HAPE/IBA Ne 41 ot 26.08.2010 r. 3a yTBbp:KIaBaHe HA
MEIULUMHCKH cTAaHAAPT "MeauuuHCcKa napa3urosiorusa"

W3nanena or MUHHUCTBPA HA 37IpaBeonazBaHeTo, o0H., [IB, Op. 68 ot 31.08.2010 1., u3M. u
nortt., 6p. 106 ot 23.12.2014 r.

Yaen enuucrBeH. (1) C Ta3u Hapenba ce yTBbpXkKAaBa MEIUIUHCKUAT CTaHAAPT
"MeauumHCcKa Mapa3uToaorus’ ChIrilaCHO MPUIIOKEHHUETO.

(2) [eiiHocTTa mO MEIMIIMHCKA IAapa3UTOJIOTHS CE€ OCHIIECTBABA IPU CIIa3BaHE Ha
CTaHJIapTa Mo aj. | W ce U3MBIHIBA OT BCHUYKH JICUCOHH 3aBEJCHHS, B KOUTO CE OCBIICCTBSIBA
JIEHHOCT MO MEAUIIMHCKA Tapa3uTOIOTUs.

(3) B wuspuuHO mNOCOYEHUTE B MPUIOKEHHETO CiIydau Hapeabara ce Ipwiara 4 3a
naboparopunuTe Ha PErMOHAHUTE WHCIIEKIIUU 32 OMa3BaHe U KOHTPOJ Ha OOIIECTBEHOTO 31paBe
1 oT Harmmonanmuust IEeHTHp 10 3apa3Hu U Mapa3uTHU OOJIECTH.

SAKVIIOYUTEJIHUA PASITIOPEIBU

§ 1. VYkazanus 0o mnpuiaraHeTo Ha Ta3u Hapenda ce JaBaT OT MHUHHCTbpa Ha
3/1paBEOIa3BaHETO.
§ 2. Hapenbata ce uzaBa Ha ocHOBaHHe 4. 6, aj. 1 oT 3akoHa 3a JJeyeOHHUTE 3aBe/ICHUSI.

[IpunoxexHne
KBM UJIeH eIMHCTBEH, aji. 1

(MIzm. m pmom. — 1B, 6p. 106 or 2014 1. )

MEIUIMHCKM CTAHIOAPT
"MEIUIMHCKA I[NIAPA3UTOJIOTUA"

1. O61mu nonoxxeHus

MenuumHcKaTa napasuToaOrus € CaMOCTOSATEIHA MEUIIMHCKA CIIELIMAITHOCT U €
HayyHa JMCUUIUIMHA. TS ocurypsiBa MeIMLIMHCKOTO 00CTyKBaHEe Ha JIULA C
napa3uTHU 00JIECTH, KOETO BKIIIOYBA KIIMHUYEH IpEeTJie]], €THOJIOrnYHa
JMarHo3a, Heo0XOAMMH MaHUITYJIAUU U JOIbJIHUTENIHN U3CIEeIBAHNS, IPOBEXKIaHE
Ha Tepanus U JUCIaHCEPU3alts, KAKTO ¥ €NUIEMUOJIOTHYEH Ha30p U KOHTPOJI,
npodUIaKTUKa, IPOMOLIMS Ha 3PaBETO, METOAMYHO-KOHCYJITaTUBHA IEHHOCT U
Hay4YHU IPOYYBaHUA B Ta3u 00JacT.

[Tapa3uTonoruyHNUTE U3CIEIBaHUS ca OOEKTUBHHU IO CBOSI XapaKTep, KOETO €
€IHa OT IPUYMHUTE 3a IOCTOSTHHOTO YBEIMYaBaHE Ha CIIEKThpa Ha
U3I0JI3BaHUTE METOAU. Bbp30TO pa3BuTHE Ha MEeAUIIMHCKATA [1apa3uTOJIOTUs
KaTo HayKa U MpaKTHKa, KAKTO U Ha JJabopaTopHaTa TEXHOJIOTHsI, BOJAT J10
HENPEeKbCHATO BbBEXKJaHE HA HOBU IOKa3aTeNN, METOJU U araparypa, a ChIIo U
Ha HOBU TEPANEeBTUYHU MOAXOU U ChbBPEMEHHH HAyYHOOOOCHOBAHU MEPKH 32
KOHTPOJI Ha Iapa3UTO3UTE.

1.1.JlefiHOoCTTa IO MEAUIIMHCKA TAPA3UTOJIOTHS C€ U3BBPILBA B CIEIHUTE
CTPYKTYpH:

1.1.1. CtpykTypu Ha JieueOHHUTE 3aBe/IeHUs 32 U3BbHOOIHUYHA ITOMOII] -
Napa3uTOJIOTHYHU JJabopaTOopuu U aMOyIaTOpUH 3a ClelHaTu3upaHa



M3BBHOOJIHUYHA MTOMOII] 110 TApa3UTHU OOJIECTH.

1.1.2. CtpykTypH Ha jle4yeOHUTE 3aBEeCHHUS 32 OOJIHUYHA TOMOIIL;:

1.1.2.1. OTaenenus mo neauaTpusi, BbTPEITHNA OOJECTH U MH(PEKITNO3HU OOJIECTH
OT I'bPBO HUBO HA KOMIIETEHTHOCT CHIVIACHO CbOTBETHUTE CTaHAAPTH.

1.1.2.2. (Jon. — AB, 6p. 106 ot 2014 1.) OTACICHUS/KIUHUKH 110

neuaTpus, BbTPELIHHA 001eCTH, HH(PEKIINO3HNA OO0IECTH, XUPYPTHsl, aKyIIEPCTBO U
TUHEKOJIOT U, aHECTE3MOJIOT Ul 1 UHTEH3UBHO JIEYEHHE OT BTOPO HUBO HA
KOMIIETEHTHOCT ChIVIACHO ChOTBETHUTE CTaHIAPTH.

1.1.2.3. (U3Mm. u gom. — JIB, 6p. 106 ot 2014 r.) OTneneHus/KIMHUKA 110
MEIMIIUHCKA MTapa3uTOJIOTHs, IEANATPUS, BBTPEIIHU 00JiecTH, MH(EKINO3HH OoJecTH,
XUPYPrusi, aKylepcTBO U THHEKOJIOTHSI, aHECTE3UOJIOTUSI M MHTEH3UBHO JICUEHUE OT
TPETO HUBO HAa KOMIIETEHTHOCT CBhIVIACHO ChOTBETHUTE CTaHIAPTH.

1.1.3. HanmroHaneH neHThp 1Mo 3apa3Hy U Mapa3uTHH O00JIECTH, OTAEI
"ITapa3uTonorus ¥ Tponuyecka MeauLrHa".

1.1.4. [Tapazuronoruynu 3BeHa kbM PMMOKO3.

1.2. OCHOBHU €JIEMEHTH 3a Ka4eCTBOTO Ha NPO(PUIAKTUUHUS U
JTUArHOCTHYHO-JIEYeOHUS TPOoIleC B 00JIaCTTa Ha CIICUAIHOCTTA "MenuiuHCcKa
napasuTosorus':

1.2.1. Cna3BaHe Ha OOIIMTE U3MCKBAHUS 32 OPTaHU3AIUATA U JCHHOCTTA Ha
CTPYKTYpHUTE, B KOUTO CE€ U3BBPLIBAT IEHHOCTH 10 METUIIMHCKA [Iapa3UTOJIOTHSL.
1.2.2. 3agpmxuTeneH (MUHUMaJEH) 00eM U3CIeABaHMs 1 MUHUMAJIHA anaparypa
3a U3BBPIIBAHE HA JEHHOCT IO MEIUIIMHCKA apa3uTOJIOTHs B
Mapa3uTOJIOTHYHUTE CTPYKTYPH.

1.2.3. IlpenoppuBaHy aHaIUTUYHU IPUHIUIIN 32 OCHIIECTBIBAHE HA AEHMHOCTTA
M0 MeTUIIMHCKA Napasuronorus B Pemybnuka bearapus.

1.2.4. IIpoBexxmane Ha BbTpenabopaTOPeH KOHTPOJ M OIIEHKA Ha Ka4eCTBOTO Ha
nabopaTopHaTa TUarHOCTUKA Ha Mapa3uTO3MTE.

1.2.5. YyacTue Ha mapa3uTOJIOTMYHUTE JAOOPATOPUHU B HAIIMOHATTHA CUCTEMA 32
BBHIIIHA OI[EHKA Ha KaueCTBOTO, OChIIECTBsIBaHAa OT HalmoHanHus eHThp Mo
3apa3uu u napasutau 6onectu (HL[3TIb) u brarapckara aconuanus Ha
MeAuIMHCKUTE napa3uTtono3u (BAMII);

1.2.6. YuacTtue Ha HalmoHaIHaTa pedepeHTHa J1abopaTopusl B MEXYHAPOIHO
IpU3HAaTa BbHIIHA HETHProBCKa J1abopaTopHa cUCTEMa 3a OLIEHKa Ha KaueCTBOTO.
1.2.7. Cna3BaHe Ha mpaBmiaTa 3a 100pa MEIUIIMHCKA TIPAKTHKA, 32 KIIMHUIHO
NOBEJICHHUE, TapaHTHPAIIX CTAHJAPTHO Ka4eCTBO HAa METUIIMHCKOTO OOCITy>KBaHEe
Ha MalMeHTH C Mapa3uTo3u.

1.2.8. IIpoBexx1aHe Ha €PEeKTUBEH EMUIEMHOIOTUYEH Ha130p U
MPOTUBOENHIEMUYEH KOHTPOJ HA apa3sUTO3UTE.

1.3. O6mu u3nuckBaHus 3a MPOQPeCcCHOHATHA KOMIIETEHTHOCT KbM JIUIATa B
CTPYKTYpH, KOUTO OCBIIECTBSIBAT IEHHOCTH B 00JaCTTa HA MEIULIMHCKATa
[apa3uTOJIOTHs B JIeyeOHHU 3aBeICHUS 32 U3BbHOOIHIYHA U OOJHUYHA TIOMOLII.
1.3.1. CnenuanucTsT 0 MEAUIIMHCKA ITAPA3UTOJIOTUS B3€MA PEIICHUS BbB
BCHYKHU 00JIaCTH Ha MATOJNOTHITA, TPUUMHSABAHA OT APA3UTH, U MOXKE /1a
o0OydaBa U KOHTposMpa paboTaTa Ha JeKapu 0e3 CIeHalHOCT B 00J1acTTa Ha
MEIUIIUHCKATa Mapa3uTOIOTHsL.

1.3.2. CnenuanucthbT O MEIULIMHCKA [Tapa3uTOJIOTUs OBHILIABA KBaU(UKALIUATA



CH Up€3 CaMOCTOATENIHA MOATOTOBKA U UPEe3 y4yacTHE B KypCOBO WM
VHAMBUAYAJIHO CIEAJUIIIIOMHO O0yYeHHE HE T0-MAJIKO OT €MH IIbT HA JIBE
TOJIUHH.

