOYYBAHETO
Ha YYaCTHHUKA/3aKOHHHS MY MIPEJCTABUTEN U CTE€ OTTOBOPHIIM HAa BCHYKU HETOBU BBIIPOCH
OTHOCHO NPOYYBAHETO.

(noonuc na auyemo, (0ama) (ume u pamunusi)
005ICHULO NPOYYBAHEMO)

7. Kputepuu 3a Ka4eCTBO HA M3BbPIIBAHATA IEHOCT

7.1. PBKOBOAHUAT MEPCOHAN Ha J1JabOpaTopusTa Ch3/1aBa, BHEIPSIBA U MOIbPKa
cucTeMa 3a KauecTBO, OTroBapslla Ha cepara Ha JEHHOCTUTE, KOUTO T
U3BBPIIIBA,

HOAKpEIeHa ChbC ChOTBETHATA JOKYMEHTALIHS.

7.2. J'Ia60paT0pI/I;1Ta y4dacCTBa B HAllMOHAJIHA CUCTEMaA 34 BbHIIIHA OLICHKA Ha
KaQ4CCTBOTO Ha PCIYyJITATHUTC 1/AIN MCXKAYHapoJHa HCTHPTOBCKAa CUCTECMaA 3a
BBHIIIHA

OIICHKa Ha Ka4€CTBOTO.

7.3. JlaboparopusTa N30a3Ba KOHTPOIN U CTAHJAPTH 3a IPOBEPKA HA KA4€CTBOTO
Ha
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U3CIIE/IBAHUATA, ChOOPA3EHHU C U3IMOI3BaHUTE METOIMKY U BHJIAa HA U3BBPIIIBAHUTE
u3cnensanus. [1pu n3nons3sane Ha roToBU HAOOPH 3a U3ciieBaHe (KUTOBE) Ha
BUPYCHU MapKepH (aHTUT€HHU, aHTUTENA, HyKJIEMHOBU KUCEIMHN) CTPUKTHO Ja ce
MNpUABbPIKAa KbM U3MCKBAHUATA HA IIPOU3BOAUTCIIA 34 U3IIOJI3BAHC U OTYUTAHC HA
NPEIOCTABEHUTE OT HETO KOHTPOJIH.

7.4. Jlaboparopusita pyu HEOOXOAUMOCT OBTAPS U3CJEBAHUATA C IPYT'H METOIU
W/WIIA TECTOBE 3a OCUTYpsABAHE KaYCCTBOTO HAa U3BBPIIBAHUTEC U3CIICABAHUSA.

7.5. Iloka3aTenu 3a Ka4eCTBO HA OUArHOCTUYHATA IEWHOCT.

KOHTpOJ'I’bT Ha I1oKa3aTrcInuTe Tpﬂ6Ba Ja 6’[;,[[6 IJTaHUPaH W OPETICKaaH U MOXE 1a
BKJIIOYBAQ, 0e3 Ja c€ orpaHnvaBa € TOBa, CJICAHUTC CJIICMCHTH:

7.5.1. u3non3BaHe Ha cepTU(UIIMPAHN CPABHUTEITHU MaTepUad U/WUIU BHTPEIICH
KOHTPOJ Ha KAYE€CTBOTO C TIOMOIIITa HA BTOPUYHU CPABHUTEIIHU MaTepUaIIH;

7.5.2. yCIIEIIHO y4acTHe B IPOTPaMHU 3a MEXyJ1ab0paTOPHU CPAaBHEHHS U
U3IUTBAHUSA
3a IPUTOJHOCT;

7.5.3. IOBTOPHU U3CJIEBAHMS C IOMOLITA HA CHIIUTE WIN APYTU METOMH;

7.5.4. mocnenBaIio HOBO U3CJIEBAaHE HA 3ala3eHu OMOJIOTHYHU MPOOH;
7.5.5. Kopenanus Ha pe3ylITaTUTe 3a Pa3IMYHU XapaKTePUCTHKH Ha 00EKTa.

8. UndopmupaHocT HAa NANMEHTHTE

8.1. Heo6xoaumo e maiueHTsT ga Obe nHpOpMHUpaH:

8.1.1. 3a 3HAYEHMETO U TUATHOCTUYHATA CTOMHOCT Ha M3CJIE/IBAHETO;
8.1.2. 3a 1pyru HEOOXOIMMH 3a JUAarHO3aTa MapaKIMHUYHU U3CIICABAHUS;
8.1.3. OTHOCHO TOCTOBEPHOCTTA Ha HH(POPMAIUATA OT U3CIIEBAHETO;

8.1.4. oTHOCHO KOH(PUIEHIIMATHOCTTA HAa MH(OPMALIUATA OT U3BbPILECHUTE
BUPYCOJIOTUIHH W3CIICBAHNUS,

8.1.5. 3a eBEeHTyaTHUTE YCI0KHEHHNS U ChUIECTBYBAIIUTE PUCKOBE OT MTPOBEXKIAHE
Ha
U3CIIEBAHETO.

8.2. IlepconanbT Ha MabOpATOPHUATA HOCH OTTOBOPHOCT KaKTO 32 JJOCTOBEPHOCTTA
Ha

ctp. 3501 35



PE3YITATUTEC OT U3CIICABAHUATA, TaKa U 3a 3alla3BaHCTO HA KOH(bI/I,Z[eHLII/IaJ'IHOCTTa
Ha
HH(bOpMaHHHTa, NOoJIydCHa CJIC U3BBbPIIBAHCTO UM.

9. (Ot™. — 1B, 6p. 63 oT 2021 1).
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