HAPE/JIBA Ne 5 ot 10.12.2013 r. 3a yTBbpsKI1aBaHe HA
MeAMIUMHCKH cTaHAAapT ""Bupycosaorusa"

M3nanena or MUHUCTBpA Ha 3/paBeonasBaHeTo, oOH., JIB, Oop. 2 ot 7.01.2014 r., u3M. u
nortt., 6p. 106 ot 23.12.2014 r.

UYnen eauncrBeH. (1) C Ta3m Hapemba ce yTBBpKIaBa MEIUIIMHCKH CTaHIAPT
"Bupyconorus" cbriacHO IpUI0KEHUETO.

(2) HeitHOCTTa MO qMArHOCTUKA HA BUPYCHUTE MH(PEKIUHU OT CIEIHATHOCTTa BUPYCOJIOTUS
Ce OCBILECTBSIBA IIPU Cla3BaHE Ha CTaHAapTa Mo al. 1 U ce U3MbJIHSIBA OT BCUYKHU JEYEOHU U
3/lpaBHU 3aBE/ICHUS U PETMOHAIHUTE 3JpaBHU MHCIEKIUHU, B KOUTO C€ OCHILECTBSABA IEUHOCT 110
BUPYCOJIOTHS.

SAK/IIOYUTEJIHUA PASIIOPE/IBU

§ 1. Hapenbara ce n3naBa Ha ocHOBaHMeE 4il. 6, aii. 1 oT 3akoHa 3a jJe4eOHUTE 3aBEJICHUS U
ormensa Hapen6a Ne 24 ot 2010 r. 3a yTBBbpKAaBaHe Ha MEAULIMHCKH cTaHAapT "Bupycomnorus"
(o6mn., 1B, 6p. 55 o1 2010 r.; 3Mm., 6p. 92 o1 2010 1.).

§ 2. MUHUCTBPBT Ha 3/IpaBeOIa3BaHETO J1aBa YKa3aHUs I10 MPUIaraHeTo Ha HapeabarTa.

§ 3. KoHTporbT 1o u3mbiiHEHHUE HAa HapeadaTa ce OCBIIECTBABA OT V3IIbIHUTEIHA areHIUs
"MeaMIMHCKU OJUT", PETMOHAHUTE 3[paBHU HMHCIEKIMH W OpPraHuTe Ha YIpaBlICeHHE Ha
JIe4eOHUTE 3aBEICHUA.

I[IpunoxeHue KBM yJIeH
eIVMHCTBEH

(Mzm. u momn. — 1B, 6p.106(n?2014r.)

MEIUIVHCKM CTAHIOAPT
"BUAPYCOJIOTUA"

1. OcHoOBHa XapakTepucTmnka Ha MeaMIMHCKATa ClIeluMaJIHOCT

1.1. JOebuHuUMs, OCHOBHM LEJM UM 3Baldauu:

MenuumHCckaTa crneumajgHocT "Bupycosorua" e ¢ npeobjiamaBalla KIMHUKO-OMATHOCTUYHA
HAaCOYEHOCT, KOATO OCUIypsaBa HeOOXOOMMMTE IO3HAHMA M NPaKTUUECKM yMeHUd 3a
M3ACHABaHEe Ha eTHOJIOIMATa Ha 3abojgaBaHMATAa C BMPYCHa I'eHesa IIpM xXopaTa dpes
M3I0JI3BAaHETO Ha KOJMYECTBEHM M KadeCcTBeHM MeTonu. Tsa ce 3aHMMabBa C
KOMILJIEKCHOTO MNPOy4YBAaHE Ha I'OJIAM OpOM NaTOT€HHM aTreHTM — BUPYCHM, C M3PaA3EHU
XapaKTEPHM M CTPOTO CHeUMdMuHM MOPOOJIOTMUHM M I'e€HeTUUYHM OCODEHOCTM. Bupycure
ca CHOCOOHM CaMO Ha BBTPEKJIETBUYHO PA3MHOXaBaHEe, KOETO OCHOBHO I'M OTJMYaBa OT
OCTaHAaJUTE [NAaTOI'€HHM MUKPOOPTAaHM3MM 3aeIHO C pelaula OPpYyIU XapaKTePMCTUKU.
B Penybsmka Bwarapmsa cneumaylHocTTa "Bupycojorma" e s3acThileHa B
M3BBHOOJIHMUHATA M B OOJHMUYHATA OOMOL. I[IpmMchCTBa B NporpaMmTe 3a OOydYeHHue B
YHUBEPCUTETCKOTO oOOpasoBaHMe. IlpencraBijigBa CaMOCTOATEJIHA MeIULMHCKA
CHeMaJIHOCT B CHUCTeMaTa Ha 3IpabBeolla3BaHeTo Ha Penybnmka Bwarapusa m ce
npunoduea dYpes CJeIIUIJIOMHa KBaJMOUKALMA Ha 3aBbPUMIMTE BUCIEe MeOMLMHCKO
obpasoBaHMe M BUClIe HEMEeOMLMHCKO o0pas3oBaHMe, CIeLMajIHOCT OMOJIOTHUA.
OcHOBHaTa LeJ Ha MeIMUMHCKMSA CTaHmapT no "Bupyconorma" e ma OoCUTypu
KaueCTBOTO Ha IMAaTHOCTMUYHATA IOEMHOCT Ha BUPYCOJOTMUYHMTE JabopaTopuu,
OCBIleCTBABAM CBOSATAa IOEMHOCT Ha TepuTopuaTa Ha PenyOinmka Bearapud.



1.2. JemHocTu B oOXBaTa Ha MEeIMIUMHCKATA CIELMaJIHOCT :

MeOIMUMHCKMAT CTaHOapT o0 "Bupycojormda" cbObpXa 3amdadM, MU3UCKBAHUA U
nokasaTeJ 3a IOeMHOCTHM, CBBP3aHM C OoINpelelisHe Ha eTHOJIOTMYHATa AOMalHoO3a Ha
BUPYCHUTE MHOEKLUMM NOPM XOopaTa, [IpociieAsBaHe XOIa Ha MHOEKILUMOSHUS NPOoLeC U
edexTa OT JIEeUEHMETO Ha BUPYCHUTEe 3ab0JgBaHMA, KaKTO UM OlLlEeHKa Ha e€beKTMBHOCTTA
Ha BUPYCHUTE BakcuHM. TO3M CTaHIAPT pelJlaMeHTHpa OCHOBHUTE M3UCKBAHMUL, Ha
KOMTO eIOHa BUMPYCOJIOI'MYUHa JlabopaTopud TpsabOBa Ia OTIOBAapd 3a M3BBPUBaHe Ha
CEepPOJIOTUMUHM M BUPYCOJIOTMUHM M3CJeOBaHMA. ToM NOKpMBaA M3CJIeOBAaHUATA,
M3BBPUBAHM B Hesd, M3I0JI3BaMkM CTaHOAPTU3MPAaHM METOIM, MEeTOIM, HENOKPUTU OT
CTaHIAPTU3UPAHUTE, UM MeTOonoM, paszpaboTBaHM OT JjabopaTopuuUTeE.

1.3. VHTepIMCUMIIMHAPHY IEMHOCTM MeXOy CchnelmuajiHocTTa "Bupycojorma" u OpyTu
MEOULVMHCKM CIEeLMaJIHOCTU :

1.3.1. o BpeMe Ha IOMarHOCTUUHMSA MIpPOolLecC C oIjlen chneumbpmkaTa M CXOOCTBOTO Ha
KJIIMHMYHaATa CMMITOMaTMKa Ha 3a00JigBaHMATa C BUPYCEH M OaKTepMaJleH NPpOoM3XOI Ce
OCBIIECTBSABA BPB3Ka M KOOPAMHAlLMS CBC CIEUMalIMCTM C OpUIodMTa CIeLMaJIHOCT
"Muxkpobuosorma", paboTemr B MUKPOOMOJIOTMUHM JlabopaTopur, OCOOEHO NIpu
HeOoOXOOMMOCT OT audepeHLUMasiHa IMaTrHOo3a.

1.3.2. HOemHocTuTe no T. 1.3.1 mMoraT ma BKJKOUBAT, 0e3 Ia Ce orpaHMUaBaT OO
OOMeH Ha DOMOJIOTMYHM NpobM 3a NpoIbilXaBaHe Ha M3CJeABaHUATA, KOHCYJTALUM MeXIy
CreuMajaucT M IP.

1.3.3. (Uzsm. - @B, 6p.106(XF2014]1) [Ipy JmMIca Ha PaskKpUTO JieueBHO
3aBeneHre/CTPpyKTypa/OIeMHOCT 10 BMPYCOJIOTUS HA TEPUTOPUATA Ha OBMMHATA YaCT OT
OeMHOCTUTe o T. 4 MoraT ma OBpIaT M3BBPUBAHM OT MEOMUMHCKM CIEeLMaJIMCTU C
npunodbmra crneumasHocT "Mukpobmuojsiorma", B UMATO IporpaMa 3a OOydeHue e
BKJIOUEHO NPpMIOOMBAHETO Ha 3BHAHMA M yMEeHMs [0 cleumajsiHocTTa "Bupycojorma".
IOeyiHOCTUTE IO T. 4, KOMTO MOTAaT IHa OBbIAT M3BBPULBAHM OT MEIMLMHCKM CIELMaJIUMCTU
Cc npumodbmura crneumajHoCcT "MumxkpobOmosorma", ca nedmHMpaHM BBB BCAKO HMBO Ha
KOMIIETEHTHOCT .
1.3.4. Ipu HeoOXOIMMOCT C€ OCBIECTBSBa BPbBb3Ka M CHC CIeLUMaJIMCTU OT
crneumajgHocTure: "VMHpexumosHm oOosectu", "llapaszsuronorma", "Ierckm OojecTtu" u
Iop., CbobpaszlHO chneumdmkaTa Ha 3abOJIIBAHETO C BUPYCEH NPOMU3XOI U
HeOoOXOOMMOCTTa OT INONBJIHUTEJIHa MHOOpMalMsa, CBBbp3aHa C HDalMeHTa, UYUATO
BbrosiormuHa npoba ce mM3CcienBa.
1.4. OCHOBHM MBMCKBaHMS KBM HOEMHOCTTA Ha BUPYCOJOTMUHUTE JlabopaTopuM.
1.4.1. Tosu CTaHIAPT € IOPUJIIOXMM 3a BCHUUKM BUPYCOJIOTMUHMU JlabopaTopumn
HesaBUCKMMO OT obxBaTa M MamaduTe Ha HOEeMHOCTTa MM OT Opod Ha IepcoHala.
JlabopaTopunuTe, MI3BBPUBAUIM M3CJIEeOBAHMA, KATO HYKJIEOTUIEH aHalIu3 WU
aMIIMdMKaumMsa Ha JYacT/Ugail BUPYCEeH T'eHOM, CJielBa Ia M3MNBJIHABAT M3MCKBAHMATA HA
TO3M CTaHIapT.

1.4.2. To3u cTaHOapT € NpelHas3HadeH 3a IpujaraHe OT JjabopaTopumu NpU
pazpaboTBaHEeTO Ha TEeXHUTEe CUCTEeMM 10 KadecTBO, TaKa 4Ye Ia YIOOBJIETBOpABa
TeXHUTEe »OerHoCTM. ToM MOxe na ObIe M3I0J3BaH OT HNalMeHTM Ha JadopaTopun,
KOHTPOJIHM MM aKpeIUTHpallM OpraHM, YCTaHOBABAUlM CBHOTBETCTBMETO WU
perucTpupall KOMIETEHTHOCT Ha JlabopaTopumn.

1.4.3. [lepcoHansT Ha JlabopaTopMaTa HOCKM OTTOBOPHOCT 3a OCHIIECTBSBAHUTE OT Hed
OeVHOCTM 10 HauMH, yIOBJIETBOPSABAll M3UCKBAHMATA Ha TO3M CTAHIAPT M HYyXIMUTe Ha
HalMeHTUTe, KAaKTO M BaKOHHO YII'BJIHOMOUEHMTE OpTaHM, M3BBpUBallM akpeOuTalMd.
1.4.4. TlepcoHanbpT Ha JlabopaTopmaTa HOCK OTIOBOPHOCT 3a OCHIUECTBSABAHUTE
oeyHOCTUM Ipu paboTa C MaTepMaly, OTIOBapHAllM Ha M3MCKBaAHMATA 3a KaueCTBEHO
M3BBPUBaHEe Ha M3CJeIBaHUATA.

1.4.5. MaTeprajnuTe, IOCTBIBAllM 3a M3CJenBaHe B JjlabopaTopusaTa, TpsabBa Hma ca
CBIPOBONEHM OT MEOMIMHCKM HApaBJIEHMS, CBIOBPXAWM OOCTATBUHO MHOOPMalLNd,
CBBP3aHa C IalMeHTa M HeTOBOTO 3abojigaBaHe.

1.4.6. JlabopaTopusaTa Cb3ITaBa, NOOOBbPXA M CbhbXpaHABa HeOOXOIOMMM IOKYMEHTM,
CBBPRaHU C HeMHaTa pabora (1abopaTopHM XypHalM, OPOLUedypM M Op.) .

1.4.7. JlabopaTopMuaTa MBI0OJI3Ba M ChbXpaHSBa NIPaBUJIHO BCUUKM BBHIIHM ITOKYMEHTH,
CBBP3aHM C HeMHaTa IeMHOoCT (Hapenbu, MHCTPYKLUMM, CTaHIApPTM, MeTOoaM UM Ip.) .



1.4.8. JlabopaTopHaTa IOOKyMeHTAalLMs Ce OCBHbBPEMEeHSBa B CBOTBETCTBUE C
HaCTBIMINTE U3MEHeHUs B MeTOooUTe U oOopyIBaHeTO Ha JabopaTopusaTa.

1.4.9. [ercrTBauyuTe U yTBBPIOESHUTE NOKYMEHTM TpsaOBa Ia Cca Ha Pas3lOoJIOXeHMe Ha
onpermesieHUTe pabOTHM MecTa B JabopaTopmsaTa, IOOKOJKOTO Ca CBBP3aHU C
ecTecTBOTO Ha pabora.

1.4.10. Ocrapenure u maJe3aM OT ynorpeba HOOKYMEHTHM, CBHbXPaHSABAHU B
nabopatTopusaTa, TpaOBa Ia ca NOOXONAMO OOO3HAUEHU UM apXUBUPAHU.

1.4.11. PesynTaTuTe OT M3CJelBaHMATa Ce M3NpallaT Ha NaLUMEeHTUTe Uype3 NOAXONAM
3a LuesrTa OJIaHKU.

1.4.12. JlabopaTopumuTe OT M3BBHOOJHMUHATA IIOMOI, JlabopaTopuuTe B CTPYKTypaTa
Ha perMOHAJIHUTEe 3IpaBHM MHcHekuum (P3M) m nabopaTopuMMTEe OT BTOPO HMBO Ha
KOMIIETEHTHOCT B pPaMKUTEe Ha JieueOHO 3aBeleHMUe 3a OOJIHMUHA I1OMOI] M3IpalaT
[IOJIyUEHUTE MaTepualiu Ha pedbepeHTHUTe Jla®opaTopuM 3a IOIMIBJIHUTEJIHM U3CJIeIBaHUI
U/WIM 3a NOTBBPXISHME Ha Pe3yJITaTUTE NPU BCAKA BBb3HMKHAJA HEOOXOOMMOCT, KaTo
HESCHM M CBMHUTEJIHM Pe3yJiTaTM, BB3HMKBAHE Ha eNuIeMMUeH B3PMB C HescHa
€TUMOJIOTUSA M BEPOSATEH BUPYCEH IPUUMHUTEN ¥ Ip.