1.3.3. Cnenumanuctute Mo 34paBHU IPUKU (JJAOOpAHTH, CECTPU U CAHUTAPHU
MHCIIEKTOPH) ca C MUHMMaJIHa 00pa30BaTeIHO-KBATU(UKALIIOHHA CTETIEH
"mpodecronaneH 6akaiaBbp" UM ¢ IpUpaBHEHATa HA HEsl CTETEH "CIeluaiucT
no" ¥ NOBMIIABAaT KBaIU(UKALUATA CH.

1.3.4. JlTabopaTopHuTe pabOTHUILIM U CAHUTAPUTE UMAT HAl-MaJIKO OCHOBHO
obOpa3zoBaHmue.

1.3.5. 3uckBaHusITa 32 KOMIIETEHTHOCT, 3aAbJDKEHUS, OTTOBOPHOCTH U IpaBa
Ha [1epcoHajla Ha CTPYKTypaTa 110 MEJUIIMHCKA apa3uToJIOr sl ce
peraaMeHTHpaT upe3 AIbKHOCTHU XapaKTEPUCTHKY.

1.3.6. CtpykTypuTe TpsiOBa Ja ©MaT IIporpama 3a KBaIu(puKausITa Ha
NepCcoHaNa, BKIIOYUTEIHO cenn(GuuHOo 00ydeHne 3a OCUTypsiBaHE HA KAYeCTBOTO
Ha 1a00paTOPHUTE YCITYTH.

1.3.7. Cienmpuunu M3UCKBaHUA KbM MpodecnoHanHaTa KOMIETEHTHOCT Ha
JMLaTa B CTPYKTYPUTE, U3BBPIIBALIM ICHHOCTH 10 MEIULIMHCKA [1apa3UuTOJIOTUs B
JedeOHUTE 3aBe/ICHHs 32 N3BbHOOIHUYHA MTOMOIII - TAPA3UTOIOTUIHU
nabopaTopuu U aMOYJIaTOPUU 3a ClIeLUATN3UpaHa U3BbHOOIHUYHA TOMOIIL IO
napa3uTHU OOJIECTH:

1.3.7.1. CrpykTypuTe, U3BbpPLIBALIMU ACHHOCTH 110 MEAULMHCKA TAPA3UTOJIOT U B
JedeOHUTE 3aBe/ICHN 32 N3BbHOOIHUYHA TTOMOIII - TAPA3UTOIOTUIHU
nabopaTopuu U aMOyIaTOpUUTE 3a CHelUaIu3upaHa N3BbHOOIHNYHA TIOMOLI] 110
napasuTHU 0OJIECTH, C€ PBKOBOJSAT OT JIEKAp C
00pasoBareHO-KBaIM(PUKAIIMOHHA CTENEH ""MarucThp' 1Mo MEIUIMHA U C
pu3HaTa crienuanHocT "MeaunuHcka napasutojorus'.

1.3.7.2. B Te3u cTpyKTypu Morar aa paboTAT JIeKapy ¢ pU3HaTa

crenuanHocT "MenuuruHCKa Napa3uToIorus" WK 3a4MCIeHH B Iporpama 3a
npu00MBaHe Ha Ta3U CIELUAIHOCT B pAMKUTE Ha TPU FOJIMHU OT 3all04BaHe Ha
paboTta B ChOTBETHATA CTPYKTYpa, OMOJI03U (MAaruCThpcKa CTETEH),

CHELHATNCTH 110 3paBHU I'PUXKH (JIAOOPAHTHU U CECTPH), TAOOPATOPHU
pabOTHUIU U CAHUTAPH.

1.3.7.3. Toukn 1.3.7.1 u 1.3.7.2 ce npunarar u 3a napasuToJoru4HaTa

nerinoct B PMOKO3.

1.3.8. CriertupnyHu U3MCKBaHUA KbM Mpo(ecuoHanHaTa KOMIETEHTHOCT Ha
JUIaTa B CTPYKTYpUTE, U3BBPIIBALIYN IEHHOCTH IO MEIUIIMHCKA Tapa3UTOJIOTHS B
JeyeOHUTE 3aBe/IeHHs 3a OOJTHUYHA ITOMOIL OT ITBPBO U BTOPO HUBO Ha
KOMIIETEHTHOCT:

1.3.8.1. He e Heo0X0oAMMO HaJIMUYUE HA CIIELUAINCT C PU3HATA CIIEIUATHOCT

0 METUIIMHCKA Mapa3uTOJIOTHsl, HO BCHUKH MAlUEHTH ChC CbMHEHHUE 32
Napa3yuTO3M Ce HACOUBAT 3a M3CJIE/IBAHE B MAPa3UTOIIOTUYHA JTabopaTopus 1
KOHCYJTAIlMs U Ha3HaYaBaHe Ha JICYEHHE OT CIEHUAINUCT 110 MEJUIIMHCKA
Hapa3uTOJIOTHSL.

1.3.9. Cnenuduynu U3UCKBaHUSA KbM MpodecHoHaTHaTa KOMIIETEHTHOCT Ha
JMIaTa B CTPYKTYPHUTE, U3BBPIIBALIY JICHHOCTH MO0 MEAULIMHCKA Tapa3uTOIOTUs B
JedyeOHUTEe 3aBeIeHNs 3a OOJTHUYHA [TOMOII OT TPETO HUBO:



1.3.9.1. HeoOxoaumo € HaTM4YMeTO Ha TTOHE IBamMa CTCITUAIKICTH C PU3HATa
CHEIUAJIHOCT 110 MEULIMHCKA Iapa3UTOIOTHSI.

1.3.9.2. YnpaBieHueTo Ha JEHHOCTUTE B MAPa3UTOJIOTHYHOTO OT/ICJICHUE CEe
OCBUIECTBSIBA OT HAYaJHUKA HA OTAEJIEHUETO U CTapllaTa MEAUIIMHCKA CecTpa.
1.3.9.3. HauaIHUKBT Ha OTJIEICHUETO IUIAHUPA, OPraHUu3upa, KOHTPOJIHPA U
OTroBaps 3a: LsJIOCTHATAa MEAULIMHCKA JEHHOCT U U3IPABHOCTTA HA
MeAMIIMHCKATa JOKYMEHTAIUs; UKOHOMUYECKaTa e)eKTUBHOCT; HH()OPMALIMOHHOTO
OCUTYpsIBaHE; B3aUMOJEHCTBUETO C IPYI'H CXOJIHU MEAULIMHCKU CTPYKTYPH U
PMOKO3; kagpoBaTa noJIMTUKA B OTACIICHUETO; MOTUBHUPA, TUIAHUPA U
OCBIIIECTBSIBA MOBUIIIABAHETO Ha MPO(EeCHOHAIHATa KOMIIETEHTHOCT Ha MIEPCOHAIA.
1.3.9.4. Crapmiara MeIMIIMHCKA CECTpa € ¢ 00pa3oBaTeIHO-KBAIM(PUKAIIMOHHA
creneH "0akanasp" win "MarucTep' Mo crenuanHocTTa "'YpasieHue Ha
3paBHUTE FPUKH".

1.3.9.5. Crapmiata MeIMIIMHCKA CECTpa IUIAHUPa, OPTraHU3UpPa, KOOPIAUHUPA,
KOHTPOJIMPA M OTrOBaps 3a KAYeCTBOTO HA 3[JPaBHUTE I'PUKH 32 MALIUSHTHUTE.
Opranusupa, MpoBeXk/1a 1 KOHTPOJIUpa MpoHIaKTHKATa Ha TIEpCOHAlIa B
OTJICJICHUETO; OPTaHU3Hpa MPABUIHOTO MPOBEXKIaHE HA MPOTUBOCTUACMUYHUS
pexum corriaacHo n3nckBanusaTa Ha PMOKO3; unenyBa B CbhBeTa 110 3jpaBHU
TPUXKU KBbM JIe4eO0HOTO 3aBEJICHHE.

1.3.9.6. B mapa3uToIOrHYHOTO OT/ICIICHHE MOTAT J1a paboTAT U JeKapu 0e3
npuno0uTa CeramTHoOCT.

1.3.9.7. B napa3suToa0ru4HOTO OT/AEICHUE MOXKE J1a CE 3BbPIIBA
yueOHo-TIpenoaBaTeNcka JEHHOCT Ha CTYIGHTH 10 MEAUIINHA, CTaXKaHT-JIeKapu
¥ 00y4eHHe Ha CTIeHUATH3UPAIIH JIGKAPH, JOKTOPAHTH ¥ MEJUIIMHCKU CECTPH
CBIJIACHO JelicTBalaTa HOPMAaTUBHA ypeaoa.

1.3.9.8. B napa3suToa0oru4HOTO OT/EIEHUE MOXKE J]a CE€ U3BbPIIBAT MEIULIUHCKU
HAy4YHU H3JIe/IBaHUs B 00JaCTTa HA HOBU JUATHOCTUYHU U T€PANIeBTUYHU METOIN
Y KJIMHUYHU U3MUTBAHUS Ha JIeKapcTBeHH NMpoaykTH ot ¢aza IL, [ITu IV B
CBhOTBETCTBUE ChC 3aKOHA 3a 3/IpaBETO, 3aKOHA 3a JIEKapCTBEHUTE NIPOAYKTH B
XyMaHHaTa MeJMLMHA U MOJ3aKOHOBUTE HOPMAaTUBHU aKTOBE 110 MPUJIATaHETO UM,
KaKTO U HAYYHH U3CIICBAHUS HAa €TUOJIOTUATA, STIHIEMUOIIOTHSATA,
naToreHe3aTa, KJIMHUKATa, IMarHOCTUKATa, IpoQUIaKTUKaTa U TepanusTa Ha
napa3uTHUTE OOJIECTH.

1.3.10. U3uckBanus KbM OT/€Ia IO Mapa3uTOJIOTUs U TPOITMYECKA MEAUIIMHA
kbM HI3IIb:

1.3.10.1. Otnenst ce ppKOBOAU OT XaOMIUTHUPAHO JIULE C TPU3HATA
CHEIUAJIHOCT 110 MEINULIMHCKA Iapa3UTOIOTHS.

1.3.10.2. JIabopaTtopuute B OT/i€1a C€ PHKOBOAAT OT XaOWJIUTUPAHHU JIHIIA C
IIpU3HATA CIIEHUAIHOCT 110 MEAULIMHCKA [Tapa3uTOJIOTUsl.

1.3.10.3. B oTmena morar jia paboTAT JICKapH ¢ IpHU3HATA CIIEITUATHOCT
"MeaunmHCKa Mapa3uToNorus" UK 3a4KCIICHU B IIporpama 3a npuao0uBaHe Ha
Ta3M CIEMUAIHOCT B paAMKUTE Ha TPU F'OJIMHU OT 3all04BaHe Ha paboTa B
nabopaTopusTa, 0MoJ031 (MarucThbpcKa CTENEeH), CHeHUAINCTH 10 3paBHU
TpUXKU (JJaOOpaHTU, CAHUTAPHU UHCIIEKTOPH U CECTPHU), JIaOOpaTOPHU
pabOTHUIIM, CAHUTAPU U TEXHUYECKH CHTPYIHUIIH.