1.4.13. JlabopaTopuuTe MMAT IPaBO Ha OTKA3 OT MCKAHOTO JIabopaTOpHO M3CJIeIBaHe
Opy JIMICa Ha HaHHM OT 3asSBUTEJIS Ha M3CJEeIBaHeTO, INaHHUM 3a M3CJIeOBaHUSA
MaTepMalJsl MM OaHHM 3a [DalMeHTa, HeNpaBUIJIHAa MHIMKALMS 3a M3CcJenBaHe U ako
MaTepMaJbT 3a M3CJIeOBAHETO € BUIMMO BaMBPCEH WM KOHTaMMHMPAaH, KaKTO U
CBXPaHaBaH UM TPAHCIOPTHUPAH B YCJIOBMS, KOMTO DMXa ONOpOoUMIIM J1abopaTOpHOTO
n3CcJenBaHe .

1.4.14. IlpobuTe, nNpelHa3HAUYEHM 3a M3CJelBaHe, TpsaOBa Oa NOCTBIBAT BBB
BUPYCOJIOTUUHKTE J1abopaTopuM He NO-KBCHO OT 2 dYaca OT HAadaJloTO Ha
TPAHCIOPTUPAHETO MM OCBEH B CJlydauTe, KOI'aTO MMa OCHOBATEeJIHa [IpUUMHA 3a
yOBJIXKaBaHe Ha TO3U CPOK.

2. VsuckBaHMSI KBM IIepCcOHajla Ha JnabopaTopuMmuTe, MSBBHPUBALM ClelManusmupaHa
HOEeMHOCT IO TOBM CTaHZapT

[lepconansT Ha JabopaTopusaTa TpabBa Ha MMa HeOOXOIDMMMUTE 3a IeMHOCTTa CU
KBanudmkaumsa, NOPaKTUUEeCKM ONMT UM yMeHMus B oBJjlacTTa Ha BUPYCOJOTMATA.
2.1. PBKOBOINCTBOTO CE&€ OCGHBIECTBSABA OT JiIekap C OpuIodMTa CIELMAaJIHOCT

"Bupyconorua". B cwCcTaea Ha JjabopaTopmaTa MOTaT Oa OBOaT BKJIIOYEHM JIeKapu U
CIeLMaJrCTy C O0pa30BaTeJIHO-KBaIMOMKALMOHHA CTEeINeH MarucIbp C NpodeCHMOHAasHa
kpasmdurkauma "Buojsior". B sabopaTopudATa paboTAT NPabBOCIOCOOHM MeOULUMHCKU

creuMajgmMcTu C kpanupmrkauma "MenuumHCKU JjiabopaHT".

2.2. MegMUMHCKUAT IepCOoHasl Tpsa®Ba CMCTEMHO Ia I[IOBMIIaBa CBOSTA KBalIMOMKALMA.
2.3. HadvaJHMKBT (pPBKOBOOMTENAT) Ha JadopaTopusaTa JaHMpa HYXIOIUTEe OT
OOM'BJIHUTEJIHA KBaJIMQUKALMA .

2.4. V3bopbT Ha QopMM 3a obOydeHMe (BBHUIHM, BBTPEWHMK) TpabBa Ja OCUIypsaBa
alekBaTHa Ha M3BBbpPUIBaHaTa OEMHOCT KBalIMdMKauMsa, KOATO € MNOAXOIALO
IOOKyMeHTHpaHa (cepTudmkaTy, JIMUHM IIJIAHOBE M IOP.) .

2.5. JlaBopaTopmuaTa TpabOBa Oa MMa IOJIBXHOCTHM XapaKTEPUCTUKM 3a PBKOBOOUTENS U
V3MIBJIHUTEJICKMA [IE€PCOHAaJ.

2.6. HauajnHUKBT (PBKOBOOMTEJIAT) Ha JabopaTopuaTa TpaOBa Ia OINpelesi TOUHO
3a0bJDKEHMATA M OTIOBOPHOCTMTE Ha I[epCOoHaljla, KaKTO M B3aMMOOTHOWEHMATA MeXIOy
Lenmua nNepcoHall.

3. OcrecTBsIBaHE Ha JAEMHOCTTa II0 MeAMUMHCKAaTa CHeuManHocT "Bupycosorms"

3.1. XapakTepuCTHUKa Ha BUPYCOJIOTUUHUTE JIabopaTopuM, M3BBPIUBALM ClleuMaln3upaHa
OEeVHOCT :

3.1.1. BupycosormuHaTa JadopaTopmus € MeOMKO-IMaTHOCTMUYHA JiadopaTopus B
pPaMKMUTE Ha JieueOHO 3aBeOeHMe 3a M3BBHOOJHMUHA MM OOJIHMUYHA I[IOMOLL, =S3OPaBHO
3aBeneHMe, P3V miam camMocCTOATEeJIHAa MeOMKO-IMaT'HOCTMUHAa JiabopaTopusd.

3.1.2. JlabopaTopudaTa TpsaOBa Ia € SCHO ofOOsBHaueHa B opllaHM3allMOHHAaTa
CTPYKTYypPHa CxXeMa Ha JiedeOHOTO 3BaBeIeHMe M Ia Ca ONMCAaHM TOUYHO
B3aMMOOTHOUIEHMATa C OCTaHaJIMTe 3BeHa, KaTo SCHO ca IOedMHMpaHU IeMHOCTUTE,



KOUTO M3BBPIUIBA .

3.1.3. JlabopaTopuaTa TpAOBa Oa MMa KaIpoBa M MaTepuajlHa OCUIYPEHOCT 3a
M3BBPUIBAHE Ha OlpeleJleH MUHUMMYM CEePOJIOTMYHM M BMPYCOJIOIMUYHM M3CJIeOBaHMUA 3a
HYXIUTE Ha IMATHOCTHYHATA, JeduebOHOo-npodmiiakTMyHaTa M IPYyTM IEeVHOCTM Ha
CBOTBETHMS BML JIeueOHO 3BaBeleHMe, 3OPaBHO 3aBereHue wuiau P3IU.

3.1.4. JlaBbopaTopuara TpadOBa Ia MIIMIOJI3Ba I[IOCTOSHEH [NEPCOHAJ, KaTO YMCJIEHOCTTAa
My ce omnpenens oT ofeMa Ha M3BBbpIIBAHATA HOEeMHOCT.

3.1.5. JlabopaTopuaTa TpsAOBa IOa MMa Npolelypa M alapaTypa MIM LOTOBOP 3a

oBesBpexIaHe Ha OINACHUTE OTHanbly OT CBOSATa IEWHOCT.

3.2. VBuCKBaHMA KBM I[IOMEUIEHUATA :

3.2.1. JlabopaTopusaTra TpsaOBa Ia MMa I[IOMEMEeHMUs, KOUTO OJaTonpUITCTBaT
M3BBPUIBAHETO Ha WM3CJelBaHMATa, 3a KOMTO e NpeldHasHadeHa, M He BJIUAAT
OTPMULIATEJIHO BBPXY MBMCKBAHOTO KadeCTBO Ha paboTa.

3.2.2. BpoaT Ha noMemeHmsaTa TpsaOBa Ja ObIe CboOpa3eH C M3BLPIBAHUTE
n3CcJenBaHMsa, Taka 4Ye Ia He Cce KOMIPpOMeTypa KadeCTBOTO Ha paborara u
Be30nacHOCTTAa Ha [epcoHaja.

3.2.3. I[Ipu BUPYCOJIOTMUHM MBCJIENBAHUSA, MBUCKBAWYM CTEPUJIHM YCJIOBUsSA, TpsaOBa Oa
yMa choeurajiHo ofocofeHM 3a LejTa [IoMeleHus/BoKCOoBe.

3.2.4. lloMemeHusaTa, CBBP3aHM C KAUEeCTBOTO Ha M3BBLPUBAHUTE M3CJEIBAHUA, TpaOBa
Ioa ca PasIoJIOXEeHM IO HAauMH, [I03BOJIABAll KOHTPOJI BBPXY IOOCTBIA M IO
VBI0JI3BAHETO WUM.

3.2.5. B nabopatTopusaTra TpsadOBa ma uMa obocoOeHU pa®oOTHM MecTa, KaTo Ce B3eMarT
MEPKM 3a IIpeloTBpaTdABaHe Ha BB3IMOXHUTE 3aMBPCABAHUA.

3.3. VBuckBaHMA KBM YCJIOBMSATA B IOMEUEHMATa Ha JabopaTopuara:

3.3.1. TeMnepaTypaTa B I[IOMEUIEHMSATA, CBBP3aAHM C KAUECTBOTO Ha M3BBLPUBAHUTE
uacyeneaHusa, TpsaOBa ma ObOe B TPAHMLM, KOMUTO HEe BJMAAT OTPULIATEJIHO BBPXY
nepcoHaJsla (cTalMHa TeMmIepaTypa), KaKTo M Ia OTI'OBapd Ha M3MCKBaHaATa OT
crieuudrKauMMTe Ha MBIOJI3BaHaTa alaparypa.

3.3.2. OcBeTyieHMETO Ha oOocobOeHMUTe paboOTHM MecTa TpsadOBa Ia OlaronpuaTcTBa
VB3BBLPUBAHUTE M3CJIENBaHUS .

3.3.3. Bp3noyxbT B pabOTHMTE IMOMEUEHMs 10 OTHOUEHME Ha BJIAQXHOCT, 3aNpalleHOoCT,
SJIEKTPOMAT'HUTHM BJIMMAHMA ’I‘pH@Ba oa GHaI‘OHpI/IHTCTBa Ka4d4eCcTBOTO Ha M3BBPUBaAHUTE
M3CIenBaHus .

3.3.4. EJEeKTPMUECKOTO 3axXpaHBaHe Ha M3IOoJi3BaHaTa anapaTtypa TpsbBa na ObIe
OCUTYPEHO IO HauMH, KOMTO TapaHTMpa HENPEeKBCBAaEeMOCT Ha IMATHOCTUUHUTE
npouenypu (MHKyOauusd) .

3.3.5. IIoBBPXHOCTTA Ha CTEHMUTE M Ha paboTHMTe NJIOTOBe TpadBa ma ObOe C
IIOKpUTME, IO3BOJIABAIIO e(i)eK'I‘MBHO M3BBPUIBAHE Ha ,JZ[@SI/IH@GKLU/IH.

3.3.6. Tpabea Oa ce NomObPXa [NOCTOSHEH KOHTPOJ BBPXY LOOCTBIA& OO M3MNOJI3BAaHUTE
IIOMEUIEHMs MM MecTa, BJIMAElM BBPXY KadeCTBOTO Ha paboTarTa.

3.3.7. IlloMemeHuaTa B JjabopaTopusaTa TpabBa Oa Ce NOOOBPXAT B MU3PAOEH BUI U
XUTUEHAa .

4. MpodecmonanHa perHoOCT. O6eM mokasaTenu M o6opyndBaHe 3Ba MBBBPIUIBaHE Ha
crneumanmMsmMpaHa HAerHOCT no "Bupycosmorms"

4.1. VBuCkKkBaHMA KBM OpraHMszalMdagTa Ha IOEeMHOCTTa Ha BUPYCOJIOTMYHA JlabopaTopud
OT M3BBHOOJIHMYHATA IIOMOLl — CAMOCTOSATEJIHA MEeIMKO-IMAaTHOCTHYHA JiaBopaTopusa MUIu
MeOMKO-OMarHOCTMUYHA JiabopaTopus B pPaMKMTe Ha JiedeOHO 3aBelIeHue 3a
M3BBHOOJIHMYHA I[IOMOLL:

4.1.1. VBuckBaHMA 3a MeIMLUMHCKa anapaTypa, HeobOxoOuMa 3a M3BbpPUIBAHE Ha
BUPYCOJIOTMYHM M CEPOJIOTMUYHM M3CJIeOBaHUS:

4.1.1.1. OrumTamo yCTPOMCTBO 3a MMyHOeH3uMeH TecT (ELISA) wmiu Opyru
aBTOMATUYHYM AHAJIMUBATOPU.

4.1.1.2. TlpuHTEpP.

4.1.1.3. TepmocTar.

4.1.1.4. XjamujHUK.

4.1.1.5. LeHnTpodyra.



4.1.2. VIBUMCKBaHUSA KBM II€pCOHAajJla Ha JadopaTopmsaTa:

4.1.2.1. IlepcoHan C BUCUlIE MEIMLMHCKO M OMOJIOTMYUHO obpaszoeaHme — oT 1 @mo 2
Jlekapy M OMOJIO3M, KaTO PBKOBOIMTEJNAT Ha JjlabopaTopuaATa TpsAOBa Oa € Jiekap C
npunodbura crneumajHocT "Bupyconormsa".

4.1.2.2. MemuumHCKM JabopaHTM — OT 2 mo 4 nmymu.

4.1.2.3. TloMomeH nepcoHasn — OoT 1 mo 2 nmyum.

4.1.3. ObeM mnokaszaTeyM 3a M3BBPIIBAHE Ha M3CJIeOBaHUL.

/3cienBaHe Ha KPBBEH CepyM MM [1JlasMa 10 MMyHOeHs3uMeH MeTon (ELISA) mnm mpyru
cxomuu MeTomm (MEIA, ChLIA, ELFA):

4.1.3.1. OTkpvBaHe Ha MNOBBPXHOCTEH AaHTUITEH Ha XemaTuTeH B Bupyc (HBV) -
HBsAg.

4.1.3.2. OrkpmpaHe Ha anti-HBc IgM m HBeAg.

4.1.3.3. OrxpuBaHe Ha aHTUTejsia cpewy HIV 1/2 wmmm HIV Ag/Ab - ©Bp3M TecToBe
u/vnu ELISA.

4.1.3.4. OrxpuBaHe Ha Mapkepu Ha xenatureH C Bupyc (HCV) - anti-HCV wmam HCV
Ag/ADb.

4.1.3.5. OrkpmBaHe Ha MapkKep Ha xenaTtureH A Bupyc (HAV) - anti-HAV IgM.
4.1.3.6. OTKkpuBaHe Ha Mapkepu 3a pybeojyHa uHbexkums — anti-Rubella IgM, IgG.
4.1.3.7. OTKkpMBaHe Ha Mapkepu 3a MopOmuiHa muHbekums - anti-Measles IgM, IgG.

4.1.4. VBuUCKBaHMA KBM pe3yJjiTaTa OT OCHIlEeCTBSBaHe Ha IeMHOCTTa.

KonmuecTBeH nokasaTes 3a romuiieH ofeM Ha MeIOMUMHCKM IOEeMHOCTM — MMHMMAaJIeH Opoit
nacnensaHus 500.

4.1.5. IeMHOCTTa MOXe Ha OBOe M3BBPIIBAHA M B MUKPOOMOJIOTMUHA JlabopaTopus NpU
VBOBJIHEHME Ha M3UMCKBAHMATA O T. 1.3, xaTo o0eMbT M BUIOBT M3CJeIBaHUS TpsabBa
Ioa OTrOoBap4aT Ha IocoueHuTe B T. 4.1.3.

4.2. VI3MCKBAHMSA KBM OpraHM3aluMaTa Ha IeMHOCTTa Ha BUPYCOJIOTMYHA JjadopaTopus

CTpyKTypaTa Ha P3U:
4.2.1. VBuckBaHMA 3a MeOMUMHCKa anapaTypa, HeoOxoOyMa 3a M3BBPUIBaAHE Ha
BUPYCOJIOTMYHM M CEPOJIOTMUYHM M3CJIeOBaHUA:
4.2.1.1. KbpM mBuckBaHusaTa no T. 4.1.1 ce npubaBaT CIeOHUTE M3UCKBAHUS:
.2. Cyx CTepuiIm3aTop.
.2.1.4. JlammHupaH OOKC (DOKCOBO IIOMEIEHME) .

4.2.2. VBUCKBaHUA KBM IIepCOHalla Ha JabopaTopudaTa:

4.2.2.1. IlepcoHan C BUCUIE MEIMLUMHCKO M OMOJOTMYUHO obpaszoeaHme — OoT 1 @mo 2
JekapM M OMOJIO3M, KaTO PBKOBOIUTENAT Ha JjabopaTopmuaATa TpsaOBa Oa € JekKap C
npumobmura cneumajgHocT "Bupycomorma".