1.4. I'pannyHu 007aCTH Ha CTIEMATHOCTTA "MeIUIIMHCKA TTapa3uToIoTHs ",



CrienuaaIHOCTTa TPAHWYHN C METUITUHCKUTE CIICIIMATHOCTH: BTPEITHU 00JIeCTH,
JIETCKU 00JIeCTH, XUPYPTHSI, MUKPOOUOJIOTHSI, BUPYCOJIOTHS, CITHISMHUOJIOTHSI,
KJIMHUYHA aJIeprojIorus, HHYEKIIMO3HH OOJICCTH, THEBMOJIOTHS U (DTU3HATPHS,
KOXHH U BEHEPHUECKH 0O0JIeCTH, HEPBHH 0O0JIECTH, 0011a MEIUIIMHA, OHKOJIOTHS,
ncuxuarpus v Jap. CbC ChbBPEMEHHU KJIMHUKO-IA00PaTOPHH METOIH CE€ TIOCTUTA
TOYHA €THOJIOTUYHA JUArH03a Ha peIiia ChCTOSHUA B cepara Ha N30pOCHUTE
CIIELUATHOCTH.

2. VIBMCKBaHMSA KBM CTPYKTYPMUTE 3a OCHUIECTBsABaHEe Ha IeMHOCTTa II0
cneumanHocTTa "MemmumHCKa HapasmuTororma”:

2.1. VBuCKBaHMUA KBM [Napas3uUTOJIOTMUHUTE JlabopaTopUM B CTPYKTYPUTE Ha
JleueOHMTe 3aBeleHMUs 3a M3BBHOOJHMYHA I[IOMOLl, B CTPYKTYPUTE Ha JieueOHUTe
3apeleHud 3a OOJIHMYHA IIOMOL, OT TPeTO HMBO Ha KOMIETeHTHOCT M B PIMOKO3.

2.1.1. TloMemeHMATa OTIOBApAT Ha IOelCcTBauMTe B CTpaHaTa 3IPaBHU
VUB3UCKBAHMSA, IOOKA3aHO CBC 3akJIoUeHMe OT PerMOHaJIHUTE MHCIEeKLUUM 10
olla3zBaHe M KOHTPOJI Ha OOmeCTBEHOTO 3mpaBe (PUMOKO3) .

2.1.2. Heobxomumu ca cjenmHuTe (QYHKLUMOHAJIHO oBocofeHM MecTa: uYakallHdg,
perucTpaTrypa, MaHUIYyJAalLUMOHHAa, M3CJeIBaHe Ha (QekaJiHM NpobuM U ypMHA,
nscjiegBaHe 3a TBKAHHM M KPBBHU IIapa3nTy, CEPOJIOTMYHUM MI3CJIeOIBaHMA,

MMAJIHA, CKJIaZoBM IIOMElleHUsS, CaHUTapeH Bb3eJl.

2.1.3. Pa3noJioOXeHM Cca B I[IOMEUleHMs, I[JIomTa Ha KOMTO II03BOJIABA
crneundmuHMTEe JIabOPATOPHM HOEMHOCTM Ia OBbHAT M3BBPIUBAHM KAWECTBEHO, C
nNpolLenypuTe 3a ylpaBJIeHMe Ha KadeCTBOTO, C 0e30lacHOCTTa Ha [NepcoHajla u
rpuxaTa 3a 3IpaBeTo Ha IalMeHTa.

2.1.4. OCBeTJIEHMETO M BeHTHUJIALMATa OTIOBaAPSAT Ha M3BBLPUBAHUTE IPOLelypu
CBIJIACHO HOPMATUBHO YyCTaHOBEHUTE 3IOPaBHUM M3UCKBAHUA.

2.1.5. MlpujiaraT ce nOpolenypu 3a NonnbpXaHe Ha oDOpyIBaHETO upes
IOOKYMEHTHMpPAaHe Ha [NePUOIMYHMTE [POBEepkM Ha OOOPYyINBaHETO.

2.1.6. TepmocTaTuTe, XJIAOWUJIHMLUMTE U OpM3epUTe NONOBPXAT 3allalleHaTa MM
TeMIepaTrypa, 3a KOeTO Ce CcJjleIu eXeIHEeBHO M ce oTbendsBa B JjlabopaTopeH
XKypHaJ.

2.1.7. CnasBaT Cce BCHUKM M3MCKBAHMA, CBBP3aHM CBC 3OPaBeTO M OxXpaHarTa
Ha Tpyla Ha IIepcoHajla; MNPOTMBOIIOXApHATa OXpaHa; CbXPaHEeHMEeTO Ha
XVMWYHN, OMOJIOTUYHNY U PanroakKTMBHM MaTepMaJin.

2.1.8. IpujaraT ce npabuia 3a Ie3MHPEeKLMs, CTepuIM3aluMsa M OeCTPYKUMSa Ha
KJIMHMYHMTE MaTepuanay, CcboOpaseHM CBC IOeMcTBallaTa HOpMaTMBHa 6Oasza.

2.1.9. CrpykTypaTa M OEeMHOCTTa Ha 3BEHOTO Ca peIJlaMeHTHPAaHU B
OpaBUJIHMKA 3a YyCTPOMCTBOTO, INEMHOCTTAa UM BBTPEWHMS pel, C KOUTO ca
3al03HATM BCHMYKM paboTemy B JjabopaTopmaTa.

2.1.10. VzBBpWBAT Ce M3CJeIBaHMS CaMO IIPM IMCMEHO MCKkaHe OT JieKap.
JickaHeTO BKJIOYBA: MMETO Ha MNalMeHTa, MMEeTO M aZpeca Ha M3MCKBallud
n3CJIenBaHeTO, BMIa Ha M3CJIeOBAHETO, BuIa Ha nNpobarta, OaTtaTa M daca Ha
B3eMaHe Ha npobara.

2.1.11. BwpBexmaT Ce ¥ Ce IpujaraT OOKYMEeHTUMPAaHM M3UCKBAHUSA 3a IpUeMaHe
Ha mnpobaTa 3a M3CcjelBaHe.

2.1.12. BCcHYUKM peaTeHTM Ce CBbXpaHaBaT CBHOOPA3HO MNPOM3BOIACTBEHUTE
MHCTPYKUIUN .

2.1.13. CnasBaT ce ykKaz3aHuaTa 3a padoTa Cc mMHOEeKUMO3eH MaTepual C LeJ
HeIoIllyCKaHe pas3NpOoCTpaHeHre Ha MHOeKLMM.

2.1.14. B mgmarHOCTMUHATA CM IOEMHOCT CTPYKTYypUTe M3I0JIZBAT
CTaHOAPTM3MPaHM MeTonu, OoOMUMAaJIHO NyOJMKyBaHM B MeXIyHapOoOHUM U
HALMOHAJIHM CTaHOapTNU.

2.1.15. PaboTu ce CBC CTAaHIAPTHM MaTEPUATIN.

2.1.16. BCHMUKM IOOKYMEHTMPAHM METONM, CTaHIapTM, MHCTPYKUMM, HAPBYUHMULIN



3a paboTa M cwvOTBeTHarTa MHbOpMalMsa, OTHACHAIM Ce& IO M3CJeIBaHMATa, Ce
NoOooepXaT B aKTyaJlIHO CbCTOsAHMe. Te ca OCUIYpPeHM 3a IoJI3BaHe Ha
CBOTBETHUTe paboTHM MecTa, KBbIETO Ce M3BBPUBAT M3CJeIBaHMATA.

2.1.17. BCHUKM TEXHMUECKM CPEICTBA, KOUTO OKABBAT BIIUMIHUE BBPXY
TOYHOCTTA ¥ BaJMIOHOCTTA Ha Pel3yJITaTUTE OT M3CJEeIBAHMATA, NOAJIeXaT Ha
[IEPUONUYUHM MNPOBEPKM M KaIMOpupaHe IO eXeTOoNHM KaJIeHIapHM Tpadmuum.

2.1.18. BomaT ce 3ammcy, KOMTO IpencTaBijigBaT HOKyMeHTMpaHa MHOopMauus U
IOaHHM OT MPOBEIEHM M3CJeIBaHMs, OTpasdbBallM M3BBPUIBAHUTE IOEMHOCTMU OT
CBTPYOHMLUTE, IHEBHMULM 3a paboTa C TexXHUUEeCKUTEe CpelcTBa, IHEBHMLM 3a
KOHTPOJI Ha dakTopuTe OT 3aocbmkandumara cpela. PBKOBOIUTEJIAT Ha SBBEHOTO
KOHTPOJNMPAa M3TOTBSHETO Ha CBOTBETHATAa IOKYMEHTALMs, OTpassBalla
BBTPEWHYA JlabopaTopeH KOHTPOJI.

2.1.19. BCcMUKM MBIOJI3BAHM [NPOLENYyPU Ce OINMCBAT IeTallJIHO U ca
JIECHOOOCTGBIIHM 3a IIepCoHajla. BCUUKM M3MEeHEeHMS B TAX Ce HONIMCBAT OT
PBKOBOOMTEJNIS Ha 3BEHOTO.

2.1.20. CrpykTypaTa mMa paspadoTeHa HOpoluenypa 3a OTUMTaHe U IpelaBaHe
Ha pe3yJjiTartmuTe OT MI3BBPUIEHUTE M3CJIEOBaHMA.

2.1.21. CrpykTypaTa uMMa IIpolenypa 3a pPerucTpupaHe, CbxpaHeHMre U
yIpapJjieHMEe Ha IOKyMEeHTalLusaTa.

2.2. V3UMCKBaHUsA KBM aMOyJlaTOPMUTE 3a CleluMalus3VpaHa M3BBHOOJHMUHA [TOMOI]
10 napas3muTHU OOoJIeCTH.

2.2.1. Ilyjow Ba npueM M IperJien Ha NauMeHTH (MMHMMYyM 12 M2) Ba
M3BBPUIBAHE Ha H@O@XO,HI/IMMH KIJIIMHVMKO—-IOMAaT'HOCTMYEH IIpolecCc, MaHUIIyJlaluuuny »n
JleueOHM NpoLuenypu.

2.2.2. OTTOBapAT Ha HOPMATMBHUTE M3UCKBAHMUA 3a YCJOBMS Ha TPYyHO IO
OTHOWIEHVE Ha OTOIJIEHMEe, OCBETJIEHME UM BEHTUJIALMA.

2.2.3. CnasBaT ce yka3aHuaTa 3a paboTa C MHOEKLUMO3EH MaTepMall.

2.2.4. B cinyuyal Ha OMATHOCTMUHM 3aTPYyIHEHUS M HEBB3MOXHOCT 3a [OCTaBsHE
Ha eTUOJIOTMUYHA OMaTrHO3a MaTepuaauTe/NalMeHTUTEe Ce HACOYBAT KBM OTHell
"llapazuTojyorua u Tponuduecka MenmumHa" xvMm HI3IB.

2.3. VIBMCKBaHMSA KBM CTPYKTYPUTE Ha JieueOHUTE 3aBeleHMUs 3a OOJIHUUHA
momMou, - IIBpBO, BTOPO M TPETO HMBO Ha KOMIIETEHTHOCT.