4.2.2.2. MemguumHCkM JjabopaHTM — OT 2 @mo 4 nmyumwm.
3. TloMomeH HmepcoHaj — OT 1 mo 2 nOyumm.

ObeM rokasaTeNM 3a U3BBbPIBaHe Ha U3CJeIBaHMA:

4.2.3.1. KpM mM3uckBaHusaTa 0o T. 4.1.3 ce npubaBAT CJHEeOHUTE M3UCKBaHUA:
V3cyenBaHe Ha KPBBEH CepyM MM I1JlasMa 10 MMyHOeHs3UuMeH MeTon (ELISA) uiu Opyru
cxonHu Metomu (MEIA, ChLIA, ELFA u mp.).

4.2.2.
4.2.3.

4.2.3.2. Mapkepu Ba xenaTuT B BupycHa uHbexumsa - anti-HBs.

4.2.3.3. Mapkep 3a xenatuT D BupycHa muHbPexums — anti-HDV.

4.2.3.4. Mapkepu cpeuly umromMeraynosupyc (CMV) u EnmanH-Bap Bupyc (EBV).
4.2.3.5. VB3crenpaHe Ha KPBBEH CEPyM 3a OTKPMBAHE Ha aHTUTesla Cpelly I'PUIIHU

Bupycu Tun A m B — ELISA.
4.2.3.6. IzcneneaHe Ha QekajiHa npoba — omnpenesisHe Ha POTaBMPYCM BBB QeKaJiHa
npoBa - mmyHoxpomaTorpabckm/ELISA.
4.2.3.7. N3crnenBaHe Ha QekajiHa npoba — oNpenesisHe Ha HOPOBUPYCHU BBB QeKaJiHa
npoBa — mmyHoxpomaTorpabckm/ELISA.
4.2.3.8. lVBcienepaHe Ha HOCOIJIBTBYUEH CMMB 3a HOKAa3BaHe Ha I'PUIIHU BUPYCU U
BUPYCHM Ha OCTPM pecnupaTopHmM 3abdonaeanus (OP3) c OBp3U MMyHOCOPOEHTHM
TecToBe.
4.2.4. Ilpu JguIca Ha KagpM CBC cHeumaJiHOCT "Bupycosjorma" »OeMHOCTTa MOXe Ia
ObIe M3BBPUIBaHA M B MUMKPOOMOJIOI'MYHA JlabopaTopusa IIPpU M3INBbJIHEHUE Ha



M3UCKBaHMATa no T. 1.3, kaTo o0eMBT M BMABT M3CJIeOBaHMs TpsaOBa Oa OTIOBapsAT
Ha InocodeHuUTe B T. 4.2.3.

4.2.5. VBuckBaHMA KBM pPe3yJTaTa OT OCHIleCTBABaHEe Ha IOEeMHOCTTa:

KonmmuecTBeH nokasaTesl 3a roIoMileH O0eM Ha MEeIUMUMHCKM OEeMHOCTM — MMHMMAaJIeH Opol
nzcaeneanma 1000.

4.3. V3uckBaHMS KBM OpraHM3aluMsaTa Ha OeMHOoCTTa Ha pedepeHTHa JabopaTopus IO
BUPYCOJIOTHA :

PedepeHTHaTa snadbopaTopus OCBEH MeIMKO-IMAaTHOCTMYHA HOeMHOCT M3BbplBa U
EeKCIIepTHa HOEeMHOCT.

4.3.1. VBuUCKBaHUSA KBM IEMHOCTTa Ha JadopaTopmaTa:

4.3.1.1. OpraHusMpa ¥ OCHIIECTBSBA HAalLMOHAJIHA CMUCTEeMa 3a BTBHIIHA OlleHKa Ha
KadeCcTBOTO Ha JabopaTOpHAaTa IOMarHOCTMKa B JaboparTopmm no "Bupycosmorma" s
cTpaHarTa.

4.3.1.2. MloreppXaasa jgabopaTopeH pel3yJsiTaT OT OMOJIOIMYEH MaTepuall, M3NpaTeH OT
OpyTu JjadbopaTopun.

4.3.1.3. I3cnenBa MaTeprasy [IPY MNOJIyYEHM HEeSCHM, HOBM MJIM CBMHMUTEJIHM CMMITOMM
n/Unu pesyarTaTu.

4.3.1.4. OcehulecTBABa KaUYeCTBEHM U KOJIMUECTBEHM MEeTOIM 3a OIlpenesisHe Ha
BMPYCHa HYKJIEMHOBA KMCEJIMHA.

4.3.1.5. IIzBbplUIBa aHalM3 3a PE3UCTEHTHOCT UYpes MOJIEKYJISPHO-T'eHeTUUYHM MeTOON,
KOTaTO € HeOoOXOAOMMO.

4.3.1.6. VI3BbpuBa HYKJIEOTUIEH aHaJM3 Ha BUPYCHU T'€HOMM, KOT'ATO € HeOoOXOIOMMO.
4.3.2. VBUCKBaHUSA KBM II€pCOHAaJla Ha JadbopaTopuaTa:

4.3.2.1. IlepcoHal C BMCUIE MEIUILIMHCKO U OMOJOTMUYHO oOOpaszoBaHMe C NpumobuTa
crneumajsiHocT "Bupycosorusa" - oT 2 mo 4 jekapu 4 OMOJIO3M C

oBpas3oBaTeNIHO-KBaMM@MKALMOHHA CTEINEeH MaruMcTbhp, KaTO PBKOBOAUTENAT Ha
nabopatTopuaTa TpabOBa Oa € XabuUIMTUPAaHO JMLE.

4.3.2.2. MemguumHcky ja®opaHTM — OT 2 OO 4 nyumm.

4.3.2.3. IloMomeH InepcoHayl — OoT 1 mo 2 pyum.

4.3.3. VBuckBaHMA 3a MeIMLMHCKA alapaTypa 3a M3BbpUIBaHe Ha BUPYCOJIOTUYHU U
CEPOJIOTUYHYM M3CJeOBaHMUA:

4.3.3.1. KpM mBuckpBaHusaTa no T. 4.2.1 ce npubaBaT CJeOHUTE M3UCKBAHUA:
4.3.3.2. MukybaTop CO2.
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.3.3.3. JlammuHapeH OOKC KJjac 2.
4.3.3.4. YnrpaueHTpodyTra.
4.3.3.5. YITpasBYKOB IE€3MHTEIPaTOpP.
4.3.3.6. PH mMeTswp.
4.3.3.7. BopTekCc MUKCED.
4.3.3.8. KOMOOTBPHM KOHOUIypauUUM.
4.3.3.9. EjexTpOHHa BE3HAa.
4.3.3.10. VHBEepTEeH MUKPOCKOII.
4.3.3.11. dnyopeclieHTEeH MUKPOCKOII.
4.3.3.12. BaHu 3a BepTHUKAJIHA UM XOPMBOHTAaJIHA eJjlekTpobopesa.
4.3.3.13. AnapaTypa 3a NpOBeXIaHe Ha HYKJIEOTMIHM aHaJIM3M.

4.3.3.14. AnapaT 3a DOOOBPPXaHEe Ha LUKIMYUHM TEeMIEepPaTypPHM PexXuMy C LeJl
aMnudmraluMs Ha BUPYCHM I'€HOMM.

4.3.3.15. AmnapaTypa 3a CEKBEHMPaHe Ha BUPYCHU I'€HOMMU.

4.3.4. Ob6eM mnokazaTeny M OEMHOCTM 3a M3BBPUIBAHE HA BUPYCOJIOTMUYHU U
CEPOJIOTMYHM M3CJeOBaHMA — I[okaszaTeNM 3a MU3CJedBaHusa U IeMHOCTM, CBBP3aHM C
pebepeHTHa OMarHOCTMKAa, KOHCYJITaHTCKa, ydeOHa M HaydHa IOEMHOCT:

4.3.4.1. OcurypsapaHe Ha NOTBBPIMUTEJIHA M pedepeHTHa AOMarHOCTMKA C
VHTeplIpeTauns.

4.3.4.2. BupYyCOJIOTMUYHM WM3CJENBaHUSA 3a M30JMPaHe Ha BMPYyCa IPUMUMHUTEN U 3a
IOoKa3BaHe Ha BUPYCHM aAHTUIEHM.

4.3.4.3. BUPYCOJIOTMUYHO M3CJIeOIBaHe Ha KJIETBHUYHM KYJITYPM 3a M30Jlalud M TUIM3auusg
Ha BUPYCHUTE Ha MNOJMOMMENMTAa M OPYI'M €HTEPOBUPYCHU.

4.3.4.4. BuUpyCOJIOTMYHO M3CJIeOABaHE Ha KOKOWM eMOPMOHM 3a M30JalumMsd M TUIM3ALUS



Ha TPUIHM BUPYCH.

4.3.4.5. BUPYCOJIOTMUYHO M3CJIeOIBaHE Ha KJIETBUHM KYJITYPM 3a M30JlalUUgd M TUIM3ALUS
Ha HAKOM BuMpPyCcKM Ha OP3 (ameHoBMPYCH, NaparpuiHu bBupycu, PC Bupycwu) .
4.3.4.6. BUPYCOJIOTMYHO M3CJI€OBAHE HAa KJIETBUHM KYJITYPM 3a M30JIAUUA U TUIMBALMI
Ha XepIllec CHUMIIJIEKC BUPYyC Tun 1 u Tun 2.

4.3.4.7. BUPYCOJIOTUMUYHO MICJIeIBaHEe Ha HOBOPOIEeHUM OejiM MMIIKM 3a M30JMpaHe U
TUNOM3MPaHe Ha BUpycCca Ha KpuMmMcko-xemoparmdHa Tpecka (KXT).

4.3.4.8. BMpPYyCOJIOI'MYHO M3CJIeIBaHe Ha HOBOPOIeHM Oesy MMUUKM 3a MU30JIMpPaHe U
TUNM3MPAHE Ha NPUUMHUTEJNIS Ha XeMopaIr'MyHa Tpecka c OwdOpeueH cuHiapom (XTBC).
4.3.4.9. BuMpPYyCOJIOTMUYHO M3CJIEOBAHE HAa HOBOPOIEeHM OesyiM MUIKM 3a M30JIMPaHe U
TUNM3VPAHE Ha NPUUMHUTENS Ha JiuMboumMTapeH XOPMOMEeHMHIUT (JIXM) .

4.3.4.10. BupyCOJIOI'MUHO M3CJIeIBaHe Ha HOBOPOIEHM OeJiM MMIIKM UM KJIETBUHU
KYyJITYypY 3a M30JMpaHe M TUIM3MPpaHe Ha IPUUMHUTEJIMTE Ha CEe30HHM eHlUedamTu:
BMpyC 3BamnameH Hwui/bnasu Bupycu/CunHmnbuc/anba BUpycHU/, KBPIEXOBU eHLEOaANIMTH.
4.3.4.11. V3acrmenBaHe Ha KOKOmM eMOPMOHM M OeJiM MMIIKM 3a M30JIMpaHe U

nneHTubrLMpaHe Ha OpuumHUTEennTe Ha Ky Tpecka (C. Burnetii) m Mapcuicka
TpeckKa, KBbpJIeXOBM NeTHMCTM Tpecku (R. conorii m mp.).

4.3.4.12. ViscienpaHe Ha KOKoWM eMOPMOHM M Oesyy MMIIKM 3a M30JMpaHe U
nonenTupmimpane uHa C. psittaci.

4.3.4.13. VMyHOOQIIyOpPECLIEHTHA OAMATHOCTMKA Ha HOCOIJIBTBHUHM CMMBOBE 3a IOKa3BaHe
Ha [OPUUYMHUTEJIS Ha TPUIHM BUPYCM Tul A u B.

4.3.4.14. VmyHOObIIyOpPECLIEHTHA OMATHOCTMKA HAa HOCOIJIBTBUHM CMMBOBE 3a IOKa3BaHe
Ha HAKOM pPeCHMPpaTOpHM BMPYCHU (aleHO-, naparpunHm, PC m gp.).

4.3.4.15. VMyHOQIyOpecClLeHTHa IMarHOCTMKA Ha TPyINeH MaTepral 3a IoKas3BaHe
npuumHuTesna Ha KXT.

4.3.4.16. VmyHOQIIyOpEeClLeHTHa IMarHOCTMKAa Ha TPYIEeH MaTepual 3a IoKas3BaHe Ha
npuumHMTena Ha XTBC.

4.3.4.17. CepoJloTMUHM M3CJIeIBaHMsa 3a IOKas3BaHe Ha BUPYCHM aHTUTesa U
QHTUTEHU .

4.3.4.18. BupycHeyTpalmusupalla peaklMsa 3a €HTEPOBUPYCHU.

4.3.4.19. BupycHeyTpalmusupalla peakuus 3a Koxcaxku BUPYC.

4.3.4.20. lVBcrnenpaHe Ha POTaBUPYCHU M HOPOBUMPYCM BBB (ekasiHa npoda — PCR.
4.3.4.21. Peakuusa 3a 3alpbXKa Ha xeMaTlJlyTuHauusaTa (P3XA) 3a mupneHTudMkalLMs Ha
TpunHu BUPYCHU. CeposioTMYHa IMaTHOCTMKA Ha TPUNHM Bupycu P3XA/ELISA.
4.3.4.22. VMyHOeH3MMHa peakuusa (ELISA) 3a Iokas3BaHe Ha MapKepu Ha
xXernaToTponHu Bupycm: HAV, HBV, HCV, HDV, HEV.

4.3.4.23. VmyHoeH3MMHa peakuus (ELISA) 3a Bupycum Ha OP3 (ameHOoBUPYCH,
naparpunHu Bupycu, PC BuUpyC M Op.) .

4.3.4.24. VMyHOoeH3MMHa peakuysa (ELISA) 3a DokasBaHe Ha MapKepu Ha MopbOuiy,
napoTuT u pybdeosa.

4.3.4.25. CeposornMuHa IMar'HOCTMKA Ha BMpycHUTe 3anazeH Hui, CuHOOMC, KBPJIEXOB
eHuepanmur — ELISA, uMMyHOQJYyOpPEeClLleHTHa IOMAaTHOCTMKA Ha BUPYCUTE.

4.3.4.26. CepoJyormMuHa ImMarHocTuka Ha KXT, XTBC u JIXM - ELISA.

4.3.4.27. OnpeznejndHe Ha MMyHOTJIOOyJnmHOBMSA KkJjac (IgG, IgM, IgA) Ha aHTHUTEela
cpelly PUKEeTCUM.

4.3.4.28. OrxpuBaHe Ha P 24 aHTuren Ha HIV/Anti-p24 auTuresa cpemy HIV.
4.3.4.29. Heamnambmuypamy MeTOOM: XUOPUAOMBALMOHHM PeakKLUMM 3a OeTEeKUMS Ha
BUPYCHM T'€HOMM.

4.3.4.30. AvMnampmuupamy MeTOIOM 3a IeTeKLUMs Ha BMPYCHM I'€HOMM: BEPIMXHA
nosvMepasHa peakuus (PCR), n/unm multiplex PCR Real-timePCR, BranchDNA, TMA.
4.3.4.31. EnekTpodopeTUUHO pas3mejisHe Ha BUPYCHM T'€HOMM.

4.3.4.32. OparMEHTHO-PECTPUKTAZEH aHaJIM3 3a TUNMBUPaHEe Ha BUPYCHU.

4.3.4.33. CekBeHLVOHEH aHaJlM3 Ha BUPYCHM I'€HOMM.

4.3.4.34. EnexTpodopeTHUHO pasl3leljisHe Ha BUPYCHUM AHTUIEHU.

4.3.4.35. VMyHODJIOT 3a BUPYCHU aHTHUTEeJa.

4.3.4.36. OunpegesysgHe Ha TeHoTuna/CcyOTreHOTMIIA Ha BMPYCU uUpes xMOpuIAM3aLMsa Ha
CHeundUUHN OJIMTOHYKJIEOTUIOHY NPOOM C aMindmuumpaH BUPycCceH TeHoM (line probe



assay) .

4.3.5% BMCKBaHMS KBM pPe3yJiTaTa OT OCBULECTBSBaHEe Ha HeiHOCTTa:

KonmmuecTrBeH nokasaTes 3a roamileH o6eM Ha MeOUUMHCKM OeMHOCTM — MMHUMAaJIeH Opoit
nzcaeneanma 2000.

4.4. V3uCKBAHUA KBM OpPTaHM3aAUMATA Ha OEMHOCTTAa Ha MeAMKO-IMaTHOCTUYHA

sabopaTopus OT BTOPO HMBO HA KOMIIETEHTHOCT B PaAMKMUTE Ha JleueOHO 3aBemeHue 3a
OOJIHMYHA [1OMOIL:

4.4.1. VsuckBaHUA 3a MeIMUMHCKa alapaTrypa, HeoOxoIuMa 3a M3BBbPIBaHE Ha
BUPYCOJIOTMYHM M CEPOJIOTMUYHU MICIJIEOBAHUS :

4.4.1.1. KeM m3uckeaHuaTa no T. 4.1.1 ce npmbaBAT CJHeOHUTE M3UCKBAHUA:
4.4.1.2. Cyx CcTepmam3aTop.

1.3. JlamuHupaH Ookc (OOKCOBO I[OMelleHMe) .

2. VBuCkBaHMS KBM IIepCcoHaja:

4.4.2.1. TlepcoHaJl C BHuCHIIE MEIMLMUHCKO U OMOJOTMYHO obpasoBaHue — OT 2 mo 4

Jexapm 1 0OmMoJIOo3M, KaTO PBKOBOOMUTENAT Ha JabopaTopusaTa TpsabBa Oa € Jekap C
npunodbura crneumajgHocT "Bupyconormsa".

.4.2.2. MenuuuHCcKM JlabopaHTM — oT 2 mo 4 pyumm.

4.2.3. TloMoumeH MnepcoHajs — oT 1 @mo 2 nmyuwm.

.4.3. OGemMm nokasaTesny 3a M3BLPUBAHE HA M3CJIEOBAHUA:

4.4.3.1. KbpM mMBuUCKBaHuATa o T. 4.1.3 ce npubaBaT CIeOHUTE M3UCKBAHUA:

V3cyenBaHe Ha KPBbBEH CepyM MM IIJlal3Ma N0 MMyHOeHs3uMeH MeTon (ELISA) wmiau OpyTu
cxomgHuu Metomu (MEIA, ChLIA, ELFA u np.).

4.4.3.2. Mapkepu 3a xenaTuT B BupycHa MuHOexkums — anti-HBs.

4.4.3.3. Mapkep 3a xenatuT D BupycHa uHbdexums - anti-HDV.

4.4.3.4. Mapkepu cpenry nutomeranopupyc (CMV) u Enmiaiin-bap supyc (EBV)
anti-CMV IgM/IgG, anti-EBV-VCA IgM, anti-EBV-NA IgM.

4.4.3.5. N3cnenBane Ha KpPbBEH CEPYM 32 OTKPUBAHE aHTUTEJIA CPELLly TPUITHUA BUPYCH
turn A u B — ELISA.

4.4.3.6. UzcnenBane Ha (pekaiHa mpoba — ornpeensiHe Ha pOTaBUPYCH BB (hekaHa
npoba — umyHoxpomarorpadcku/ELISA.

4.4.3.7. I3cnenBane Ha (pekanmHa mpoba — onpezessiHe Ha HOPOBUPYCH BbB (peKasiHa
npoba — umyHoxpomarorpagpcku/ELISA.

443.8. I/I3CJ'I€,Z[B3H6 Ha HOCOIIBTHYCH CMUB 34 JJOKA3BAHC HA 'PUITHU BUPYCH U

Bupycu Ha OP3 ¢ 6bp3u UMYHOCOPOEHTHHU TECTOBE.

4.4.4. I3uckBaHUs KbM pe3yiTaTta OT OCBIICCTBABAHC HA ﬂeﬁHOCTTaZ

KonuyecTBeH mokasaren 3a rouiieH 00eM Ha METUIIMHCKY JEHHOCTH — MUHUMAJIEH Opoi
n3cnensanus 1200.

4.4.5. Ilpu nurica Ha KaJipH Cbe crienraHocT "Bupyconorus" neiHocTTa MOXeE 1a

6’]5,[[6 HU3BbpPIIBAHA U B MI/IKPOGI/IOHOFI/ILIHE[ J'Ia60paTOpI/I$I IIpU U3IIBJIHCHUC Ha
W3UCKBaHMATA B T. 1.3.

4.4.6. (Hosa— /1B, 6p. 106 ot 2014 r.) JleiiHOCTH IO BUPYCOJIOTUSI OT BTOPO HUBO

Ha KOMIICTCHTHOCT MOT'aT Aa C€ U3BbPIIBAT U B na60paT0pI/I$[ 110 MI/IKpO6I/IOJ'IOFI/I$I oT

BTOPO HUJIM TPETO HUBO Ha KOMIICTCHTHOCT IIPH CIIa3BAHC HA U3WCKBAHUATA 34

OpraHu3aIMATa HAa IEMHOCTTA ChIIacHO T. 4.4, KaTO B TO3U Cllydai

OposT Ha JIeKapuTe chC crienuanHocT "Bupyconorus" e Hail-Maiko eauH.

4.5. 3uckBaHus KbM OpPraHU3alMATa HA IEWHOCTTA HA MEUKO-THarHOCTUYHA

J'Ia60paTOpI/I$I OT TPECTO HUBO HAa KOMIICTCHTHOCT B PAMKHUTC Ha s1e4eOHO 3aBCACHUC 3a

OOJHUYHA TOMOMI;

4.5.1. 3uckBaHus KbM MEPCOHANA:

4.5.1.1. IlepcoHan ¢ BUCIIE METUIIMHCKO ¥ OMOJIOTMYHO 00pa3oBaHue ¢ MpuIoouTa

cneunanHoct "Bupyconorus" — ot 2 10 4 nexkapu u 610034 ¢

4.4.
4.4.



00pa3oBaTeTHO-KBATM(PHUKAIIMOHHA CTETIEH MarucThp, KaTO PHKOBOIUTEISAT HA
naboparopusra TpsiOBa 1a € jgekap ¢ npuaodura cnenuanHoct "Bupyconorus".

4.5.1.2. MemuumHCcku JlabopaHTM — OT 2 mo 4 nmyum.

4.5.1.3. IloMomeH IIepcoOHaJl — OT 2 »mO 3 IOyumu.

4.5.2. VBuckBaHMA 3a MeIMLMHCKa anapaTypa, HeobxoOuMa 3a M3BbLpUIBaHe Ha
VPYCOJIOTMUYHM UM CEPOJIOTMUYHM M3CIJIEOBAHUA:

4.5.2.1 KeM mBuckBaHuATa 1o T. 4.4.1 ce npubaBaT CJEOHUTE M3UCKBAHUA:

4.5.2.2. JlammHapeH OokC kJjac 2.

4.5.2.3. PH MeTwp.

4.5.2.4. BopTeKkC MUKCED.

4.5.2.5. KOMIOOTBHPHM KOHOUTYpPaLUM.

4.5.2.6. EJjexTpoHHa BesHA.

4.5.2.7. OIyOpEeClLEeHTEH MUKPOCKOII.

4.5.2.8. BaHM 3a BepTHKaJIHA M XOPMBOHTAaJIHaA eJiekTpodopesa.

4.5.2.9. Anapart 3a nonnbpXaHe Ha LUUKJIMYUHY TEMINEPaATYyPHM PEeXVMM 3a aMIIudmuraums
Ha BUPYCHM T'€HOMMN.

4.5.3. ObeM mnokasaTeNM 3a M3BBPIIBAHE Ha M3CJIeOBAHMUA:

4.5.3.1. KbpM MBuUCKBaHMATaA 0 T. 4.4.3 ce npubaBaT CJIEeOHUTE M3UCKBaAHUS:
4.5.3.2. ImyHODJIyOpEeCLIeHTHaA OMATHOCTMKA Ha HOCOIJIBTBUHM CMMBOBE 3a IOKa3BaHe
Ha [OPUUYMHUTEJIA Ha TPUIIHM BMPYCM Tun A u B.

4.5.3.3. MyHOQIIyOpPEeCLEeHTHa IMAaTHOCTMKA Ha HOCOIJIBTBHYHM CMUBOBE 3a IOKa3BaHe

Ha HSAKOM PeCHMpaTOpHM BMPYyCK (ameHo-, naparpunHyu, PC u Op.).
4.5.3.4. V3cyemBaHe Ha POTABMPYCU UM HOPOBMPYCH BBB bekajiHa npoba — ELISA,
PCR.

4.5.3.5. CeposiormMuHa IOMarHOCTMKa Ha T'pPUNHM Bupycu ELISA.
4.5.3.6. MmyHOoeH3uMHa peakumsa (ELISA) 3a Bupycu Ha OP3 (ameHOBUPYCH,
naparpunHmu Bupycu, PC BupycC u Op.) .

4.5.3.7. CepoJsioTMuHa IMarHOCTMKa Ha Q Tpecka — ELISA.
4.5.3.8. CepoJjiorMuHa OMAaTHOCTMKA Ha BUpycuTe 3ananeH Huiy, CuHOobuc, KBPJIIEXOB
eHuepanmur — ELISA, uMMyHOQJYyOpPEeClLleHTHa IOMAaTHOCTMKA Ha BUPYCUTE.

4.5.3.9. CeposiormuHa OuarHocTuka Ha KXT, XTBC m JIXM - ELISA.

4.5.3.10. UmynoensumHa peakius (ELISA) 3a noka3BaHe Ha Mapkepu Ha

xenarotponHu Bupycu: HAV, HBV, HCV, HDV, HEV.

4.5.3.11. OtkpuBane Ha P 24 anturen na HIV/Anti-p24 anturena cpemy HIV.

4.5.3.12. Heammnduuupaiiy MeTou: XUOpUIN3allMOHHH peakluy 3a AETEeKIUs Ha
BUPYCHH F'€HOMH.

4.5.3.13. AMmunduumpaiy MeToIu 3a AETEeKIHs Ha BUPYCHU T€HOMU: BEpU)KHA
nonumepasHa peakius (PCR) n/umu Real-timePCR.

4.5.3.14. UmyHOOJI0T 32 BUPYCHU aHTUTETIA.

4.5.4. 3uckBaHMs KbM pe3yJiTaTa OT OCBIIECTBSABAHE HA AEHHOCTTA:

4.5.5. (Hoea— JIB, 6p. 106 ot 2014 r.) JleiiHOCTH 11O BUPYCOJIOTHUS OT TPETO

HUBO Ha KOMIIETEHTHOCT MOTaT Jla Ce M3BBPIIBAT U B J1a00OpaTopus O MUKPOOUOIOTUS
OT TPETO HUBO Ha KOMIIETEHTHOCT IMPH CIIa3BaHE Ha M3UCKBAHUATA 32 OPTaHU3AIUATA

Ha JITHOCTTa ChIVIaCHO T. 4.5, KaTo B TO3M ciydail OpoAT Ha JIeKapuTe ChC

crienatHoCT "Bupycosorusa" e Hali-Maliko ABaMa.

KonndecTBeH nokazaren 3a rouIIeH 00eM Ha METUIIMHCKU 1eHHOCTH — MUHMMAaJIeH Opoi
n3caensanusg 1500.

4.6. AHANUTUYHU TPUHIIMIIY 32 OCHIIECTBSIBaHE Ha NMpo(decuoHaNHaTa JeHHOCT Ha
CTeHATM3UPAHUTE BUPYCOIIOTUYHHU JEHHOCTH:

Heo6xoaumo e aa ce u3nos3Bar aHATUTUYHUTE IPUHIUIIN 33 OCBILECTBsIBaHE JEHHOCTTA



Ha BUPYCOJIOTHYHUTE Ja00paTOpUH, Bb3NpueTH 0T HannoHamHuss KOMUTET 3a KIIMHUYHU
naboparopuu cranaapti (NCCLS, USA), bearapckoro HayqHO APYKECTBO 1O
BUPYCOJIOTHS U MOA3aKOHOBUTE HOPMATUBHU aKTOBE.

4.6.1. N3cnenBanus 3a M30JIMpaHe U MHISHTU(UKALKS HA BUpYCa IPUYUHHUTEIN:

4.6.1.1. Bupyconoruunu u3cie/BaHus, CBbp3aHU ChC 3apa3siBaHe Ha KOKOIIN
emMOproHu. Matepuanu oT 00JHU (HOCOTTBTHYHN CMUBOBE, TPYITHU MaTEPHAJIH) Ce
MHOKYJINPAT Ha KOKOIIN eMOPHUOHH C 1€ M30J1alus Ha BUpYyca IPUYUHHUTEN.

4.6.1.2. BUpPYCOJIOTMUHM WM3CJIeIBaHMS, CBBP3aHU CBC Bapas’zsgBaHe Ha KJIETBUHU
KyJnTypu. MaTepmanu OT HALUMEHTM (HOCOIJIBTBYUHM CMMBOBE, TPYIHM MaTepMalH,
BesuKyJlapHa TEUHOCT, JIMKBOP, GeKaJIHM HNpodu M Op.) Ce MHOKYJIMPAT Ha OMOJIOTMUEH
MOIeJl — KJIETBUHM KYJITYypHU, C LeJl M30JlaluMsa Ha BUPyCa NPUUMHUTE.
4.6.1.3. BUpPYCOJIOTMUHM WU3CJIeIBaHMSL, CBBP3aHU CBC 3apas’zsgBaHe Ha ONUTHU
XMBOTHM. MaTepuayu oT OOJHM (KPBBHM NpoOM, TPYIHM MaTepualu M Op.) cCe
VHOKYJIMPAaT Ha OMOJIOTMUEH MOZeJl — OINMTHM XMBOTHM, C LeJl M30Jalusa Ha BUpyca
IPUYUMHUTEI.
4.6.2. V3cenBanus 3a OTKPMBAHE HA BUPYCHU AHTUTEHM M/UJIM aHTUTEsA Cpely TaX:
4.6.2.1. Peakxums mMmyHoObJyopecueHuus (PUD) :
KoHonrupaHuTe C OJIyopecLeMH-M30TUOLMAHAT CHelUUMPUUHM aHTUCEePyMM Ce CBBP3BAT C
XOMOJIOXHMTE aHTUIEeHM B MaTepuaau OT OOJIHM, KOeTO IpaBM BUIAEH KOMIJIEKCHT
QHTUTEH-aHTUTAJIO C (QJIyOpecCLeHTEeH MUKPOCKOI.
4.6.2.2. Peakums 3a sBalpbXka Ha xeMarJlyTuHaumsaTa (P3XA):
OCHOBaBa Ce Ha CBOMCTBOTO Ha BUPYCHUM AHTUXEMATJIYTUMHMHM Ia BBINPEISTCTBAT
crneundmUUHaTa XeMaIlJlyTHUHALMS, IPUUMHEHa OT WM3CJIeIBAaHUTE BUPYCU.
4.6.2.3. Bupyc HeyTpanmusupala peakums (BHP):
MeTonosT ce M3I0J3Ba 3a MISHTUOMKALMS Ha BUPYCEH NPUUMHUTEJ, IOOKasaH B
KJIMHUYUHM OpoOu, MM 3a OOKA3BaHe HaJMUMEeTO Ha AaHTUBUPYCHU HeyTpajiM3Mupalln
aHTUTeJla B CepyMHM npobm. OCHOBakBa Ce Ha CBOMCTBOTO Ha CIOeUMOUUHU
BUPYCHEYTpaIM3Upaly aHTUTeJla OT MICJeNBaHU MM pedbepeHTHU cepyMu Ina
HeyTpalM3upaT UMHOYLMPaH OT BMPpyCa (IPUUMHUTEJ MM pedepeHTeH WaM) LUUTOoNaTUUeH
ebexT Ha KJIeTBUHA KyJITypa.
4.6.2.4. Peakums CBBp3BaHe Ha koMmuiemeHTa (PCK) :
OcHOBarBa Ce Ha CBOMCTBOTO Ha aHTUTeJlaTa OT CepyMa Ia Ce CBBP3BaT clheundruHOo