2.3.1. OrmeyeHusaATa IO Hapas’UTHU OOJIECTM CE& CBCTOAT OT OOJHUUHM CTawu,
MaHUIIyJIaLMOHHA M IIOMOIHM IIOMEleHUd .

2.3.2. PaboTHHMTE [OMEUEHMS OTIOBApPSAT IO pa3Mepy, pas3IlojioXeHUe,
YCTPOMCTBO, OOOpyIOBaHe M oOO3aBexIaHe Ha HOPMATMBHMUTE M3UCKBaHUA
ceryiacHo Hapenmfa N 29 3a OCHOBHMTE MBMCKBAHMSA, Ha KOMTO TpAOBa Ia OTIOBapPAT

YCTPOMCTBOTO, HEMHOCTTA M BBTPEUHUAT Pel Ha JieueDHUTEe 3aBeleHusa 3a OOJIHMUHA [1OMOIl,
IMCIIaHCEPUTE ¥ INOMOBETE 3a MeOMKO-couMajHurpmxu (IB, 6p. 108/1999 r.).

2.3.3. Ilpu Junca Ha CaMOCTOATEJIHO OTHEeJIEHME 3a JIedeHMe Ha MapasMuTHO
BOJIHM KBM JiedeOHUTE 3abemeHua 3a OOJIHMYUHAa [OMOI OT MBPBO M BTOPO HUBO
ce M3IOJI3BAT OolpenejieH OpoM JierJla B HOEeTCKM, BBTPElHM, MHOEeKUMO3HM U IpP.
oTHmeJyiIieHMd, KOMTO CBOTBETCTBAT Ha MI3MCKBAHUMATA Ha CBOTBETHUTE MEeIMILIVMHCKNM
CTaHIaApPTHU.

2.3.4. CTpyKTypUTE Ha JIedeOHUTE 3aBeneHusa 3a OOJIHMYUHA [IOMOoL OT IBPBO U
BTOPO HMBO Ha KOMIIETEHTHOCT MOTaT Oa HAMAT CaMOCTOATEJIHU
1apasmuToJIOTUYHY JlabopaTopuy, a Ha CKIKOYBAT OOTOBOP C Napa3UTOJIOTUYHU
JabopaTopmM KBM CTPYKTYPUTE Ha JIeueOHUTE 3BaBeIOeHMd 3a M3BBHOOJIHMUHA
oMol .

2.3.5. CTpyKTypuUTe Ha JiedeOHUTEe 3aBeleHMUsa 3a OOJIHMYHA [IOMOl, OT TPeTo
HMBO Ha KOMIIETEHTHOCT pasmnojlaraT C Iapas3MToJjiorMuHa JjadopaTopus, KOATO
OTTOBaps Ha MBMUCKBAaHMATA IO T. 2.1.

2.4. BCUYKM CTPYKTYPH, B KOUTO Ce& OCHBIECTBSABAT IEMHOCTM IO MEIMIMHCKA
1apasmuToJIOTHUs, M3BBPUBAT NPOMOLMSA Ha 3OPaBeTO IO BBIPOCUTE Ha
napasuTHuTe 3aboJiaBaHUA.

2.5. IoxyMeHTaludg:

2.5.1. HoxyMeHTauusTa CE€ BOIM CBIJIACHO HOEeMCTBAlIMTE HOPMATUBHU AKTOBE -—



3akKoOHa 3a 3IOpaBeTo, 3akoHa 3a JledueOHUTEe 3aBeneHus, HaumoHalHMAa paMKOB

IOOTOBOP, YyUYeTHM U oTueTHU dopmu, Hapenmba N 21 or 2005 . 3a pella 3a perucrpauusd,
cpobmaBaHe M OTUeT Ha 3apasHuTe OojecTtu (OB, 6p. 62/2005

T.), Hapemba W 5 ot 2006 T. 3a OMarHOCTMKATA, NpoduiakTMKaTa M KOHTpPOJIa Ha
MeCcTHMTe napasmurosu (OB, 6p. 40/2006 r.), Hapemba N 17 3a ycioBuaATa M pema 3a
IpOBEXIaHe Ha OMATHOCTMKA, NPOOMIIaKTMKAa M KOHTPOJI Ha BHACAHUTE napasmuroszm (IB, Op.
72/2008 r.), M oTroBaps Ha M3UCKBAHUATA

3a nobpa JjnabopaTopHa M MeIMLUMHCKa OpaKTHUKa.

2.5.2. JJoxyMeHTauus B NaPas3UTOJIOIMUHUTE JjlabopaTopum KBM CTPYKTYPMUTE Ha
JleueOHNTEe 3aBeleHusa 3a M3BBHOOJIHMYHA I[IOMOL, JiedeOHMTe 3aBeleHud 3a
OOJIHMUHA [IOMOL OT TpeTo HMBO M PVOKO3:

2.5.2.1. [IBpBUYHM MeIUIMHCKM NOKYMEHTM: HalpaBJieHME 3a
MEeIUKO-IMATHOCTHUUHA IEeMHOCT, BXOIAl/M3XONLl OHEBHMK, TAaJIOHM 3a BHOMCBaHE
Ha pes3yJTaTUTE OT MNPOBEeIeHUTE M3CJenBaHusa, OBpP30 M3BECTHUE 3a
permucTpMrpaHe, cbpoblaRaHe M OTUET Ha 3apas3Hu 3abojngpaHusda, OJaHKM 3a
J1abopaTOpPHM MI3CJIenBaHMA.

2.5.2.2. [HeBHMK 3a perucTpalmusa Ha u3npaTeHuTe B PYOKO3 6Bbp3M M3BECTUS.

2.5.2.3. PMOKO3 BOIM KHMT'A 3a PEerucTpalMs Ha 3apa3HuTe 60JIeCTU CBIJIACHO
OpuJoXeHre 6 kbM ull. 8 Ha Hapemba N 21 ot 2005 r. Ba penma 3a permcrpauusd,

cpofbmaBaHe M OTUEeT Ha 3apa3HuTe O0JIeCTHU.

2.5.2.4. JoxyMeHTaluudaTa C IDaHHUTE 3a OOCIYyXEeHMUTE MNalMEeHTM Ce CbhbXpaHsaBa
B IMPOIOBJIXEHME Ha IIeT I'OOMHNU.
2.5.2.5. TlapasurojyiorMuHaTa JjadopaTopus CbXpPaHsaBa IOKyMeHTalLMsTa OT
IPOBEXIaHMsa KOHTPOJI Ha KAaueCTBOTO - BBTPEmHOJIadopaTopeH MU OT
HalMoOHAaJIHATa CUCTEeMa 3a BBHIHA OlleHKa Ha KadyeCTBOTO Ha M3CJeIBAHUATA,
He I[IO-MaJIKkO OT IBE& TOIMHU.
2.5.2.6. MapasuTojiorMyHaTa JadopaTopus eXeMeCeuHO UM I'OIMIHO OTuMTa B
PIVIOKO3 pesynTaTuTe OT MI3BBPUEHUTE M3CJEeNBaHMSa CBIJIACHO OpuiioxeHme N 1
KBpM WjI. 6 u 7 Ha HapembBa N 5 3a mmarHocTuKaTa, OpOodMIaAKTMKATa MKOHTPOJA Ha
MeCTHUTe mapa3muTosu u Hapemba N 17 or 2008 r. 3a ycJuoBMATa M pella 3a IpoBexIaHe
Ha IOMarHOCTHMKA, NPOodMIakTMKa M KOHTPOJI Ha BHACSHUTE [1apPa3UTO3U.
2.5.2.7. P/OKO3 mMeceuHO U exeT'OOHO mu3npama obobluleH OTUeT M aHalu3 B M3
cvrylacHo HapenBa N 5 or 2006 r. B3a muMarHoOCTMKATa, HPOdMIIaKTMKATa U
KOHTPOJIa Ha MEeCTHUTE [apas3MTO3M 3a OEeMHOCTTa NO Hal30pa M KOHTpOJa Ha
MECTHUTE apas3uTosu u npujoxenve N 4 xeM uji. 25, 7. 5 Ha Hapeznba N 173a ycynoBuaTa
1 pela 3a IOpoBexIaHe Ha »OMarHOCTHMKA, NPOOMIaKTMKa M KOHTPOJ Ha BHACAHUTE
napasmTo3u.
2.5.3. JokymeHTaluusa B aMOyJaTOPMMTE 3a CleluMalus3upaHa M3BBHOOJHUYHA
MeOMIUMHCKa I[IOMOLl 10 MeIMLMHCKAa NapasuTOoJIOTMS KBM CTPYKTYPUTE Ha
JledueOHUTE 3aBeleHUsa 3a M3BBHOOJHMYUHA [IOMOLIL:
2.5.3.1. IppBMUYHM MeIMLMHCKM OOKYMEHTM: aMOyJjlaTOPeH JIMCT 3a Nperjeln Npu
CrleuuayiMCcT, HalpaBJIeHMe 3a KOHCyJITaluusa, HalpaBJIieHMe 3a
MeOMKO-IOMarHOCTMYHA IOEMHOCT, HalpaBJIeHMe 3a XocouTanmus3aums, OOJIHMYUEH
JIMCT 3a BPEeMEeHHa HEeTPYIOOCHOCODOHOCT, OBP30 M3BECTME 3a permucTpupaHe,
cpoflMaBaHe M OTUET Ha 3apas3Hu 3abonsgpaHusg, OJaHKM 3a JabopaTOopHU
M3CJIenBaHus .
2.5.3.2. Bonou aMOyJlaTOpeH IHEBHMK 3a BIMCBaHe Ha M3BBPIIEHUTE IIperJeny,
IOHEBHUK 3a M3NpaTeHuTe OBp3U M3BECTMA Ha PerMCTPMPaHM 3apasHu
3ab0JIaBaHMsA, IOHEBHMK Ha OMCIAaHCEepM3MpaHuTe Jmia no 18 r.
2.5.3.3. ExeMecedHO M TroOoumHO oTumMTa B PUOKO3 pesyiaTaTuTe OT HOEeMHOCTTA
CU CBIJIAaCHO npujoxeHme N 1 xBM uJl. 6 M 7 Ha Hapemba N 5 sammarHocTHMkKaTa,
HpOd_;_)MJ'IaK'I‘MKaTa M KOHTpPOJIa Ha MEeCTHUTE IIapa3nuTOo3InM U
Hapenmba Wt 17 3a yCcJIOBMATA M pema 3a INpoBexXIaHe Ha OMAarHOCTHKA, NPpoduilakTUKa
¥ KOHTPOJI Ha BHACSHUTE Napas3UTO3U.
2.5.4. JokyMeHTalUusa B CTPYKTYypUTe Ha JieueOHUTe 3aBeleHMs 3a OOJIHMUHA
noMolu (IBPBO, BTOPO M TPETO HMBO Ha KOMIIETEHTHOCT) :

2.5.4.1. VicTopusa Ha 3ab0JIIBaHETO C aHaMHesRa, eNMIEMMOJIOTMUYHAa aHaMHe3a,



cTaTyCc M IOekyp3yC Ha 3abojigaBaHeTo. B mocmeTo Ha NaluMeHTa ce oTpas3gBar
M3BBPUIEHNUTE KOHCYJITaluuM, IMATHOCTUYUHM MaHMUIyJalLUMM M OaHHUTE OT
KOHTPOJIHMTE NpeIJlenon.