BUPYCHUTE aHTUTEHM B [IPUCHCTBME Ha KOMIIJIEMEHTAa U Ia BBINPENSTCTBAT XeMojuszaTa
B XeMOJMTMUYHATa CHuCTeMa.
4.6.2.5. MmyHoeH3sumMmeH metTon (ELISA; EIA):
MeTono®pT MMa PasIMUYHM MOIMbMKALUMM M BapuaHTu. OCHOBAaBa Ce Ha CHEUMOUUHOTO
CBBP3BAaHE Ha TBPCEHUTE AHTUTEHM UM AHTUTEJIAa MMOOMIM3MPaHM Ha TBBpIa Gasza C
nocjyenepala crneumrd@ruHa MMYyHOEH3MUMHA peakKlMsda C KOHIIMPAaHM C €H3UM aHTHUTeJa MK
aHTuTreHu. lBeTHaTa peakUusa cjen INpubaBsHeEeTO Ha cydbcTpaTa ce oTuuTa
CNEKTPOYOTOMETPUUHO. METOIBT CE& MBIOJI3BA 3a KAaUeCTBEHO INOKAa3BaHE Ha BUPYCHU
AHTUTEHNM/aHTUTEeJla M 3a KAaUYeCTBEHO M KOJIMUECTBEHO OlNpelejisHe Ha BUPYCHU
AHTUTEeHNV/auTuTesNa .
KOHKYpPEHTHMAT BapMaHT Ha MeToIa ce Dasupa Ha MHXUOMLMS Ha MMyHOEH3MMHAaTa
peakuus BCJENCTBME Ha KOHKYPEeHLMATa Ha TBHPCEeHUTE M KOHOIMPaHUTEe C eH3UM
aHTUTEeJIa 3a €IHO UM CBIO KOJIUMUYECTBO AHTUTEH.
CxonmHM MeTomM ca: MukpouacTuuy EIA-MEIA, wmMmyHOxeMulyMmHecueHuus — ChLIA,
€HBUMHOCBBP3aHa dnyopecueHumsa — ELFA, ejexkTpoxeMmunyMmmHeclueHuus — ECLIA u Op.
4.6.2.6. EnexTpodopeTHUHO pasleligsHe Ha BUPYCHU aHTUIEHUM — UIeHTHUOULMpaHEe Ha
BUPYCHUTE aHTUT'EHM CIOPed MOJIEKYJIHUTEe MM TeIJla Ha IeHaTypupalyu
MONMMAaKPUIIAMUIHM TeJIOBEe, BUI3YyaNM3UPaHM C KOMAaCH MM CPedbpeH HUTPAaT.
4.6.2.7. ViMyHOOJIOT — HOOKa3BaHe Ha BUPYCHU CHEUMOUUHM aHTUTEeJIa CPelly OTIeJIHU
BUPYCHM aHTUTEeHM. [IPMHUIMIBT Ha MEeTOoIa € Ha OCHOBAaTa Ha B3aMMOIEMCTBME Ha



eJIEeKTPOYOPETMUHO pasnelieH BUMPYC — CHeUMOMUHM HNPOTEMHM, UMOOUIMIUPAHU BBPXY

TBBPOM HOCUTEJIM C HEPAIMOAKTUMBHO Oesid3aHM BUPYCHM TOJIMKIIOHAJIHU/MOHOKJIOHAJIHA

anTuTesa. CneuMdMUHUTE AHTUTEH—-AHTUTHAJIO KOMILJIEKCK Ce BUIyaJlM3upaT C
€H3VMHO-CyDCTpaTHa peakuusd.

4.6.3. V3cioempaHMa 3a OOKa3BaHEe U UISHTUOMUMPAHE HA BUPYCHM I'€HEeTUUYHU
IOCJIENOBATEJIHOCTU :

4.6.3.1. lonmuakpuilaMuIHa TIeji-eJlekTpodopesa:

MeTomn®pT Ce M3MNOJI3Ba 3a INOKas3BaHe Ha BUMPYCM CBC CETMEeHTHUpaH IeHoM. OCHOBama ce

Ha pas3lejiIsHETO Ha I'€HOMHMTE CEeIMEHTM B NOoJMakpuilaMMIeH TI'eJl [IOI IOeMCTBME Ha

€JIEKTPUYHO IIoJie Ha 0asa pasMepa M MOJIEKYJIHOTO MM TeIJio. TexHMKaTa BKJIUBa

eTany Ha eKCTpaxMpaHe Ha BMPYyCHaTa HYKJIEMHOBA KMCEJIMHA OT KJIMHMUEH MaTepuadl,
nonjlaraHeTo M Ha eJlekTpodopesa NpM HeIeHaTypupallM yCJOBMS M BUIyaJlM3MpaHe
(DeTexkuMsa) dYpes3s OLBeTABaHEe CBC CpeObpeH HUTpaT.

4.6.3.2. dparMEeHTHO-PECTPUKTABZEH aHaJM3 3a TUNIMIVPAHE Ha BUPYCU:

MeTonosT TUNM3MPA BUPYCHM llaMOBE BB3 OCHOBAa Ha KOHCEPBATUBHU IOCJIENOBATEJIHOCTHU
OT BMPYCHUS I'€HOM, KOUTO Ce pasNo3HaBaT OT CIEeUMOUUHM €K3O0HYKII€AlZHU E€H3VMU.
4.6.3.3. IonmuMmepas3Ha BepmxHa peakums (PCR):

TexHMUKaTa Cce M3I0JI3Ba 3a IJOKas3BaHe 1M TUIIOBA I/I,D;eHTI/I(i)VIKaLI,VIH Ha BUPYCHM I'€HOMU.

3a MBXOIEeH MaTepHualsl Ce M3IO0JI3Ba BMPYyCHa HYKJIEMHOBA KMCeJIMHa, eKCcTpaxyupaHa OT

OMOJIOTUYHM TEUHOCTM, TBKAaHM M KIJIEeTBUHM [IOoNyJaluuu. PeakumsaTa ce OCHOBaBa Ha

€H3MMHO EeKCIIOHEHIMAJIHO HaMHOXaBaHe (aMniamduimpaHe) Ha IebMHMpPaHU

KOHCEPBATMBHM HYKJIEOTUMIHM IIOCJIEeIOBaTEJIHOCTM OT BUPYCHMA I'€HOM C IIOMOITa Ha

CHGLU/I@I/N{HM CUMHTETUYHNM OJIMTOHYKJIIEOTUIN. OTUuMTaHEeTO Ha pesyiTara €

aBTOMATHU3UPAHO CIHEKTPOOOTOMETPMUYHO, M30TEPMAaJIHO UM IPyTo (npu real-time

TEXHOJIOTMATA) WM BM3YaJIHO Ha YB TPaHCUIIOMMHATOP MM OPYI'O CIPSAMO IOIXOIALI

MOJIEKYJIEH MapKep INpM NpOoBeXIaHe Ha arapos3Ha reji-ejlekTpodopesa U OolBeTsaBaHe Ha

IIOJIYUeHMd TI'eJl C eTUuIMnMeB 6pOMI/I,H iy Opyrm OLuBEeTUTETIN. Koraro BUPYCHMAT obekT

PHK, cwOobppxall BUPYC, NPEeOBaApUTEJIHO Ce Npuiala e€H3MMHa OOpaTHOTPAaHCKPUIITARHA
peakuma in vitro (RT) c mM3Oos3BaHe Ha HeCHeUMOUUHM MM CHeUMOMUIHM CUHTETUUHN
OJIMTOHYKJIEOTUIN .
TexHMKAaTa Cce INpujara CBIOo 3a olpenejisgHe Ha HaluuMe (KadeCcTBEHO) WM
KOHILIeHTpauusa (KOJMUECTBEHO) Ha BUPYCHU I'€HOMM B OMOJIOTUUHU TeYHOCTHU/ TBKAaHU,
KaKTO M 3a [pocjeOsaBaHe Ha BMPYCHOTO Pa3MHOXEHME — KOJMYUECTBEHO WM
KadeCTBEHO (HaluuMe, JMICa) M 3a OlEeHKa Ha edekTa Npu nOpuilaraHe Ha
QHTUBYPYCHM Tepalun.
PaSHOBM,JZ[HOC'I‘M Ha peakKumdaTa I[I0 OTHOIEHME HauUMHa Ha OTUMTaHe Cca
XUOPUIMBALUMOHHNUTEe TexXHUkM (line probe assay, microarray m mp.). Tesu
Pas3HOBMIHOCTM Ce& M3IOJI3BAT M 3a I'€HOTUIOBA/CyOTEeHOTUNOBA MUISHTUOMKALNA.
4.6.3.4. CexBeHUMOHEH aHalus:
MeTom®sT Cce M3HNOJI3Ba 3a OOKas3BaHe Ha BMPYCHM T'€HOMM U 3a UISHTUOMKALMA Ha
BMPYCEH mam/TeHOTUIl/ BapuaHT . TexHukaTa npencraBiigaBa aBTOMATU3MPAHO
onpernesyisHe
Ha JIMHEeMHaTa MNOCJeIOBATEeJIHOCT OT HYKJIEOTMIHM 0asM, M3TrpaxiallM BMPYCEeH I'€HOM
MM HETOB ydYacTBK. 3a M3XOINEH MaTepuall Ce M3MNoJ3Ba NponyKT Ha PCR peakumsara
MM KJIOHMPaHM B IIOOXOLANl BEKTOPEH MJjJasMMI BMPYCHM TreHu. OcCHOBaBa Ce Ha
bopMMpaHe Ha MapkupaHU C QJIyopecLeHTHM Oarpuila paIuoaKTUBHU MI30TONM UM OPYI'U
PasJiMyHM 1O IOBJIXMHA (l)paI‘MeHTM—KOHMH Ha IODaIeH BUPYCEH YUYACTBK UM pa3nejiIdHe Ha
Taka QopMUpaHUTe Oelsd3aHM OJMIOHYKJIEOTUIN dpes ejlekTpodpopesa Npu HENPEeKBbCHATO
CKaHMpaHe C JlasepeH Jbd.
MeTom®sT Haka BB3MOXHOCT 3a MNBJIHO MISHTHUQMLMPAHE Ha HYKJEOTUIHUTE
IIOCJIEnOBaATEJIHOCTM Ha BUPYCHMA I'€HOM U OIIpeleJIdHE Ha €OMHMYHM TOUKOBM MyTalUlM.
HamMupa BCe HNO-LMPOKO MNPUJIOXEHME 3a ONpelelisHe Ha PEe3MCTEHTHOCT IIPpM IpuiaraHe
Ha aHTUBUPYCHU Tepanmumu. ChIleCTByBaT pPas3JIMYHM METOOM 3a ONIpelelisHe Ha
BUPYCHUTE CEeKBEHLMM.
4.6.3.5. OnpezmesnsHe Ha TeHOTHIA/CyOTeHOTMIA Ha BUPYCH Upes XUOPUIAM3ALUS CBC
CneundUUHM OJIMTOHYKJIEOTUOHM Npobm (line probe assay). AMOIMOUUUPAHM YpPe?3



RT-PCR HYKJIEOTMIOHM I[OCJIEODOBATEJIHOCTM Ha M3CJIeOBaHMUS BUPYC Cce XUbpuamsmpaT
crneunMdmUYHO C MMOOMIMSBUPAHM Ha HUTPOLEJIYJIO3HM CTPUIIOBE, CIeLUMPUUHM 3a
TenoTuna/cy®reHOTUNa Ha THPCEHMUS BUPYC OJUTOHYKIJIIEOTHUOHM Npobu. Ciern npubaBsHe
Ha chneuudmueH eH3MMEeH KOHOIaT M cyOcTpaT Cce OTuMTa LBEeTHa peaKUMAaTa BBPXY

U3MOJI3BAHUTE CTPUNOBE, KATO MO TO3YM HAUMH Ce OMNpeeiis TeHOTUNBT/CyOreHOTUN BT
Ha M3CJlleBaHUsa BUPYC.

5. JoxyMeHTaumusi 3a crneumanHocrra "Bupycomorms"

ObpasumM OT MNPOTOKOJIM M CTaHIapTHa olepaTuBHa npouenypa (COII) :
1. Obpaseln 3a COII 3a ocuI'ypsABaHe Ha KaueCTBOTO Ha pel3yJjTaTuTe OT
n3cJIenBaHe:
5.1.1.1. OBOuM I[OJIOXEHMA:
OcurypssBaHeTO Ha KadeCTBOTO Ha pes3yjiTaTuTe OT M3CJelBaHUsATa M3UCKBA
OPTaHM3MPAaHETO M NPOBEeXIaHEeTO Ha IUJIaHMpaH HaO30p dYpes3 pasjMuHM QOopMM Ha
BBTPEIEH M BBHIEH KOHTPOJI.
JlabopaTopuaATa TpaAOBa Oa MMa NPOLedypM 3a ylIpabJlIeHMe Ha KadeCTBOTO, 3a
HaOJooeHMe Ha BaJIMIHOCTTA Ha M3BBPUIBAHUTE M3CJelBaHMsa. [loJlydeHMTe IaHHU
TpaOBa Oa OBIAT BanMCBaHM IO HAYMH, KOMTO II03BOJIABa Ha CE& OTKPUBAT
TEeHIEHLMMTE, M KOT'aTO Ce M3MCKBa, Oa Ce npujlaraT CTaTUCTUUECKM MeTOoOM 3a
NpoBepKa Ha pes3ynaTaTuTe. ToBa HabmoOeHMe TpAOea Oa OBOe IIJIaHMPAHO U
NperjiexnaHo M MOXe Ia BKJOUBa, 0es3 Ha ce orpaHMuaBa C TOBa, CJEIHUTE
€JIEMEHTU :
5.1.1.1.1. penoBHO M3MIOJI3BaHE HAa CepPTUIMUMPAHM CPABHUTEJIHM MaTEepUasu u/UiInu
BBTPEIIEH KOHTPOJI Ha KAadeCTBOTO C MOMOITa Ha BTOPUYHM CPABHUTEJIHM MaTepUasM;
5.1.1.1.2. yuacTue B OpoT'paMM 3a MexIOylabopaTOpHM CPaBHEHUS U MINUTBAHUA 3a
NPUTOOHOCT;
5.1.1.1.3. ODOBTOPHM MBNMUTBAHMA C I[IOMOUITA Ha CBUMTE MM OPYTM MeTOIu;
5.1.1.1.4. mocJsemramo HOBO MBINIMTBAHE Ha BalaseHu o00eKTu;
5.1.1.1.5. xopeJjlauusa Ha pPe3yJTaTUTE 3a pPasIMUHM XaPaKTepUCTUKM Ha oOekTa.
Babesiexka. M30paHuUTe MeTOonoM TpAOBa Ha Cca NOOXOLAWM 3a BMIa M obOeMa Ha
M3BBPUBAHUTE pPaboTHU.
5.1.1.2. O6xBart:
[IpouenypaTa Ce CBCTOM B OPTAaHMBMPAHETO, IIJIaHMPAHETO U IIPOBEXIaHEeTO Ha
BBTPEIIEH KOHTPOJI BBPXY Pes3yJTaTUTe, IOJIydeHM NPM M3BBPUIBAHE Ha M3CJeOBaHMA C
BaIMOMPaHM MeTonu, C KOUTO ce paboTu B JjlabopaTopumre.
5.1.1.3. OTTOBOPHOCTHU:
[lonxonouTe 3a BBTPEUEH KOHTPOJI BBPXY KAadeCTBOTO Ha pPe3yJITaTUTe Ha
nabopaTopHMUTE METOIM, NpuilaraHyM B JJabopaTopumrTe, Cce OonoBpsaBaT OT PBKOBOIUTEJIS
Ha JabopaTopuATa.
CoObpxaHuUe :
1. Homgxonou 3a BBTPEWEH KOHTPOJ Ha M3NMUTBATEJHUTE pPe3yJITaTu:
.1.1. M3nons3paHe Ha TBPIOBCKM TeCTOBe, Oas3MpaHM Ha BalMIMPaH METOX.
1.2. OpraHmus¥MpaHe Ha HEKOJIKOKPATHO M3MNMTBAHE Ha €IOVH M CBlI MaTepual

5.1.
5.1.

QNG NE
e

1.4
1.4
1.4
.1.1.4

KpaTKO BpeMe OT eOMH M CBl CIYyXUTEJ Ha JabopaTopusaTa (IOBTApsSeMOCT) .
5.1.1.4.1.3. OpraHusupaHe Ha NOBTOPHO M3CJenBaHe/M3NMUTBAHE Ha €OUH U CBI
MaTepMsalsl B KpaTKO BpeMe OT CJIyXMTeJl Ha JabopaTopmusTa, KOMTO He e ydacTBall B

I'BPBOTO M3CJEIBaHE/UBNUTBAHE.
5.1.1.4.1.4. OpraumsupaHe Ha [IOBTOPHO M3CJenBaHe/M3NUTBAHE OT 3alaseHa npoda

(HanpuMep 3alas3BaHe uYpes 3aMpassBaHe) .
5.1.1.4.1.5. OpraHusupaHe Ha [OBTOPHO M3CJIeIBaHe/M3NUTBAHE Ha €IOUH U CBbll

MaTepMsalsl C OpyI METOI 3a OTUMTAaHe Ha CHBIMTE NoKasaTesM (ako TOBa € BB3MOXHO) .
5.1.1.4.1.6. OueHka Ha KoOpeJlauMATa Ha Pel’3yJTaTUTe OT M3CJEIBaHEeTO Ha
IIoCcJlenoBaTEeJIHM NPpoOM Ha €OMH M CBl NaluMeHT — NPU NPOOBIDKUMTEJIHO MOHMTOPMPpaHe
Ha MMyHEH CTaTyC UM edeKT OT Tepanus Ppes3KMUTe OTKJIOHEHMSa, KOUTO HaAMaT

KJIMHMYHO OOsSCHEeHMe, I[OCTaBAT IOl CBMHEHME KadeCTBOTO Ha M3CJEeOBAaHeTO.
5.1.1.4.1.7. OueHka Ha KopeJjlauMaTa MeXIy Pas3JIMUHM XaPaKTepPUCTMKM Ha €OVH U



CBII M3CJenBaH MaTepuall.
5.1.1.4.1.8. YuacTue B MexOyJlaBOopaTOPHM CPABHUTEJIHM M3CJIEOBaHUSA/U3NUTBAHNS

cTpaHaTa u/viy M3BBH Hes.

5.1.1.4.1.9. MOHMTOPMHT Ha MepcCoHajla — MNEePUOIMUYEH KOHTPOJ Ha MIMNBJIHEHMEeTO Ha
€JIEMEHTM OT MOHMTOPMHI'A Ce€ OCBIIECTBSIBa OT PBKOBOIMTEJNS Ha JjabopaTopuaTa:
BcuukM IOEeMHOCTM IO KOHTPOJa Ce IJIaHMpaT M oTpasfABaT B JabopaTopHaTa
OOKYMEHTaUus .

5.1.2. O6pasel Ha COIl 3a mpueMaHe, TPaAHCIOPTUPAaHE, CBbXPaHIBaHE UM YHUIIOXaBaHe
Ha HOpobuTe 3a M3CJIeOBaHe:

5.1.2.1. Hemn:

[IpouenypaTa MMa 3a LeJl Ja pelJylaMeHTupa pena, 10 KOMTO lie ce TpaHcInopTupar,
npreMaT, CBbXPaHsABAT M yHMIOXaABAT NPpoOMTe cjlell M3NMTBaHe B JlabopaTopumuTe.
5.1.2.2. O6xsart:

[lpouenypaTa ce OTHACS OO HOEeMHOCTMTE, OIMCBalM MNPOLECUTE OT IpMEeMaHe Ha
npobure 3a mM3cjensaHe B JlabopaTopMaATa OO M3IaBaHETO Ha IIPOTOKOJa OT
M3CJIeBaHEeTO M YHMUIIOXaBaHETO Ha OCTaTBLUMTE OT MINPpATEeHMTe MaTepuall.
5.1.2.3. OTTOBOPHOCTH:

OTTOBOPHOCTUTE IO Tas3M Npollelypa Ce Bb3JjlaraT Ha PBKOBOIMTEJS Ha jabopaTopusara

¥ BCHMUYKM JIMlla, ydacTBallM B IIPOLECUTE Ha MSNUTBAHETO M MEXIMHHOTO
TPaHCHOOPTMUPaHe (ako ¥MMa TakoBa) .

5.1.2.4. CoovppxaHue:
5.1.2.4.1. BzeMaHeTO Ha NpoBOM 3a M3CJeIBaHe Ce M3BBPIUBA OT CHOTBETHATAa
BMPYCOJIOTMYHa JabopaTopmsaTa MIM OT HOPYTOo JiedeBOHO MJIIM 3OPaBHO 3aBeleHME.
5.1.2.4.2. TpaHCHOPTUPAHETO Ha ofOpaszuure/npoduTe OT MICTOTO HAa NPOBOB3EMAHETO

no nabopaTopMsaTa Ce IpaBM OT NalMeHTa MIM OT JIedueBHOTO MM 3IPaBHO 3aBeIeHUe,
B KOETO e B3eTa npobara.

5.1.2.4.3. MaHunyamMpaHeToO C IpodbuTe oOXBalla MOMEHTA OT TSAXHOTO IOCTBIIBAHE B

nabopaTopuaTa IO M3OaBaHe Ha pesysiTaTa B NPOTOKOJa 0 obpasel] M NOCJenBallo
CbXpaHsaBaHe WM yHMIIOXaBaHe Ha pobara.

5.1.2.4.4. Cien TpaHCHOPTUPAHETO Ha npobaTa OO ChbOTBETHATA JlabopaTopusa clenBa

HEMHOTO IpMeMaHe 3a M3cjenBaHe. To ce NpaBM CBHIVIACHO NpaBujlaTa 3a NpMeMaHe Ha
npobu, IIOCOYEHM B CBOTBeTHaTa JabopaTopus.

5.1.2.4.5. B crayual de rojiydeHaTa Ipoba He OTroBaps Ha M3UCKBaHMATaA Ha

IIOCOYEeHMs MEeTOI 3a M3CcJiedBaHe, ToBa Ce IOOKyMeHTupa. lIpoBaTa ce Bp®IA Ha
IIPEHOCHUTENSA, a akKo TOBa € HEBB3MOXHO — Ce YHMIOXaka U NalMeHTBHT Ce yBeIOOMABa.
5.1.2.4.6. Ipobu, HOOJNyUYEHM IO CIIENIeH CUI'HAJ, Ce IpMeMaT 3a M3CJeIBaHe C
IPenuMCTEO .

5.1.2.4.7. Cnen npmeMaHe U OlLlI€eHKa Ha NPUTOOHOCTTa Ha npodaTa 3a M3cjeIBaHe U

npuupyXabaluTe A IOKYMEHTM CJleIBa PEermMcTpalMrs Ha NpobuTe BBB BXOOAU-U3XONAMI
IDHEBHUK.

5.1.2.4.8. Upesn perucTpupaHe Ha npodarTa B JabopaTOopHMS OHEBHUK Ce IIPMEMa, UYe
€ CKJIOUeH IOTOBOP MexXIy BaMHTEepeCOBaHMUTE CTPaHM.

5.1.2.4.9. CbpxpaHeHMETO Ha OOpas3umuTe Npelr M3CJeOBaHETO ce cwobpassapa C
TsAxXHATa choeunduka.

5.1.2.4.10. PerjaMeHTMPAHMAT CPOK 3a CBbXPaHeHMe Ha ofpas3umuTe ciel M3NUTBaHe

HEe MO-KPAaTBK OT TpM pa®OTHM IOHM, OCBEH akO He Ce Hajlara IOINBJIHUTEJIHO
n3cJenBaHe.
5.1.2.4.11. KBM yHMIIOXaBaHeTO Ha o0pas3LuM ce OPMCTBIBaA CaMO KOI'aTO Te He ca
M3PasxOonOBaHM IO BpeMe Ha M3CJIeIBaHETO.
5.1.2.4.12. YuumoxaBaHeTO Ha ODOEKTHUTE CJIel aHajMs3a Ce [IpaBM 10 Pen M HauuH,
cw:o@paseH C TAXHaTa CHeLU/I(i)MKa M B CBOTBETCTBME C HOPMATMBHUTE aKTOBE.
5.1.2.4.13. Bomu ce XypHall 3a yHUIIOXaBaHe Ha Npobu, B KOMTO ce OoTDengasBarT
npobaTa 3a mM3CcJeIBaHe, JaTaTa Ha NIOCTBIBaHe B JjlabopaTopusaTa 3a M3cjelBaHe,
maTaTa Ha M3OaBaHe Ha MNPOTOKoOJa, HaTaTa Ha YyHMIIOXaBaHeTO Ha obpasela.
5.1.2.4.14. B cayuyauTe, KOTATO MICJEeIBaHETO Ha OoJiydyeHaTa npoba M3MCKBA



ydJacTue Ha NoBede OT elHa JjlabopaTopusa, MaTepralnTe ce nNpenaBaT dpes QopMyJsap.
5.1.2.4.15. CbcTaBeHUTe IO Tas3MU Npolelypa IOKYMEHTM Ce CBhbXpaHABaT OT
PBEKOBOOMTEINIUTE Ha OOOCODOEHMTe 3BEHA.

5.1.3. ObBpazeun Ha COIl no ymnpaBJIeHVE Ha OEeVHOCTM, KOMUTO HEe CBOTBETCTBAT Ha
M3MCKBaHMATA [IPU MU3CJeIBaHe:

5.1.3.1. Hesn:

JlabopaTopusaTa TpAOBa Oa MMa [IOJAMUTMKA M HNpolLelypu, KOUTO TpaAOBa Oa ObHmaT

npujaraHy, KOTaTO HAKOM acClleKT OT HeMHUTe HOeMHOCTM 3a [NOoJlydaBaHe Ha pesyiTrarT

WM Pe3yJITaThT OT Te3u paboTM He € B CBbOTBETCTBME C HEMHUTEe CODCTBEHU

npouenypu uiIM C M3UCKBAHMATA, CBIJIACYBaHM C HauMeHTa. [loIMTHUKATa U
npouenypure Tpad®Ba Ja OCUTypABaT:

5.1.3.1.1. OTTOBOPHOCTUTE U II'BJIHOMOWMATA 3a YIPaBJIEHMETO Ha INEeMHOCTUTE, KOUTO

He CBOTBETCTBAT Ha M3MCKBaHMATA, Ha ca OIpelnejleHM U Ia ce npujlararT

HeOOXOOMMUTE IeMCTBMA (BKJIOUMTEJHO NpeKpaTABaHe Ha paboTuTe M 3aIbpXaHe Ha

NPOTOKOJIM OT M3CJeIBaHETO, akKo e HeOoOXOOMMO), KOraTo Ce MIOSHTUdMLMpa
HeCcBbOTBETCTBalla IOEeMHOCT;

5.1.3.1.2. oleHaABaHe Ha BHAUMMOCTTA Ha IEeMHOCTUTE, KOMTO HEe CHOTBETCTBAT Ha
M3MCKBAHMATA,

5.1.3.1.3. CBOEeBpPEMeHHO IpelnNpMeMaHe Ha KOPEeKLUMM M B3eMaHe Ha pelleHMre 3a
NPUMEMIIMBOCTTA Ha HeCBOTBETCTBAallaTa OEMHOCT;

5.1.3.1.4. yBenoMaBaHe Ha [alMeHTa NPM HeOOXOOMMOCT U IIOBTOPHU IEMCTBUS;
5.1.3.1.5. onpemensgHe Ha OTI'OBOPHOCTTA 3a paspellaBaHe NPOOBIDKaBaHETO Ha
OEeVHOCTUTE.

5.1.3.2. ObxBarT:

[IpouenypaTa ce nNpmujlara, KOTaTo Ce yCTaHOBM, Ue WU3BBpIIeHATa B JabopaTopuaTa

OEMHOCT MNPM M3CJeIBAaHETO MM pPe3yJiITaTUTe OT Tas3M IOeMHOCT He OTITOoBapAT Ha
cobCcTBREeHUTE M npouenypm My Ha M3VMCKBaAHMATA, CBIJIaAaCyBaHM C IIalMME€HTa.
5.1.3.3. OTTOBOPHOCT:

OTrOBOPHOCTHUTE MO TasM Npollegypa Ce Bb3JlaraT Ha PBKOBOOMTEJA Ha jadbopaTopusara
¥ Ha BCUUKM JIMla, ydacTBallM B MNPOLECUTE Ha M3CJIeOBaHETO.

5.1.3.4. CoobpxaHue:

5.1.3.4.1. [Ipu kOHCTaTMUpaHe Ha HECBOTBETCTBMS B paboTUTe IO M3CJIENBaHETO Ce
npuiara cjelHaTa I[I0CJIeIOBATEeJIHOCT :

5.1.3.4.1.1. ycTaHOBsABaHe Ha HECBOTBETCTBMETO;

5.1.3.4.1.2. perucTpupaHe Ha HECBOTBETCTBUETO;

5.1.3.4.1.3. oleHKa Ha 3Ha4YMMOCTTAa Ha HECBOTBETCTBMETO;

5.1.3.4.1.4. B3eMaHe Ha pPelleHMs 3Ba HaUMHa Ha pearupaHe;

5.1.3.4.1.5. B3eMaHe Ha pelleHMEe OTHOCHO HeoOxoImMMocCcTTa Ha Obme mHbOpMMpPaH
NauMeHTBT .

5.1.3.4.2. OCHOBHM MBTOUHMIM 3a [10SBa Ha HECBHBOTBETCTBAWM IEMHOCTHU B
JabopaTopmuaTa ca:

5.1.3.4.2.1. opraHmumsaumusaTa Ha B3eMaHe Ha Npobyu, TPAHCIOPTMPAHETO U
CBXPaHEHMETO UM,

5.1.3.4.2.2. HETOYHOCTM IPU OOTOBAPSAHETO;

5.1.3.4.2.3. TexHMUECKUTE CpelCTBa, M3IOJIZ3BaHUTE KOHCYMAaTUBU U MaTepuasy,
CTaHOapTHM ofOpa3s3luy, 3aobukalidllaTa cpena;

.1.3.4.2.4. musnoysBaHaTa MEeTOOMKA;

3.4.2.5. nepcoHaJgBT;

.3.4.2.6. HeNpaBUJIHO OTuMTaHe U oOpaboTBaHe Ha pel3yJiTaTUTe.

3.4.3. MoeHnTudukaumMsa Ha HeCBHOTBeTCTBallaTa IeMHOCT B JlabopaTopHaTa
KyMEeHTAaUM :

.3.4.3.1. PabBoremmre B jabopaTopusaTa ca 3albJDKeHM IIPM NOoSBaTa Ha KAaKBOTO

Ia € HeCBOTBETCTBME BBB BPB3Ka C M3BBPUBAHUTE MBCJIEeIOBaTEJICKM paboTm ma Io
perucTpupar.

5.1.3.4.3.2. [IucMeHO yBeIOMsaBaHe Ha PBKOBOIMTEJA Ha JjabopaTopmaATa, KOI'aToO

JIMLETO, YCTAHOBMJIO HECBOTBETCTBMETO, HEe € YNBJIHOMOIEHO Ia B3eMa PeleHUs.



5.1.3.4.4. PBKOBOIOMUTEJIAT Ha JabopaTopusaTa HOCM OTTOBOPHOCT M Mpelnpuema

CBOTBETHUTE IOeMCTBMSA [IPM yCTaHOBsABaHe Ha HeCBHOTBETCTBAlla Ha M3MCKBaHMATA
OEeVHOCT :

5.1.3.4.4.1. PBLKOBOOMTEJNAT M3BBLPIIBA OlLIEHKAa Ha CTeNeHTa Ha BaXHOCT U
3HAYEHMEeTO Ha KOHCTATMPAHOTO U PETMCTPMPAHO HEeCBOTBETCTBME U Ce pasnopexna:

5.1.3.4.4.1.1. npy 3HAUMMO/KPUTUUHO HECHOTBETCTBME — CIOMpPaHe Ha

IVMarHOCTUYHATAa IOEeMHOCT IO NpeAlpMeMaHeTO Ha HeOoOXOIMMUTE MePKM 3a
OTCTpPaHABaHETO My;

5.1.3.4.4.1.2. ak0O HECBHOTBETCTBMUETO € MaJiOBaXHO M Ce MNpMeMa B TO3M BUI (Iopu
¥ OT IalMeHTa) -— WM3BBbPUBaHATA OEMHOCT Ce MNPOoIbiiXaba .