2.5.4.2. JlucT 3a MHTEH3UMBHO HaOJOIEHME Ha NalMeHTUTe (IpM HyXIa) .

2.5.4.3. BraHkKM 3a M3BBPUBAaHEe Ha J1abopaTOoOpHM, MHCTPYMEHTAJIHM ¥ O0pas3HU
mn3cjgenBaHMsa, OOJIHMUEH JIMCT 3a BPEMEeHHa HeTPyIOOCIOCOOHOCT, OBpP30
M3BeCTMe 3a perucTpupaHe, cbvobllaBaHe M OTUeT Ha 3apas3Hu 3adojisgaBaHusd,
IOHEeBHUK 3a permcrpaumsa Ha usnpareHuTe B PVOKO3 OBp3m mM3BEeCTHUA.

2.5.5. OokyMeHTalUMs B OTHEeJIa IO NAPaABUTOJIOIMS M TPONMUecKa MeOuIMHa KBbM
HIOBIIB:

2.5.5.1. IokymeHTaumaTa nmo T. 2.5.2. m 2.5.3.

2.5.5.2. JlokyMeHTalMsa IO akpenguTauusaTa Ha HalMOHAJIHATa pedepeHTHa
nabopaTopmsa 3a OMArHOCTMKA Ha NapasuUTO3UTe - MEeCTHM M TPOIMUYECKHU.

2.5.5.3. Basa @maHHM O HAlMOHAJIHATA CMUCTEeMa 3a OCUTIypsaBaHe/KOHTPOJ U
BBHIIHA Oll€HKa Ha KadeCTBOTO Ha JabopaTopHaTa AOMATHOCTMKA Ha
Iapas3uUTO3UTE .

2.5.5.4. INoxymMeHTauus, BKJI. CepTudMKATKM Ha HalLMOHalHaATa pebepeHTHa
nabopaTopmsa 3a IOMAarHOCTMKA Ha [MapasUTO3UTe - MEeCTHM UM TPOIMYEeCKM, 3a
ydacTue B MEXIYHaApOIHO IpM3HATa CUCTeMa 3a BBHIIHA OlLleHKa Ha KadeCTBOTO
Ha JlabopaTopHaTa IMarHOCTMKA Ha [NapasuTo3UTe.

2.5.5.5. HaumoHanHa 0a3a HDaHHM IO ENMIEMMOJIOTMUHMSA HaO30pP Ha
napasmTo3UTeE .

2.5.5.6. NoxymMeHTalUMs 3a M3BLPUBaHATa yueOHa M HaydHO-IIpPEernoXmaBaTeJiICKa
IOEeVHOCT .

2.5.5.7. HOoxyMeHTalLMsa 3a e€KCIepTHa M KOHCYJTaTKMBHa IOeMHOCT Ha M3,
PVIOKO3 u JieueOHMTEe 3aBeleHUd.

2.6. VBuckBaHusa 3a oDOpyIBaHEe Ba OCHIECTBsABAHE Ha KJIMHMYUHATA MeIMUMHCKA
cnenmayJHocT "MenmMumHCKa HNapas3uTojiorma':

2.6.1. BambimxuTrenHa JabopaTopHa anapaTypa 3a M3BLpUIBaHE Ha
Iapal3UTOJIOTUYHM M3CJIeOBAaHMA B Iapa3UTOJIOTMUYHA JlabopaTopusd KbM
CTPYKTYypPMUTE Ha JiledueOHMUTe 3abeleHud 3a M3BBHOOJHMYHA nomow m PUMOKO3:

2.6.1.1.MyMKpOCKOI
2.6.1.2. ueHnrpobdbyra
2.6.1.3. TepmocTarT
2.6.1.4. BomHa 6aHAa
2.6.1.5. xJjaIuMJIHMK CBC 3aMpas3gBalla KaMepa
2.6.1.6. Cyx CTEpMUIM3aTOP
2.6.1.7. oTumTamo ycTpoMcTBO 3a ELISA
2.6.1.8.
2.6.1.9
2.6.1.1
2.6.2

aBTOKJIaB
. amapaT Ha Bepwmau
0. KOMIOTBPHa KOHOMUTypauMs.
. BambirxuTesiHa anapaTypa 3a M3BBPUIBAHE Ha CIelUMaJM3upaHa
JIeuyeOHO-NIMAaTHOCTUYHA UM IOUCIaHCEepHa IEeMHOCT B CTPYKTYPMUTE, BKJIOUBAUM
aMbyJaTopumTe 3a CcllelMalu3upaHa M3BBHOOJHMUYHA MEeIOMLMHCKA IIOMOI IO
MeIVLMHCKA [1apasuUTOJIOTN
2.6.2.1. anapat 3a RR
2.6.2.2. MeOMUMHCKA CJylaJika
2.6.2.3. MMKPOCKOII
2.6.2.4. xJaIMJIHMK CBHC 3aMpasfdpalla KaMmepa
2.6.2.5
2.6.3

. KOMITBPHa KOHbMIypalms.
. BambpirkMTesiHa arnapaTypa 3a M3BBPUIBAHE Ha ClIeluMaam3upaHa
JleuyeOHO-NMAaTrHOCTHYHA UM IOMCIaHCepHa JIEeMHOCT B CTPYKTYPUTE Ha JeueDHUTe
3aBeeHMda 3a OOJIHMYUHA moMou, OT IIBPPBO HMBO Ha KOMIIETEHTHOCT:

2.6.3.1. peHTreH

2.6.3.2. exorpad.

2.6.4. BamwvxuTeJHA arnapaTypa 3a M3BBbPUBAHE Ha ClelyralmM3upaHa
JleuyeOHO-OIMaTrHOCTKYHA UM IOMCIIaHCEepHa JEeMHOCT B CTPYKTYPUTE Ha JeueDHUTe



3apeneHud 3a OOJIHMUHA IIOMOI, OT BTOPO HMBO Ha KOMIETEHTHOCT:

2.6.4.1. peHTreH
2. exorpad
.3. ckeHep
4. EKT
5. EMT.

2.6.5. BamwemxuTesiHa alapaTypa 3a M3BbpPUBaHE Ha Clelualu3upaHa
JleueOHO-IMaTrHOCTUYHA UM IUCIAaHCEePHa HOeMHOCT B CTPYKTYPUTe Ha JieuebHUTE
3apeneHud 3a OOJIHMUHA IIOMOI] OT TPEeTO HMBO Ha KOMIETEHTHOCT:

2.6.5.1. peHTTEeH
2.6.5.2. exorpad
2.6.5.3. ckeHep
2.6.5.4. 4dMP
2.6.5.5. EKT

2.6.5.6. EMI.

[apas3mUToJIOTUUHUTE JIabopaTopmUM KbBM JIeueOHUTEe 3aBemeHMs 3a OOJIHMYHA I1OMOl]
OT TPEeTO HMBO Ha KOMIIETEHTHOCT TpsabOBa Ha pasl3nojiaraT C LsajaTa anaparypa,
HeoOxoOouMa 3a Napa3UTOoJIOTUMUHM JlabopaTopuM KbBM JieueOHMUTE 3aBeOeHMs 3a
M3BBHOOJIHMUHA I[IOMOIl, [IOCOYeHa B T. 2.6.1.

2.6.6. BambixuTesnHa JlabopaTopHa anapaTypa 3a M3BLpUIBAHE Ha
Iapa3UTOJIOTUYHM M3cyenBaHusa B HIU3IE. KbM 3aObjIXMTesiHATa (ONTMMAaJIHA)
anapaTypa, IOocCoYyeHa B T. 2.6.1, ce npmubaBsaT:

2.6.6.1. ymammHapeH OOKC

2.6.6.2. amnapatT 3a ejexkTpodopesa
2.6.6.3. avMnaubdmxaTop

2.6.6.4. pH-mMeTBP

2.6.6.5. dnyopeclueHTEH MMKPOCKOII
2.6.6.6. Myemo ycTpoucTBO 3a ELISA
2.6.6.7. ejexTpOHHa Be3Ha
2.6.6.8. MHBEepPTEH MMKPOCKOI
2.6.6.9. mHkybaTop CO2

2.6.6.10. BOpPTEKC - MUKCeEpP
2.6.6.11. xoMIOTBPHM kKOHOMI'ypauum
2.6.6.12. MMKPOBBJHOBaA IedYka
2.6.6.13. MMHYCOB XJIQIMJIHUK .

3. UsBuckBaHMA KBM OOeMa IOEeMHOCT NO MeIMLMHCKAa NapasnuToJIOTMA

3.1. BazmwixureseH obeMm J1a®OpaTOPHM I[OKaz3aTesM 3a M3BLPUIBAHE Ha
IIapasmTOJIOTMUYHNM UM3CJIEOBAHMA B IMIapa3nTOJIOTVMYHUTE na@opaTopI/M K'BM
CTPYKTYPUTE Ha JIedeOHUTe 3aBeleHMd 3a M3BBHOOJIHMYHa nowmom u PMOKO3.

3.1.1. MakpOCKOIICKO WM3CJleIBaHe 3a XEeJIMMHTH.

3.1.2. HaTueeH HOpenapaT OT KJIMHMYHM MaTepMalM 3a NPOTO3003M.

3.1.3. HartmeeH mnpemnapaT oT beuec, ouseTeH C JIyI'OJIOB pasTBOP 3a YPEBHU
IPOTO3003M.

3.1.4. MMKPOCKOIICKO WM3CJIeOBaHe Ha dYJIeHdeTa OT LeCTOOM.

3.1.5. MMKPOCKOIICKO M3CJenBaHe Ha ¢Qeliec cjien oOoTaTUTEJIeH MeTOH 3a
YPEBHU XEJIMMHTM U NPOTO30U.

3.1.6. IllepmaHajieH OTIIeYaTBK M M3CJIeIBaHe 3a eHTepobuoza.

3.1.7. KpbpBHa HaTpuBka U nebeja KPBBHA Kalka, OLBETEHU IO
PomanoBCckM-I'mM3a, 3a Majapud.

3.1.8. KoamMuecTBEHO OlpenejyisgHe Ha NapasuTeMusaTa OpM Majapusd.

3.1.9. IlpenapaTy OT KJIMHUYUHM MaTepuasl, OLBeTeHM IO PoMaHOBCKM-I'UM3a,
3a IOpyT¥ [NapasuTH.

3.1.10. Hamaz3ky OT KJIMHUYHY MATEPUAJIM, OLBETEHM C TOJYUIMHOBO CHHBLO, 3a
IIHEBMOLMCTO3a .

3.1.11. KynrypajiHa IMar'HOCTMKA Ha TPUXOMOHasza, amMebuasza, O6JjacToUMCTO3a
1 DajaHTKUIno3a.

3.1.12. HamMa3KMy OT KJIMHUUYHY MATEPUAJM, OLBETEHM IO MOOMOUUIMPAH MeTOI Ha



Uun-HuyceH, 3a KPUITOCIOPMAMO3a, LMKIIOCIOPMO3a M M30CHOPMO3a.