5.1.3.4.5. OTTOBOPHOCT M MOpaBoOMOIME 3a BBH30OHOBSBAHETO Ha paboTaTa mMa
PBKOBOOMUTENAT Ha JabopaTopusaTa.

5.1.3.4.6. Cyien CbOTBETHMsS aHalM3 Cce MNpelnpreMaT HeOOXOOUMMUTE KOPUTMUpAalM U

NpeBaHTUBHM HOEMCTBMUA, 3a IJa Ce NPpemoTBpaTy NOBTOPHOTO MNOABSABaHE Ha
HEeCBOTBETCTBUETO.

5.1.3.4.7. Ipu HeoOXOIMMOCT (aKO Cca HapylleHM OOTOBOPMUPAHM C HalLuMeHTa

M3NMCKBaAaHMA WMIIM TaKMBa OT Me’I‘O,HMKa’I‘a) Ce mM3BbBplUBa INOBTOPHO MI3INMTBAHE,

YCTaHOBABAT Ce INEMCTBUTEJIHUTE pesysTaTy, M3Oaka Ce HOB MNPOTOKOJ OT M3CJenBaHe

CBC CBIMSA HOMEP M MHIOEKC. [lauMeHT® T ce yBeIoMaBa, OT HEero ce U3UCKBa

NpenoCcTaBeHNMs Bede NPOTOKOJ M My Ce IHaka NPOTOKOJIa C pe3yJTaTuTe, NOJYyYeHM OT
IOBTOPHUTE WM3CJEeIBaHMUA, CJel KOpeKLUMATa.

5.1.3.4.8. CbcTaBeHMUTe INOKYMEHTM BBB BPB3Ka C KOHCTATHMPAHO M PEeIMCTPUPaHO

KOHKPETHO HECBOTBETCTBME Ce KJlacupaT M CBhbXPaHsaBaT B CPOK IO enHa I'OOMHA, CJel
KOETO 3aNMCHUTe Ce apxmuBupar.

5.1.4. Obpazen Ha COI 3a ocuUTypsaBaHe U M3IOJI3BaHe Ha TEeXHUUYECKM CPeICTBa:

5.1.4.1. Uemn:

[IpouenypaTa onpenesid opraHM3aLUMaTa M pella 3a OCUTypsBaHe Ha JjadopaTopumure C
TEXHNYECKUTE CpelcCTra, H@OGXO,D;I/IMI/I 3a IIPaBMIJIHOTO M3BBPUIBAHE Ha MUIINIMTBAHMATA.
5.1.4.2. ObxBarT:

BCUUYKM TeXHUYECKM CPpeICcTBa, HeOOXOOMMM 3a NPaBMIJIHOTO M3BBPIIBAHE Ha
M3CJenBaHUATa/MB3NUTBAHKATA OT IekjapupahHus obxBaT.

5.1.4.3. OTTOBOPHOCT:

PpxoBOOMTENAT Ha JlabopaTopusaTa OTIoBaps 3a OCUTypsSBaHeTO Ha JjadopaTopusaTa C
HEOOXOIOMMUTE TEXHMNUECKM CPeNCTBa M KOHTPOJMpPa CBCTOSHMETO M M3MNOJI3BAHETO MM.

5.1.4.4. ComoppxaHue:

5.1.4.4.1. JocTaBKa Ha HOBM TEeXHMUECKM CPeNCTBa 3a IOIMATHOCTMKA Ce IJIaHupa OT
PBKOBOOMUTENA Ha JabopaTopusaTa.

5.1.4.4.2. JoCTaBYMKBT B IIPUCHBCTBMETO Ha CBTPYIHMK OT BaMHTepecoBaHaTa

JabopaTopMa OCHBUIECTBABA NpeNaBaTeJIHO-NIPUEMHM M3NMUTBAHMS Ha HOBOTO TEXHMNUECKO
CpencTBO.

5.1.4.4.3. Cyen npoBepka Ha BCUUKM QYHKIUMM PBKOBOIUTEJNAT pa3pellaBa
MBIOJ3BAHETO MY.

5.1.4.4.4. IlpaBu Ce NpPeBON Ha MHCTPYyKUMATA 3a paboTa Ha NPOM3BOIUTEJIA.

5.1.4.4.5. HxeHep Ha HOCTaBuMKa MM OpyT cleluManmucT obyuaBa IIepCcoHalla, KOMTO
me paboT¥ C HOBOTO CPEICTBO 3a M3MepBaHe/M3NUTBAHE.

5.1.4.4.6. AnapaTbT Ce Mapkupa, I[IONBJIBa Ce PEerMCTPpalMOHEH KapTOoH, IIpaBuU ce

IpoBepKa MM KanubpupaHe, BKJOUYBaA Cce B IaH-rpaduk 3a HOBa
npoeepka/ranubpupaHe .
5.1.4.4.7. /3rOoTBA Ce NOOpOoOHAa MHCTPYKLUMS 3a paboTa C HOBOTO TEXHUUECKO

CpeIcTBO, B T.d. M C M3MCKBaHMA 3a OxXpaHaTa Ha Tpyla, KOATO Ce IIOCTakfA Ha
BMIHO MSCTO OO HeTOo.

5.1.4.4.8. 3amgbpiIXMTeJIHO IIpenM 3alodyBaHe Ha paboTarTa PBKOBOOUTENAT Ha

CBOTBETHATA JIabopaTopus HACTPOMBA TEXHMUECKUTE CPelnCcTBa CBIJIACHO IEeMCTBAalMTE

MHCTPYKLUMM 3a eKCIloaTauMsa M OCUIypsBa C TAX Oa padoTu obydeH U yNBJIHOMOUEH
IepcoHal.

5.1.4.4.9. Bcgaka eIMHMIA TEXHUUECKO CPEICTBO, B T.4Y. M KOMIOTBPHUTE NPOTpPaMM

KBM HET'O, MMallo 3HAUEeHME 3a pes3yJiTaTuTe OT M3CJEeIBaHeTO, Ce MIOeHTubmuumpa 1 My



ce 3aBexIa CBOTBETHO HOoCMe. B mocmeraTa ce KJlacupaT BCUYKM IOKYMEHTM 3a
TEXHNUECKOTO CPENCTBO, B T.4. [ACIOPTUTE OT IMIPOU3BOAUTENS, MHCTPYKLUUM,
CBUIETEJICTBA 3a M OT KaJubpupaHe/NpoBepka, NOKYMEHTUTE OT MIONOPBXKATA.
5.1.4.4.10. TexXHMUECKO CPeICTBO, KOeTO e OWJIO MOIJIOXKEeHO Ha MIpeToBapBaHe WU
HenpaBuUJiHa eKCIJIoaTalMs MM KOEeTO HaBa HEBEPHM MJM CBMHUTEJIHUM PEe3yJITaTH, WK
KOETO MNpU KalmmbpupaHeTo/NpoBepKaTa WM NPUIIOXEHUETO My € oKasajo, ue e
TEXHUUECKM HEeU3INIPaBHO, Ce M3BexIa OT eKCIJloaTaluMrs OO IIPUBEXIAHETO MYy B
TOOHOCT.

5.1.4.4.11. KoraTo HE3aBMCHUMMO I10 KaKBa NpMUMHa ODOPYIBaAHETO 3a M3BECTEH
[IepMon OT BPEeMe M3JIe3e M3BBH IIPEeKMsa KOHTPOJI Ha PBKOBOOMUTENA Ha JjladopaTopmuara,
TOM TO OCUTypABa C HeoBxoamMMmaTa M3BBHPEeIHAa KaJubpoBKa/MpoBepka (mpu
BB3MOXHOCT BBTPEUHM), 3a Ia Cce yBepu, uUe QYHKLUMOHUPAHETO MYy U MeTpPOJIOI'MUHAaTa
My IIPOCJIEIMMOCT YIOBJIETBOPSABAT M3UCKBAHUATA.

5.1.4.4.12. 3a TexXHUMUECKUTE CPeICTBa, KOUTO Ce MIMNOJIZBAT MNO-VMHTEH3VBHO MUJIM Ca
Cc ocoBeHO BaxeH CTATyT B M3CJEIBaHUATA, PBKOBOAMUTEJNAT Ha JabopaTopmusaTa
JlaHupa M OCUTYyPsSBa M3BBHPEIHM IIPOBEPKM.

5.1.4.4.13. TexXHUUECKUTE CpPeICTBa, B T.4Y. M XapOyeps T U COOTyepmBT, Ce
OCUT'YPSABAT CBHC CBOTBETHMTE HEeOOXOIMMM CPeICTBa 3a CaMo3allMTa CPelly IPOMEHM B
HacTpoMkaTa/peryjMpoBKaTa, KOUTO OMxa OOBEJM 0O [IOoJiydaBaHeTO Ha
HEeBaJUIOHY/HEBEPHU PEe3yJITaTU OT M3CJeABaHUATA.

5.1.4.4.14. CbcTaBeHUTe U IOJIydaBaHM IOOKYMEHTM BBB BpPb3Ka C MBMNBIHEHMETO Ha
Tasy Npolenypa Ce CBhbXPaHSIBAT OT PBKOBOOMTEJIS B CPOK — CPpOKa Ha MBIOJI3BaHe Ha
TEXHNUECKOTO CPENCTBO, CJIell KOETO 3alMCUTE Ce aApXMUBUPAT.

5.1.5. OrumTaHe Ha pes3yaTaTUTe. [IPOTOKOJIM OT M3CJeIBaHe.

5.1.5.1. OBum MOJIOXEHUS :

PesynTaTuTe OT BCHAKO MB3CJIENBAHE UM CEPUM OT MBCJEeOBAHUSI, M3BBPUWBAHU OT

JaboparTopusaTa, TpabOBa ma O6bOAT OTUMTAHM TOYHO, SCHO, HEIBYCMMCJIEHO, OOEKTUBHO

M B CBOTBETCTBME C KOHKPETHMUTE MHCTPYKLUMUM, OIlIpeneJiIeHM B MeToIuTe 3a

u3cyeneaHe. KaTo NpaBUJIO OTUMTAHETO Ha pel3yyTaTuTre TpsabBa ma ObIoe OTpas3eHO B

IIPOTOKOJI OT M3cjeneaHeTo. TpabBa ma Oboe BKIKNUYEeHa MHbOoOpMaUMATa, NpedHasHadueHa
3a NnaluMeHTa M HeoOxOoOyMa 3a MHTeplnpeTauusaTa Ha pes3yiTaTuTe OT M3CJeIBAHEeTO.
Bcaka mHbopmanmsa, KosATO He e oOeKT Ha oTueTa 3a lalueHTa, Tpsabea ma Oboe

JIECHOOOCT®BIIHA B JiabopaTopusaATa, MI3BBPUMIIA M3CJIEOBAHETO. I[I[POTOKOJIBT OT

uscyenBaHe MOxe Ia ObIe M3OaleH KakTO Ha XapTMEeH HOCHUTeJl, TakKa UM Ha
€JIEKTPOHEH HOCHUTEeJI.

5.1.5.2. IpoToOKOIM OT M3CJeOBaHe, CBIBPXAHUE :

Bceku NpOTOKOJ OT M3CJeneaHe TpAOBa Ia CBOBPXA HaM-Majiko cJenHaTa MHOopMaLMd:
5.1.5.2.1. HammMmeHOBaHMe (Hanpumep "IIPOTOKOJ OT mM3cCjgeneaHe") ;

5.1.5.2.2. HauMMeHOBAHMETO M alpeca Ha JabopaTopuaTa;

5.1.5.2.3. yHuKanHa uIeHTMOMKaLMS Ha [IPOTOKOJa OT M3CJeIBaHeTO (HalpuMep

IopeleH HOMEP) M MIeHTHOMKAlMS Ha BCSka CTpaHMla, 3a Ia ce yIOOCTOBepHu, ue
CTpaHMllaTa € 4YacT OT MNPOTOKOJia OT M3CJIEOBAHETO, U sCHa uIeHTUOMKaAUMS 3a Kpan
Ha MPOTOKOJA;

5.1.5.2.4. vMeTO Ha nauMeHTa/JuLUeTO, MUINPATUIIO MaTepuasa;

5.1.5.2.5. mmenTudmkaumsaTa Ha MBIIOJI3BAHUS METON;

5.1.5.2.6. omnmucaHMe, CBCTOSHME ¥ HeIBYyCMMCJIeHa MISHTUMOMKALMS Ha BCEKU
obekT (1), NOOJIOXEH Ha M3CcJelBaHe;

5.1.5.2.7. maTaTa Ha OJIydaBaHe Ha BCeku O0OeKT 3a M3CcJjieIBaHe, KOI'aTO TOoBa e

OT 3HaUeHMe 3a BaJMOHOCTTA UM OPUIJIOXMMOCTTA Ha pes3yJTaTuTe, ¥ maTaTa Ha
V3BBPUIBAHE Ha BCSAKO M3CJIeIBaHe;
5.1.5.2.8. pesyJaTaTuTe OT MBCJEINBaHETO UM KOT'aTO € MNONXOLAW0, eOMHULIUTE 3a

V3MepBaHe;
5.1.5.2.9. umeTo (MMeHaTa), IJIBXHOCTTA (IJBXHOCTUTE) U HNoInuca (IOONMUCUTE)
WY eKBMBAJIEHTHA MIEeHTUOMKALUMS Ha JMLeTOo (JauilaTta), KOeTo IrapaHTupa

BaAJIMOHOCTTA Ha MNPOTOKOJIAa OT MINUTBAHE WUJIM CBUIETEJICTBOTO/cepTudmrarTa 3a
KanubpupaHe;
5.1.5.2.10. xoraTo e HNOOXOIAWO, IEKJlapaluus, Ue pes’yJjiTaTUuTe Ce OTHacaT caMo 3a



ODeKTHUTe, MNOAJIOKEHM Ha M3CJenBaHe;
5.1.5.2.11. OpoToOKOIMTE OT M3CJelBaHe, KOMUTO Ca Ha XapTMeH HocuTeJs, TpsaAdBa
CBIIO Ia MMAaT HOMEP Ha CTpaHullaTa M obu OpoM Ha CTPaHULNUTE;
5.1.5.2.12. mnpenopbpuBa ce JabopaTopuMTe Oa BKJIOUBAT IpenylpexieHue, ue
NPOTOKOJI'BT OT M3CJEOBAaHETO He MOXe Oa ObIe BB3NPOM3BEXIaH OCBEH C NMCMEHOTO
paspemeHre Ha JjabopaTopuaATa M CaMO M3LAJO.
Oceen uHOoOpMaumsaTa no T. 5.1.5.2.1 - 5.1.5.2.12 NpoTOKOAUTE OT MBNUTBAHE
TpsabBa Ia BKJOUBAT CJIeOHUTE eJIEMEHTM, KOIaTO TOBa € HeoOXOoOMMO 3a
MHTepHpeTUpaHe Ha Pe3yJTaTUTe OT M3NMUTBAHETO:
5.1.5.2.13. OTKJIOHEHUS, OOMNBJIHEHMS UM MIKJIOUEeHMS OT MEeTOoIma 3a MICJIeIBaHEeTO

nHbpopMaumrsa 3a chneumdruHM YCJIOBUS Ha MBNUTBAHE, HANPUMEP YCJOBMS Ha
3aobukayidmarTa cpena;

5.1.5.2.14. xoraTo e OPMJIOXMMO, IekJlapalus 3a OlleHeHaTa HeOolpeneJIeHOCT Ha

VB3MEepPBaHETO; MHbOOPMALMSATAa 3a HEeOoNpeIeJIeHOCTTa € HeoOXOoauMma B NPOTOKOJIUTE OT

VBNIMUTBAaHE, KOTATO TA € OT 3HaueHMe 3a BalIMOHOCTTAa WM IPUJIOXMMOCTTAa Ha

pPes3yJTaTuTe OT UINUTBAHETO, KOT'aTO CE€ MBUCKBA OT MHCTPYKLUMMTE Ha HalMeHTa WK
KOT'aTO HEONIPEeIeJIEHOCTTAa BJMSAE BBPXY CBOTBETCTBMETO C TPaHULUTE OT
crneundmUraumaTa;

5.1.5.2.15. BCcgka monwJaHMTeJIHA MHOOpMalMsa, KOATO MOXe Ha Ce M3MCKBa OT
KOHKPETHM MEeTOIM WIM MNalLVeHTN;

5.1.5.2.16. MHeHUs ¥ MHTeplIpeTaluy, KOI'aTO TOBa € MNONXOLANO M HeODXOOVMO .

KoraTo ca nmameHM MHEeHMA UM MHTepnpeTauumu, JjadbopaTopuaATa TpadOea Oa OOKYMEHTMPA

OCHOBaHMETO, Ha KOeTO Ca HallpaBeHM Te3M MHEHMA UM MHTeplipeTaluun. MHeHUuATa U

mHTepliperagmumuTre TpF[@Ba Ioa 6’[3)1&'1‘ ACHO O3HAYEeHM KaTO TaKMpea B IIPOTOKOJa OT

M3NIMTRaAHeTO. MHeHMaTa U mHTrepliperaugmumuTe, KOI'aTO Ca BKJIIOUWEeHM B IIPOTOKOJIa OT
M3NOUTBAHETO, MOXe na obxpamaT, 6e3 Ia ce orpaHMuUaBaT C TOBa, CJEOHOTO:

5.1.5.2.16.1. MHEHMSA OTHOCHO OeKJlapauusaTa 3a CBbOTBETCTBUE/HECHBOTBETCTBME HA
pesyisTarnure C M3MCKBaHMATA;

5.1.5.2.16.2. cna3BaHe Ha JOrOBOPHUTE U3UCKBAHUA,

5.1.5.2.16.3. npenopbKH 3a HAYMHA 3a U3I0JI3BaHE HA PE3YyJITaTUTE.