3.1.13. Hama3xu OT KJIMHMUYHM MaTepualiM, OLBETEHM C METUIJIEHOBO CMHBO 3a
TPUXOMOHA3a .

3.1.14. JlapBockonma Ha belec no MeTola Ha BepMaH 3a OMarHOCTMKA Ha
AHKUJIOCTOMMIOSBY, CTPOHIMIJIIOMIO3a, TPUXOCTPOHIMUIIONIO3A .

3.1.15. KomMmOpecHuBHa TPUXMHEJOCKOMINUS.

3.1.16. CMmjaHe Ha MeCO UM MECHM MNPOOYKTM C M3KYCTBEH CTOMalleH COK 3a
TPUXMHEJIHU JIAPBU.

3.1.17. OBoraTuTeJyIeH MeTOI 3a IMarHOCTMKAa Ha Obuiapuos3u.

3.1.18. MakpOCKOIICKa M MMKPOCKOIICKA OMAT'HOCTMKA Ha OIepaTMBEH MaTepua
3a EeXMHOKOKOBM KUCTMU.

3.1.19. CeposiorMuHa IOMATHOCTMKA Ha TpuxmuHesos3a - ELISA IgG u/wmim PIXA.

3.1.20. CeposlormMuHa IOMAaTHOCTMKA Ha TOKcomjasMmosza — ELISA IgG u/wunm
PIIXA.

3.1.21. CepojiorMyHa IOMATHOCTMKA Ha €XMHOKOKO3a - ELISA IgG u/unm PIIXA.

3.1.22. CnofOmeHue mo opraHuTe Ha PMOKO3 m M3 3a mapas3mMTHO 3abfojigsBaHe
cerylacHo HapenBa W 21 3a pena 3a permcrpaumus, cbobuaBaHe M OTUET Ha
3apasuuTe Bojectu (OB, 6p. 62/2005 r.).

3.1.23. Vs3npamaHe Ha MeCEUYHM M TOAOMIIHKM OoTueTu B PMOKO3 3a Opos Ha
uacjenBaHmuTe Jmia, obemMa ¥ BMIA Ha MBBBPUEHUTE M3CjeneaHmus M Opos Ha
IIOJIOXUTEJIHUTE JIMlla CIOopel BMIAa Ha Iapas3uTa (cvrylacHo Hapemba N 5 or2006 T. 3a

OVaTHOCTHUKATa, HNpoduilakTMKaTa M KOHTPOJIa Ha MEeCTHUTEe Napa3mTo3u u Hapemba N 17 ot
2008 r. 3a ycjnoBuATa M pela 3a IpoBexIaHe Ha IOMarHOCTUKAa, NPOodUIIaKTMKAa M KOHTPOJI
Ha BHACSHUTE [1apPa3UTO3U.

3.1.24. YuacTue B HallMOHajllHATa CUCTeMa 3a BBHIIHA OLEHKa Ha KadeCTBOTO
Ha M3CJIeIBaHUATA, NpPOBexIaHa OT HalMOoHAJIHMA LEHTHP 10 3apa3HU U
napasuTHu 6ojsiecTtm (HI3IB) .

3.1.25. Hapm3o0op ¥ KOHTPOJ Ha [apas’3uTHuTe O60JIeCcTM B CTpPaHaTa.

3.2. AMOYJIATOPHO-KOHCYJITATMBHA M JieueBHa IeVHOCT B aMOyJjlaTopumuTe 3a
crneuranus3rpaHa M3BBHOOJIHMYHA I[IOMOIU MO Napas3uUTHMY O0JIeCTU KBM CTPYKTYPUTE
Ha JieueOHUTE 3aBeIeHMs Ba M3BBHOOJHMUYHA I[IOMOII.

3.2.1. IIbpBMUEeH IIperJieln C ONMCaHMEe Ha aHaMHesa M cTaryc.

3.2.2. BropmueH HOperJyien M OlLl€eHKa Ha HOB MEIMLUMHCKM NIpobJieM.

3.2.3. KoHcynraums B aMOyJIaTOPHM YCJIOBMS Ha Julla, SBaMMHaBalM U
3aBpBIAIM CE€ OT TPOINMUYECKM M IPYTM EeHIEMMUYHM 3a [1apasuTO3M CTPaHM.

3.2.4. HacoupaHe 3a 5abopaTOpHM M3CJIeIBaHMA B NapasuUTOJIOTMYHA,
MUKPOOMOJIOTMUHA, KJIMHMYUHA M OPYyI'M JjlabopaTopuy, KaKTO M 3a obOpaszHa
IMAaTHOCTMKA .

3.2.5. KoHcyJnTauudg C IpyD' CIHelurajaucT B aMOyJlaTOPHMU YCJOBUS.

3.2.6. KoHcynTaums C Napas3muTOJIOT Ha HALMOHAJIHO HMBO INIPY HEeOOXOOMMOCT.

3.2.7. IucnaHcepHO HabOJOIOeHMEe Ha Iapa3UTHO OOJNHM U HpebojienyBajiL OT
IapasuUToO3M M Cllal3BaHe Ha »elcTRallaTa HOpMaTMBHa ypeznba.

3.2.8. VHXeKLUN.

3.2.9. BeHO3Ha NOYyHKUUSA C B3eMaHe Ha KpPBB.

3.2.10. ExcHopecHa OMarHOCTMKA Ha NapasMUTO3UTE C U3INOJI3BaHEe Ha MMHMMAJIEH
obeM J1abopaTOPHO-OMATHOCTUUHM MEeTOIM.

3.2.11. BzeMaHe Ha KJIMHUYHM MaTepMaM 3a [NapasUTOJIOTMUHO M3CJeNBaHe.

3.2.12. MakpOCKOIICKO M3CJIeOABAHE 3a XE&JIMMHTU.

3.2.13. V3cienmpaHe Ha HaTMBEH MNpenapaT 3a IOMAaTHOCTMKA Ha [IPOTO3003M U
XEJIMMHTO3M .

3.2.14. ¥V3crnemBaHe Ha NOpendapaT C JIyI'OJIOB pPa3TBOP 3a YPEeBHU IIPOTO30MU.

3.2.15. OBockommMsa Ha MaTepMalyl, B3eT CBbC CKOY JIEHTa Ba UPEBHU XEJIMMHTMU.

3.2.16. OBoCckONMSa Ha KJIMHMUYEH MaTepmualjy, obpaboTeH C ofoTaTUTEJIeH MEeTOI.

3.2.17. OuBeTdaBaHe o PomMaHOBCkM-I'MMBa ¥ MUKPOCKOIMPaHe 3a IoKasBaHe Ha
napasmuTu.

3.2.18. EKCIPECHM CEPOJIOTMUHM U XpoMaTOoTpadCKM TeCTOoBe 3a IapasMUTO3U.

3.2.19. CvoBmeHme »o opraHmTe Ha PYOKO3 m M3 3a napasmTHO 3adoyisgBaHe C



y3npamaHe Ha OBP30 M3BeCcTMe CcbIJlacHo Hapenba N 21 ot 2005 r. Ba pema B3a
perucTpalMsa, cbobllaBaHe M OTYET Ha 3apasHuTe O6oJjlecTH.

3.2.20. VznopamaHe Ha MeCeYHM M TOIMIIHM oTdueTu B PJMOKO3 3a 0Oposa Ha
n3cyenpaHuTe Jmuua, obeMa M BMIA Ha M3BBPUIEHUTE M3CJEOBaHMSA M Opos Ha
MOJIOXUTEJIHUTE JIMila CIopel BuIa Ha napasuTa CcbrJjlacHo Hapemba Nt 5 or 2006 . 3a

IMaTHOCTMKAaTa, NpodmiIaKkTMKaTa M KOHTPOJIa Ha MECTHMTE [IapasuTo3U U
Hapen6a N 17 or 2008 r. 3a ycioBmMATa M pella 3a NpoBexIaHe Ha IOMarHOCTHUKA,
npodmiakTrka ¥ KOHTPOJI Ha BHACSHUTE [Iapas3nTO3U.

3.2.21. YyuacTmue B HaluMOHAaJIHaTa CHUCTEMa 3a BBHIHA OlEHKa Ha KadeCTBOTO
Ha JabopaTopHaTa IMAaT'HOCTMKA CIOpeln MakKeTa 3a M3BbPUBaHUTE J1abopaToOpHM
M3CJIeOBaHUsA .

3.3. BagwimxuTesieH obOeM JabopaTOpHM MoKasaTesM 3a M3BbpllBaHe Ha
1apasmUTOoJIOTUYHY M3CJIeIBaHMsa B [IapasMTOJIOTMUYHUTE J1abopaTopuM KbM
CTPYKTYPUTE Ha JieueOHMTe 3aBeneHMs 3a OOJIHMYHAa oMol (TpeTo HMBO Ha
KOMIIETEHTHOCT) .

3.3.1. MapazuToyoIMUyHMTE JabopaTopmu KBM CTPYKTYPUTE Ha JedeOHUTE
3apeldeHud 3a OOJIHMUHA IIOMOl (TPeTO HMBO Ha KOMIIETEHTHOCT) TpabBa nOa
M3BBPUWBAT BCUYKM IEeMHOCTM, NocodeHM B T. 3.1.

3.4. JlellHOCT B CTPYKTYPMTE Ha JieueOHUTE 3aBeleHus Ba OOJIHMUHA I[1OMOI]
(IBPBO, BTOPO M TPETO HMBO Ha KOMIIETEHTHOCT) .

3.4.1. XocnuranmusupaHe Ha OOJIeH C Iapa3MUTHO 3aboJjiaBaHe.

3.4.2. JleueHre Ha OOJIHM C Iapa3UTO3U.

3.4.3. [poBexIaHe Ha CMCTEMHM KOHCYJTaUMUM CBC CHeUMaJIMCT-IapasuUToJIOT U
C OpyT'M CHeLuMaJMCTM 3a Ha3HauaBaHe Ha eTMOJIOTMYHA Tepanusd, 3a CleleHe
Ha KJIMHMYHMSA XOJ Ha 3adojigBaHeTo M 3a edpekrTa OT TepanmaTa C
npocJyienssiBaHe Ha IMHaMMKaTa Ha MHTEHSMBHOCTTA Ha MHBas3MATa M 3a HaCOKa
3a IMCIaHCePpHO HaObJoOeHMe cjlel M3NMCBaHe Ha NaluMeHTa.

3.4.4. CpobueHre pno opraHmTe Ha PYMOKO3 m M3 3a napasmuTHO 3adossaBaHe C
nsnpamaie Ha OBP30 M3BECTME CBIJIACHO HOPMaTMBHUTE akKToOBe Ha M3.

3.4.5. HacouBaHe Ha JIeKyBaHMS IalMEHT KBM OOMONPaKTMKyBalMTE JIeKapu
(OIlJI) myM CHeurajamMcT-IIapasuToJIOT 3a IMCIaHCEePpHO HabJIeHuE.

3.4.6. OcurypsapaHe Ha KOHCYJITaUUM CBC CIeLMaJIMCTU-IIapas3muTOoJIO3M Ha
HalLMOHAaJIHO HMBO (IIPM HEOOXOOMMOCT) .

3.4.7. IlpoeexmaHe Ha yuebOeH mnpouec "npu JerjJoTo Ha OonHuA" B
CTPYKTYPHUTE Ha JiedueOHUTe 3akeneHusa 3a OOJIHMYHA [OMOIL, OT TPEeTO HMBO Ha
KOMIIETEHTHOCT CBIJIACHO HeMcTeallaTa HOpMaTMBHa ypenba.