B HsKOM cityyan MOXke J1a c€ OKaKe MOAXOAII0 MHEHHATA U UHTEPIPETALMUTE J1a Ce
CHOOIIST B MPSIK AUAJIOT ¢ KIMeHTa. To3u quanor TpsOBa na Obae JOKYMEHTHPAH.

6. MudopmupaHo cwriacue

6.1. Tunos o6pazerr Ha UHGOPMHUPAHO CHITIACKE 32 ChXPAHEHUE Ha OUOJIOTHYHH TPOOH.

®opma 3a HMHDOPMHpPAHO ChIVIACHE 3a CbXpPaHEHHE Ha OMOJOTMYHM NpoOH 3a Obaenio
u3CieBaHe

IIpoyuBane:
VYuactHUK (ume, hamunus, 6b3pacm):

BN e 0 1 3 1 DU PP
Jlekap (ume, gpamunus, menredon):



JleueOHO 3aBeneHUE:

CTPYKTYPHO BBEHO: ...eeueeeutieniteauteentteauteentteauseesseesaseaaseesaseaseesaseaseeanseaseessseanseesnseanseesssesseessseenne
PBKOBOJUTET HA TIPOYUBAHETO: ...uvveeuteeueeatieaureanseesuseaseeasseaseesuseanseessseanseesnseanseesnseanseesnseenseesnne
YBaxkaemu ['-0/I'-5k0 ydacTHUK,

[To Bpeme Ha mpectosi Bu B neuebHOTO 3aBeeHue Bamu Ouonornynu npodu (KpbB, JIUKBOP,
aMHHUOTHUYHA TEYHOCT, CTABEH MYHKTAT, KOCTHO-MO3bUEH acClupaT, CHIOMUOKapAUaIHa OUOIICUS U
Ip.), Ha3HaueHW OoT Bamiug sekyBain jiekap, ca B3€THU 3a AMAarHOCTUYHM Lenu. Upe3 Te3u mpodu
JIeKapuTe ca yCIelu J1a UACHTUHUIMPAT IpUYMHATa 32 BameTo 3a001siBaHe/ChCTOSHUE U CIIE TOBA
na Bu nexyBar anekBatHo. Cera Bu ce mpeanmara na ywyactBaTe JOOpPOBOJHO B TOBa HAy4yHO
IIPOYyYBaHe.

[IpoOute, KOUTO Bede CTE€ MPEIOCTABUIIMN 3a AUATHOCTUYHU 11€JIM, MOTaT Ja ObJIaT U3MO0JI3BaHU
3a JIONBJIHUTENHHU M3CIeBaHUs (KaTo OCTaThbUYHU MaTepHalii), yCTAHOBSIBAIM ETHOJIOTUYHOTO
ydacTUe Ha TO3W HMH(EKIMO3CH areHT B pa3inyHu KimHW4YHU mposiBu. C Tasu ¢opma Bue ce
chriacsiBaTe J1a TU MPEeIOCTaBUTE 3a ObACUIN MPOYUBAHUS.

Hsima 1a ce n3nuckBar JOMBIHUTEIHU IPOIEIYPH.

Bue HsiMa 1a monyuute o0naru oT y4acTHETO CH B TOBA IIPOyYBaHE.

Pesynrarute oT TOBa MpoyuBaHe ob6aye Morar Jja IOMOTHAT B JICYEHHETO Ha IPYTH MalleHTH.

3a na 3amuTuM Barmara uaeHTUYHOCT U KOH(PHUIESHIIMATHOCT, Bamiero nuMe BbpXy MpoOuTe u
KIIMHUYHOTO OMHCaHUE IIe ObaaT 3aMecTeHH ¢ u(poB koa. CIUCHKBT C UMEHATa M KOJIOBETE IIIe
ObJle ma3eH B 3aKIt0ueH (ailll 0T pPHKOBOIUTENS HA MPOYYBAHETO.

Yuyactuero B MMPpOY4YBAHETO HAMA [1a Bu xocTtBa HuIIIO.

Bue wumare mnpaBo na 3amaneTe BCSIKAaKBH BBIIPOCH, KOUTO HMMare IO OTHOLICHHE Ha
IIPOYUYBAHETO.

[Ipenu na B3emeTe pelieHre 3a yyacTHe B TOBa IpoyuBaHe, Bue Tps6Ba na cre:
* O0CHAUIN TPOYYBAHETO C PHKOBOAMUTENS Ha MIPOYYBAHETO

* [Ipouenu undopmanusTa B To3u GopMyssip u

* 3a/1aJI1 CBOMTE BBIIPOCH.

[TanuenTsT Oeme MHGOPMHUPAH U CE€ ChIVIACH Ja ObJIe 3ala3eHO OCTAHAIOTO KOJIMYECTBO OT



HeroBaTa OMOJIOTHYHA TIPo0Oa 3a MPOBEXKIaHe HA OBJICIIN HAYYHH NMPOYUBAHHUS.

VYuactHuk: Upe3 noamnucBaHeTo Ha Tazu ¢opma 3a cbriiacue Bue nokaspare, ye 100OpOBOJIHO
cTe U30paiy Jja ydacTBaTe B TOBA IPOYUBAHE.

Pa3bupam u cpM chriiaceH ¢ BCHUKO 0OSICHEHO MO-TOPE U I'O yIOCTOBEPSIBAM C IOAINKCA CU:

(moamuc Ha y4acTHUKA) (mara) (ume u pamums)

3aKoHEeH MMPEACTAaBUTCII Ha YdYaCTHHKA: I{pe3 moamnuca Cu II0-A0JIy IIOKas3BaTe, 4€ aaBaTe
ChIJIaCHUEC HAa YYaCTHHKA JJa B3CMC Yy4aCTUC B TOBA NPOYYBAHC.

(moamuc Ha 3aKOHHUS (mara) (ume u pamuIus)
IpeICTaBUTEIN Ha
Yy4aCTHUKA)

(Ilognuc Ha 3aKOHEH IMpPEACTaBHTEN HAa YYaCTHUKA Ce M3HCKBA 3a XOpa, KOUTO HE Morar Ja
Jla1aT caMU ChIVIACUETO CH.)

JInne, ob6sacHuino npoyuBanero: Ilonnucst Bu o3HauaBa, ye cTe 0OSICHUIM MPOYYBAHETO HA
YYaCTHHKA/3aKOHHUSI MY TNPEICTaBUTENI U CT€ OTTOBOPMUIM Ha BCHUYKHM HETOBH BBIPOCH OTHOCHO
IIPOYYBAHETO.

(moamuc Ha TUIIETO, (mara) (ume u hamMums)

00SICHIIIO ITPOYYBAHETO)

7. KpuTepuu 3a Ka4eCcTBO HA U3BbPUIBAHATA IEHHOCT

7.1. PbKOBOAHMSAT MepcoHa Ha 1abopaTopusiTa Ch3/1aBa, BHEAPSABA U MOIIbpPKA
cucTeMa 3a KauecTBO, OTToBapsiia Ha cepara Ha JEHHOCTUTE, KOUTO TS U3BBPILBA,
MOJIKpEereHa ChC ChOTBETHATA IOKYMEHTALUS.

7.2. JJaboparopusiTa yuacTBa B HaIl[MOHAJIHA CUCTEMa 33 BHHILIHA OI[CHKA Ha
KayeCTBOTO HA Pe3yJTaTUTE U/UITU MEKIyHapOJHA HETHPTOBCKA CUCTEMA 3a BbHILIHA
OIICHKA Ha KauyeCTBOTO.

7.3. JlaboparopusTa U3I0JI3Ba KOHTPOJIM U CTaHJAPTHU 3a IPOBEPKa Ha Ka4eCTBOTO Ha



M3CIIC/IBAaHMSTA, CHOOPA3CHN C U3MOI3BAHUTE METOIUKH 1 BUJIA HA H3BBPIIBAHNTE
uscneasanus. [Ipu usnon3Bane Ha TOTOBU HaOOpH 3a U3Cie/IBaHE (KUTOBE) Ha
BUPYCHHU MapKepH (aHTUTeHU, aHTUTEJIA, HyKJICMHOBH KUCEIIMHU) CTPUKTHO JIa Ce
NpUIbpKa KbM M3UCKBAHUATA HA IPOM3BOIUTENS 32 U3MOI3BAHE U OTYUTAHE HA
IPEIOCTaBEHUTE OT HETO KOHTPOJIH.

7.4. JJaboparopusiTa mpu HEOOXOAUMOCT TOBTAps U3CIEBAHUATA C JPYTU METOIU
W/MITH TECTOBE 32 OCUTYPSIBAHE KaYECTBOTO Ha W3BBPIIBAHUTE M3CIICIBAHHA.

7.5. Iloka3arenu 3a Ka4eCTBO HA JUAarHOCTUYHATA JEHHOCT.

KonTponbT Ha mokazarenure TpsiOBa 1a ObJie MITAHUPAH U TMPETIIKIaH U MOXKE J1a
BKJII0YBa, 0€3 J1a ce OrpaHuy4aBa C TOBA, CIICHUTE CIEMEHTH:

7.5.1. u3non3BaHe Ha cepPTUPHUIUPAHN CPABHUTEIHN MAaTEPHAIH W/ UM BbTPELICH
KOHTPOJ Ha Ka4€CTBOTO € IOMOIIITAa HA BTOPUYHH CPABHUTCIIHU MATCPUAIIN,

7.5.2. ycriemHo y4yacTie B IpOTpaMH 3a MEX/1y1a00paToOpHH CPaBHEHUS M N3TUTBAHUS
3a IPUTOJJHOCT;

7.5.3. IOBTOPHU M3CIIEABAHUS C TIOMOIITA HA CHIIUTE WU PYTH METO/IN;

7.5.4. mocienBaIio HOBO U3CJIEIBAaHE HA 3alla3eHH OMOJIOTUYHH TPOOH;

7.5.5. xopejaumusa Ha Pes3yaTATUTE 3a Pa3IMUHM XapaKTEepUCTUKM Ha obeKTa.
8. MHbopMMpPaHOCT Ha MNALMUEHTUTE

1. HeobxomumMoO € NauMeHTB T Ja ObIae MHOOPMUPAH:

1.1. 3a 3HaA4YEHMEeTO M OMATHOCTMYHATA CTOMHOCT Ha M3CJEeOBaHeTO;

.1.2. 3a mpyrr HeoOxXomoMMM 3a AOMaTlHO3aTa [NapakJIMHUUHM M3CJIeOBaHUL;

1.3. OTHOCHO IOCTOBEPHOCTTa Ha MHOOpMaLMATa OT M3CJEIBaHETO;

.1.4. OTHOCHO KOHQUMIEHLMAJIHOCTTA Ha MHOOpMALMATa OT M3BBPIUEHUTE
BUPYCOJIOTMUYHY M3CJIeNBAHUA;

8.1.5. 3a eBeHTyaJIHUTE YCJIOXHEHMs M CHBUIECTBYyBallMTe PUCKOBE OT MNpOoBexIaHe Ha

0O 0O 0O O o
. o .

M3CJIeOBAHETO.

8.2. IlepcoHan®sT Ha JlabopaTopMsaTa HOCKM OTI'OBOPHOCT KAKTO 3a HOCTOBEPHOCTTA Ha
pes3ynTaTuTe OT M3CJelBaHMATa, Taka M 3a 3alas3BaHeTO Ha KOHPMIESHLMAJIHOCTTA Ha
yHbopMauMaTa, I[IOJlydeHa CJiell M3BBbPUIBAHETO MM.

9. Tabmmua 3a CBIOCTABMMOCT Ha HMBATa Ha KOMIIETEHTHOCT

N MuHuMaITHA
Hugo Ha 31paBHU Amnaparypa u Heitnoct/
[Iepconan W3MCKBaHHMS 32
KOMIETEHTHOCT| W3UCKBaHHUS | JAPYTH YCIOBUS KOMIIETEHTHOCT .
obem aerHoCT
Btopo W3UCKBaHU M3UCKBaHU PvkoBoaut JEHHOCTUT 1200
HHUBO HasgTanoT.3.2u lramnoT. 4.1.1, |en Haeno T. 4.1.3, |m3cieaBaHus
KOMITETEHTHOCT T. 3.3. T. 4.4.1.2 u maGoparopust — T. 4.4.3.2,
T. 4.4.1.3. nekap c T. 4.4.3.3,
npugo0uTa T.4.43.4,
CHEIIMATHOCT T.4.4.3.5,
,Bupycosorus’ T. 4.4.3.6,
; T.4.43.7u
JeKapu U T.4.4.3.8.
ounomo3n — oT 2
10 4;

MCIUIINHC



KU JTa0OpaHTH —

oT 2 110 4;
TIOMOIIIEH

MepPCOHAN — OT
1 no 2.

Tpero W3HUCKBaHU W3UCKBAaHU PvxoBoaut JNEHHOCTUT 1500
HHUBO HagranoT.3.2mu l[ranoT.4.4.1, en Hae 1o T. 4.4.3, M3cieaBaHuUA
KOMITIETEHTHOCT T. 3.3. T. 4.5.2.2, nabGoparopusi — T.4.5.3.2,

T.4.5.2.3, nexap c T. 4.5.3.3,
T. 4.5.2.4, mpunobuta T.4.5.3.4,
T. 4.5.2.5, cnenuaaHOCT T. 4.5.3.5,
T. 4.5.2.6, ,,Bupyconorus” T.4.5.3.6,
1.4.5.2.7, | T.4.5.3.7,
T.4.5.2.8 1 JeKapu T. 4.5.3.8,
T.4.5.2.9. 6uomx03u — OT 2 1.4.5.3.9,

1o 4; 1. 4.5.3.10,

MEIULIMHC T.4.5.3.11,

KK 1a00paHTh — T. 4.5.3.12,

oT 2 110 4; T. 4.5.3.13

MOMOIICH |
MepCOHAI — OT 2 T. 4.5.3.14.
1o 3.