3.4.8. CTpPYKTYypUTE Ha JIeUeOHMTE 3BaBelIeHMsS 3a OOJIHMYUHA I[IOMOUl OT TPETO
HVMBO Ha KOMIIETEHTHOCT OCHUI'YypABAT KOHCYJITAUMM B JeuedbHUTE 3aBeleHMA Ha
TEPUTOPMUATA Ha JaleHaTa obJjlacT HpM [NOMCKBAaHE.

3.4.9. CrpykTypuTe Ha JiedeOHUTE 3aBeleHMs 3a OOJIHMYHA [IOMOLI OT TPETO
HMBO Ha KOMIIETEHTHOCT OCUIYPSABAT KJIMHMUEH MaTepual 3a oOydeHue I10
MeOMUMHCKAa [1apas3uTOJIOTM .

3.4.10. IlpoBexmaHe Ha HaydyHOM3CJIeDOBaTeJICKka IeMHOCT B objlacTTa Ha
MeIVLMHCKAaTa [1apas3uTOJIOTU.

3.5. OBbem Ha MemuMUMHCKMTe memHocTu B HI3IEB. KvbM nokazaTenure oT T. 3.1
n 3.2 ce npmbaBAT BUCOKOCHELMANM3MPAaHM M3CJeOBaHMA, HEeOOXOoOuMU 3a
pebepeHTHa JleueOHO-IMATHOCTMUHA, KOHCYJITAaTMBHA, ydeOHa M HaydHa IOEeMHOCT:

OB noxkaszaTesin:

3.5.1. OpraHusMpa M OCHIECTBSBa HallMOHAaJIHA CHCTEeMa 3a BBHIIEH KOHTPOJ Ha
KaueCTBOTO Ha JabopaTopHaTa OMarHOCTMKAa B NapasUTOJOTMUHMTE JlabopaTopuu
B CTpaHarTa.

3.5.2. VzBppumBa pyTMHHA U pedbepeHTHa IMATHOCTMYHA HOEeMHOCT, KaTo 3a
LenTa npuiara ClHeuValM3VPaHM M YyHMKAJIHM 3a cTpaHaTa
J1abopaTOPHO-OMATHOCTUYHM MEeTOIN.

3.5.3. V3pbpumpea HOTBBPOMUTEJIHA JlabopaTopHa IMATHOCTMKA IPM PenKu
€KBO0TUUYHM [1apas3muTO3M, NPU IOMATHOCTMUYHM BaTPYIHEHUS B I[IBPBUUHUTE
nabopaTopmy M Ha CJydauTe Ha Majlapus, BMClLepaljiHa JialiiMaHMo3a M OCTpa



TOKCONJIa3sMosza. OcuIypsbBa KOHCYJITALUMM B JIeUeOHM BaBeIOeHUA.

3.5.4. Hommbppxa llaMOBe Ha Napas3UTH.

3.5.5. Okaszpa MeTOoOMuYHAa IIOMOI Ha MNapasUTOJIOTMUHMTe JjlabopaTopuy OT
IOPpYyTUTEe HMBa B CJlydal Ha 3aTPyOHEHMA M eNMIEeMMUYHM CUTyauum. MeTOoIMYHAa
IOeVHOCT, HaCOUYeHa KBbBM JIeKapuTe OT JiedeOHUTE BaBeleHMS 10 BBIPOCUTE Ha
KJIIMHMYHATa [1apa3UTOoJIOTHULd.

3.5.6. YuacTBa B MexIyHapoIHa CHUCTeMa 3a OlleHka Ha KadeCTBOTO Ha
JabopaToOpHO-OMarHOCTUYHATAa IOEMHOCT.

3.5.7. OcmhumecTBsABa HaO30p Ha [apa3mMTO3UTEe B CTpaHaTa. M3TOTBA TEeKyllM U
TOOMIIHM aHaJM3M Ha [apas3uTHaTa 3ab0JIgeMOCT.

3.5.8. Ocurypsapa KJIMHMYUEH MaTepuaj 3a oOydeHre IO MeIOULMHCKA
IapasmMToJIoTUsa M NOIIObpXa KOJIeKLMs OT TpalHM IpelapaTy Ha NapasuTH.

3.5.9. IlpoBexma cClenOUILJIOMHO OOy4YeHMe [0 MeIMLMHCKa [1apas3MTOoJIOTUsS B
HOPMAaTMBHO OIpeneJieHUTe Cllydau.

3.5.10. OpraHmsmpa M OPOBEXIa HaydHOM3CJIeIoBaTeJicka paboTa, PBKOBOOU
HalLMOHAaNHM NpOoTpaMM M NPOEeKTM B oOJjlacTTa Ha MeIMIMHCKaTa [Iapa3UTOoJIOTHUI.

JlabopaTopHM HOKaszaTeJM:

3.5.11. MHOKyJIMpPaHe Ha ONMTHU XMBOTHM 3a IOMATHOCTMKA Ha TPUIAHO3OMO3BU.

3.5.12. KynrypejHa OMAaTHOCTMKA Ha JaMIMaHMO3U.

3.5.13. CepoJsioTmMuHa OMATHOCTMKA Ha JallUIMaHMO3MU.

3.5.14. MUKPOCKOIICKO M3CJleABaHe Ha KpPBbBHa HaTpMBKA, OlBeTeHa IO
PomaHnoBcku-I'mMmza, 3a Oabesmosa.

3.5.15. VHOKyJNIMpPAaHEe Ha KJIETBUYHM KYJITYyPM 3a OIMAaTHOCTMKA Ha TOKCOILJIasMO3a.

3.5.16. MHOKyIMpaHe Ha ONMUTHM XMBOTHM 3a IOMATHOCTMKA Ha TOKCOIJIasMo3a.

3.5.17. CepoJloTMUHM MBCJEeNBaHMSA Ba aHTUTOKCOIJas3MeHu VrM, VDA aHTHUTesa
1 onpenesyisHe aBuIMTeTa Ha WD aHTUIAPA3UTHM aHTUTEJA.

3.5.18. OupeTrsapaHe Ha KJIMHMYHM MaTepualau no I'oMmopm-I'pokoT, 3a
IHEBMOLMCTO3a .

3.5.19. PU® Ba nmokaszsBaHe Ha [IHEBMOLMCTHU.

3.5.20. PU® 3a mokaszBaHEe Ha KPUITOCIOPUINN.

3.5.21. VacnenepaHe Ha HATHMBEH IIpelapaT 3a OMaTHOCTMKA Ha akaHTaMebuosa,
HerJjiepMro3a u bOajlaMyTros3a.

3.5.22. VHOKyJMpaHe Ha ONMTHM XMBOTHM 3a IOMATHOCTMKA Ha akaHTamMeOuosa,
eryeprosa 1 OajaMyTHo3a.

3.5.23. OuBeTsaBaHe IO XalImeHxXalH 3a NPOTO30U.

3.5.24. OuBeTgaBaHe C TPUXPOM 3a IIPOTO30MU.

3.5.25. CeposlormMuyHa IOMAarHOCTMKAa Ha amMeduasa.

3.5.26. ObBoraTmuresieH MeTon C MeMOpaHeH QUITBHP 3a ypoT'eHMTallHa
IMCTO30MO3a .

3.5.27. Western blot Ba mmarHocTMka Ha IIapa3UTO3U.

3.5.28. CeposiormMuHa OMarHOCTMKa Ha TOKCOKapos3a.

3.5.29. ObBorarmuresnieH MeTon C MeMOpaHeH QUITBHP Ba OMAT'HOCTMKA Ha
bunapmosu.

3.5.30. M3cnempaHe Ha XUCTOJIOTMYHM Cpes3M 3a NapasuTu.

3.5.31. MoJeKyJIApHO-OMOJOTMUYHM METOIOM Ba OMarHOCTMKA Ha NapasuTO3M M 3a
BMUIOBa MIEHTMQMKALMSA Ha NapasUTHU.

4. Kpurepmm 3a KadyeCTBOTO Ha M3BBPUIBAHATA IOEMHOCT.

4.1. Mlapa3mUTOJIOTUUHNM JIabOopaTOPUM KBM CTPYKTYPUTE Ha JieueOHUTE 3aBeIeHUd
3a M3BBHOOJHMYHA I[IOMOLL, KBM CTPYKTYPUTE Ha JiedueOHMTe BaBeIeHMs 3a
OOJIHMUHA IIOMOlIl (TpeTO HMBO Ha KOMIETeHTHOoCT), PMOKO3 u HIRIB:

4.1.1. IlpoTokonuTe 3a nobpa JabopaTopHa NpakTMka ce cbodpassaBaT C
npenopvkuTe Ha Clinical and Laboratory Standards Institute (CLSI) wu
CBeTOBHATa 3IpaBHa opraHm3aumsa (C30).

4.1.2. JlabopaTopusaTa OCUTypsBa KadeCTBO Ha M3CJIefBaHMUATa dUpes npujlaraHe
Ha BBTPEUIEH M BBHIIEH KadeCTBEH KOHTPOJI, KOMTO Ca dYacT OT CHuCTeMaTa 3a
ocurypsBaHe Ha KadeCTBOTO.

4.1.3. JlabopaTopusTa TpsaOBa IJa HpOoBexIa CUCTEMEH BBTPEIIEH KadyeCTBEH



KOHTPOJI M OlLleHKa Ha KadeCTBOTO UYpes lapajlellHM aHaJlM3M Ha pPeajiHu U
CTAaHOAPTHU MaTeprasu.

4.1.4. JlabopaTopuaTa TpsaOBa Oa BOIM 3alMCU 3a PEe3yJITATUTE OT BBTPEHUI
JabopaTopeH KOHTPOJI.

4.1.5. Ilpu 3anouBaHe Ha paboTa C HOBa Cepusad PeaKTUBM, KUTOBE U
XPaHUTENHY CPenM 3aIbJIXUTEJIHO Cce IIpoBexIa KOHTPOJI.

4.1.6. JlabopaTopusaTa Ia IpoBexIa OBa IIBbTY T'OIOMIIHO BBHIIEH KadyeCTBEH
KOHTPOJI Upes ydacTue B MeXOyJlabopaTOpHM CPAaBHUTEJHM M3CJeOBaHUSA B
HalMOHAalHaTa CMUCTeMa 3a BBHIIHA OlleHKa Ha KadeCcTBOTO Ha M3CJIeIBaHMATA,
opraHmu3upaHa oT ornein "llapasmuTojsgormsa M Tponmdecka MenuuuHa" npm HU3IE u
BearapckaTa acoluMalursa Ha MeIOUUMHCKUTE [1apa3MUTOoJIO3MU.

4.1.7. HaumoHanHaTa pedepeHTHa JjabopaTopusa ydacTBa B dYyxXIeCTpaHHAa
HEeTBHPI'OBCKA CMCTeMa 3a BBHIIHA OleHKa Ha KadeCcTBOTO.

4.1.8. JlabopaTopusaTa OCUTYPSBa CBOEBPEMEHHO M3CJeIBaHe Ha BCUUKU
IOCTBIMIM MaTepMall.

4.2. AMOyJlaTopmMM 3a clelumanm3upaHa M3BBHOOJHMYHA MEeOMUMHCKA I[IOMOILL II0
MeOMLMHCKA [1apas3uTOJIOTMA KBM CTPYKTYPUTE Ha JieueOHUTEe 3BaBeleHUd 3a
M3BBHOOJIHMYHA I[10OMOLI.

4.2.1. TlepCcOoHaNBT CllasBa IpaBuilaTa 3a »obpa MeOMUMHCKAa IpaKTMUKa.

4.3. CTpyKTypM KBM JleueOHUTE 3aBeneHusa 3a OOJIHMUHA [IOoMOoL OT IIBPBO,
BTOPO ¥ TPEeTO HMBO Ha KOMIIETEHTHOCT.

[lepcoHaNBT Clla3Ba IpaBujaTa 3a nodbpa MeIMLUMHCKa OpaKTUKa.
. EbukacHa u ebdekxTMBHa IMAarHOCTUUYHA OEMHOCT.

4.3.3. [lpoBexIaHe Ha aleKBATHO E€TMOJIOTMUHO M I[IAaTOTE€HETUUHO
MeIMKaMeHTO3HO JIeUeHMe.

4.3.4. BMCOKO HMBO Ha OKas3BaHUTE I'PMXM 3a [NalMeHTa OT CTpaHa Ha
CHeluMaJiMCTUTE [0 3IPaBHU T'PUXMU.

4.3.5. CnasBaHe Ha [IPOTUBOENUIEMUYHMSA PEXVMM B CBHOTBETCTBME C
HOpMaTKMBHAaTa ypeznba.

4.3.6. KoHTpoJI Ha BBHTPEDONHUUHUTE MHOEKLUN.

5. AHaAIUTUUHM NPUHUMUINM 3a OCBHIUECTBABAHETO Ha HOEeMHOCTTa Ha CTPYKTYPUTE
IO MeIMUMHCKa Napa3uTojiorusa B Penybimka Bwarapusda.

B3a ochlleCTBABAHEe Ha OEMHOCTTA IO MeIMUMHCKAa [1apasuUTOJIOTMSA Ce NpelnopbdbBa
MBINOJI3BaHE Ha AaHAJIUTUUHUTE NOPMHLUINM, BBIIPUETU OT eKCIEePTHUS CBBET IO
napasmuToyiorusa kbM M3, MexnyHapoIHU cTaHmapTu (CLSI, C30), BwBArapckoTo
HAY4YHO OPYXeCTBO [NO MeOMLMHCKAa I[1apas3uTOoJIorMsa, BejarapckaTa acoumaumsa Ha
MenuumuTe napasmTojosu (BAMII) m MeTOIMUYECKMTEe yKaszaHusa Ha M3.

5.1. AHAIMUTUUHMTE NPMHLMUIM 3a OCBIUECTBABAHE Ha HOEMHOCTTAa Ha
IapasuUTOJIOTUUYHKTE JlabopaTopuM OTIOBAPAT Ha M3MCKBaHMATA Ha JobpaTa
J1abopaTopHa NpakTUKa .

5.2. AHaIUTUUHMKTE NPMHLUIM B padoTaTa Ha CleluMalu3upaHuTe KabuHeTU U
OTIEeJIeHMS I10 MeIMUMHCKAa [Napa3UTOoJIOTMS OTIOBAPAT Ha OOWMTe 3a BCUUKU
KJIMHMYHM CIeUMaJIHOCTM M3MCKBaHMA 3a "nobpa MeOMUMHCKA OpakTuxka'.

5.3. CranmapTusauusa/xanubpalius Ha OOOPYIABAHETO 3a NpujlaraHe Ha
J1a00pPaTOPHO—NIAPA3UTOJIOTUUYHM METOIM 3a M3CJeOBaHe.

5.4. AHaAIUTUUHMKTE IPMHLMUIM Ca B OCHOBaTa Ha IpujlallaHUTe MEeTOIU.

5.4.1. MakpOCKOIICKM MBCJIeIBaHUA.

5.4.2. MUKPOCKOIICKM MBCJIENBAaHMA: HATUBEH MpernapaT, NpernapaT, OLBETEH C
Jlyronos pas3TBOp, MeTonm Ha Karo, cemmMmeHTaumsa, omoraumsa, GopMaJiMH-eTepOB
MeTon, MeToI Ha BepmaH, oborardBaHe Ype3s QuiaTpalmuda, KOHCEepBUpaHe,
OLIBETUTEJIHM MeTonu: 10 PomMaHOBCKM-ImM3a, no Luin-HwuiceH, no XamIeHxanH,
no I'omopm-I'POKOT, C TPUXPOM, C TOJYUIOMHOBO CHMHBO, C METUJIEHOBO CHMHLBO.

5.4.3. KyaTypajHM M3CJEeIBaHVS Ha TEeuHM, TBBPIM M IBybaszHM cpenu.
5.4.4. VMyHOJIOTMUHM WM3CJIEOBAHUA:
5.4.4.1. ArnyTMHaUMOHHM TecToBe (PIIXA, IOA, JIA)
5.4.4.2. ELISA
5.4.4.3. Peakumsa mMmyHObyopecueHuus (PUD)

N O



.4.4. Western blot

.5. VHOKyJIMpaHe Ha OIUTHU XUBOTHU U KJIETBUHU KYJITYypPU
6

6

. MonekyJnsapHO-OUOJIOTUYHY MeTOOM
. .1. TlonuMmepa3zHoO-BepmxHa peakumus (PCR).

5.4.7. CaHMTaApHO-NIAPa3UTOJIOTUUHM MUICJIEOBAHMUA: TPUXMHEJIOCKONMSA, CMMUIIaHe
C M3KYyCTBEH CTOMalleH COK, MeTOoIM 3a M3CleIBaHe Ha BoIa, yTalky, [IOUYBa,
3eJIeHUyUM M [JIOOOBe, M3CJeneaHe Ha OMUTOBa cpela.

6. IlpaBa Ha MNalMEeHTUTE.

[TauMeHTnTEe MMAT [IpaBo:

6.1.0a BbomaT MHOOPMMPAHM Ba BHAUYEHMETO UM IMarHOCTMYHATA CTOMHOCT Ha
NPeICTOAlOTO Iapas3UTOJOTUYHO M3CJenBaHe;

6.2.Ja 6bOaT MHOOPMMPAHM 3a IPYyTM HeOOXOIOMMM Ba OMarHo3aTa NapakKJIMHUYHU
M3CcIenBaHus;

6.3. Ha ObmaT mHbOOPMMPAHM 3a CBOTBETCTBAUIOTO HAa IOMATHOSBATa €TUOJIOTUYUHO
Y NaTOT€HETUUHO JIeUeHUE;

6.4. Ja ObpmaT mMHOOPMMPAHM 3a 3OPAaBHO-NPOOMUIIAKTMUHOTO SBHAUEHME Ha
OVATHOCTUUYHUTE U JiedeOHUTEe INeVHOCTHU;

6.5. a ObIe Bana3eHa M rapaHTUpPaHa [IOBEPUTEJIHOCTTa Ha MHbOpMauUMsATa OT
V3BBPUIEHUTE OEeVHOCTM M M3CJIeOBaHUL.

6.5.1. IlepcoHansT Ha JjabopaTopusaTa HOCKM OTIOBOPHOCT 3a IOCTOBEPHOCTTA
Ha pes3yJTaTUTe OT M3BLPUEHUTE MICJIeNBaHUS.

6.5.2. I[lepcoHansT Ha JabopaTopusaTa HsaAMa [IpaBo Oa pasTJjlacsaBa MHOopMauMs
3a IlauMeHTa, KOATO € IIOoJIydeHa IIPpM MI3II'BJIHEHME Ha Cﬂy)KefjHM’I‘e 3aObJIXEeHNS .

6.5.3. PesynTaTuUTe OT M3CJeOBaHMATA Ca JIMUHM HAaHHM IO CMMCHIA Ha 3aKoHa
3a 3almMTa Ha JIMUHUTE IaHHU.

6.5.4. Ilpy KOMIOTBPHaA 0OpaboTKa Ha pes3yJTaTUTe OT UI3CJIeIBaHUSI Te cjelBa
na OBpoaT 3alMTEeHM C KO, IO KOMTO MMa IOCTBII CaMoO II€PCOHAaJlIbT Ha
JabopaTopuaTa.

6.5.5. PesynTaThsT OT M3CJeIBaHMATA Ce IpelaBa JIMUYHO Ha 3agBUTENd Ha
M3CJIeOBAHETO NIPM OCUI'ypsSBaHe Ha 3alMTa Ha JIMUHUTE IOaHHM Ha [HalMeHTa.
PesynTaTu OT M3CJEeOBAHETO He Cce CcbobmaBaT IO TejedoH.

7. HpaBa Ha MeIMLUMHCKNMTEe M HeEMeIMLIMHCKUTe CIlIleluMrMaJlMCTUM B obJjlacTTa Ha
MeOMUMHCKAaTa [1apa3mUTOJIOTHS.

7.1. PaBboTemmTe B CTPYKTYypMTE IO MeIMLMHCKA NapasUTOJIOTMS OCEHIECTBABAT
CBOATAa IEMHOCT CBHOOPAas3HO M3MCKBaHMATa Ha MeIMLUMHCKMSA CTaHOapT
"MemmMumMHCKa HNapasuToyiorma’.

7.2. MeIMUMHCKMTE CHeuuajIucTy, padoTemm B CTPYKTypaTa 10 MeIOMUMHCKAa
InIapasmTrToJjiorm4a, MMaT IIPaBO OJa OTKaXaT M3BBPIIBAHE Ha MI3CJIeOBaHMA IIPM:

7.2.1. HeTomeH 3a M3CJEeIBaHe MaTepualsl (HeNpaBWJIHO B3eT M/MUJIM HENPaBUIIHO
CBbXpaHaBaH/TPAHCIOPTUPAH) ;

7.2.2. ;nunca Ha IOaHHM 3a M3CJeIBaHMd MaTepuall;

7.2.3. nmpoBexmaHe Ha JIeYeHME IPY CHUECTBYBAllM KOHTPAMHIOMKALIUMA .

7.3. CpobpaszHO HpenMeTa Ha IOEMHOCT B Pas3JIMUHUTE [1apas3MTOJIOTMUYHU
CTPYKTYPM M YCJIOBMATa Ha paboTa Npenlas3HUTe CpelcTBa OT MHAOMBMIYAJIEH U
ofl xapaKTep ca ONMCAaHM B HOPMaTMBHM aKTOBE.

7.4. 3OpaBHa OpodmMiIakTMKa Ha [NepCoOHajla Ce OCBIeCTBABa NEePMOOUYHO B
3aBUCUMOCT OT BPEeOHOCTMTE, Ha KOUTO € IIOIJIOXKEH I1ePCOHAaJI'BT, CBIJIACHO
OercTealaTa HOpMaTMBHa ypeznbda.
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