HAPEJIBA Ne 9 OT 25 AIIPHUJI 2006 I'. 3A YTBBPKIABAHE HA
MEJUIUHCKHU CTAHJAPT "TPAHC®Y3UOHHA XEMATOJIOI'UA"

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

Oo6wn. /[B. 6p.42 om 23 Maiui 2006¢e., usm. /[B. 6p.37 om 8 Maii 20072., uzm. /IB.
0p.92 om 23 Hoemepu 2010e.

Unen emunctBeH. (1) C Hapenbara ce yTBBbpXKIaBa MEAMIMHCKUAT CTaHIApPT
"TpaHcdy3roHHa XeMaTOJOTHS  ChIIIACHO MPUIIOKEHHUETO.

(2) HeitHoctTa 10 TpaHC(Y3UOHHA XEMATOJIOTHSI CE€ OCBIICCTBABA MPH CIIa3BaHE
Ha CTaHaapTa 1o ail. 1 u ce W3MBIHSABAa OT BCHUYKHU JICUeOHW 3aBENICHHUS, B KOWTO CE
OCBIIECTBSIBA ICWHOCT 110 TpaHC(HY3NOHHA XEMATOJIOTHSI.

JlonbJIHUTEIHN pa3nopeaAdH

§ 1. ITo cmuchia Ha Ta3u Hapenoda:

1. "Banuaupane" e ycTaHOBsIBAaHE HAa MMCMEHM J0Ka3aTeJICTBA, KOMTO JaBaT BHCOKA CTEIEH Ha
CUTYpHOCT, Y€ JaJIeH MpOIeC BOIU IO MOCTOSHHO IMPOHM3BOJCTBO HA MPOAYKTH WM JEHHOCTH, KOUTO
OTroBapsT Ha MPeIBApUTEIHO OIpPEeNeHH crielu(UKaluy 1 MapaMeTpy 3a KauecTBo.

2. "]JloOpa mpom3BOACTBEHA MPAKTUKA' ca BCHYKH €JIEMEHTH OT JIaJIeHa ACWHOCT, KOMTO 3a€/IHO
BOJAT JI0 KpallHM MPOAYKTH WM JEHHOCTH, KOWUTO IOCTOSIHHO OTrOBAapsAT Ha OIpEJesICHUTE
crelupuKaum.

3. "Kapantuna" e ¢usnuecko n3onMpaHe Ha KPbBHHUTE ChCTAaBKU WM BXOJSAIIUTE MaTEepHAIH
(pearenTH) 3a pa3NMYHU TMEPUOJM OT BpEeMe, JOKATO Ce 4Yaka MPUEMAHETO WM, pa3pellaBaHe Ha
U3I0JI3BaHEe MM OTXBBPIISTHE Ha KPBBHUTE CHCTABKH WIIM BXOJSIINTE MaTepUald (PearcHTH).

4. "KauecTBeH KOHTPOJ' € 4acT OT Iporpamara 3a OCUT'ypsiIBaHE Ha KauecTBO, KOSITO C€ ChbCTOU
OT PETPOCHEKTHUBHH M3CIEIBAHUS WM MEPKH, KOUTO TpsOBa Ja aaaTr yAOBIETBOPUTEIHH pPe3yNTaTH,
MIpe/IH J1a ce MpEeMUHE KbM CIIBAII €Tall OT JaJeH MPOIIEC, U KOATO OTTOBAPS HA ONPENEICHN KPUTEPHH
U crieuupuKaIum.

5. "KommroTbpHa nHpOpMaIIMOHHA CHCTEMa' € CHUCTeMa, BKIIIOYBAIlA BBHBEXKIAHE Ha JIaHHH,
eJIeKTpOHHa 00paboTKa M MOJydyaBaHE Ha HM3XOAHAa MHGopMalMs, KOSTO C€ M3IOJ3Ba 32 OTYETHOCT,
aBTOMATHYEeH KOHTPOJI WM JIOKYMEHTAIIHS.

6. "[lonBukeH 0OEKT" € BPEMEHHO MJIU MOOWIIHO MSCTO, M3MOJ3BaHO 3a B3e€MaHE Ha KPHB U
KPBBHU CBCTaBKH, KOETO ce Hamupa u3BbH LleHTpoBere 3a TpancdysumonHa xemarosorus (LITX) u
Otnenenusita 3a TpancdysznonHa xemaronorus (OTX) kpM 00nacTHUTE MHOTONPO(QUIHNA OONHUIHM 32
aktuBHO sieuenne (MBAJI).

7. "OcurypsiBaHe Ha KadyecTBO' ca BCHYKM JIEMHOCTH OT B3€MaHETO Ha KPbB J0 HEUHOTO
pasnpezensHe, W3BBPIIEHH C IeJ1 Jla Ce TrapaHTHpa, Y€ KPbBTa W KPBBHUTE TPOAYKTH ca C
HE00X0AMMOTO 3a MpeTHa3HAYeHHETO UM KaueCTBoO.

8. "CieneHe Ha Ka4ecTBOTO" € 4acTTa OT OCHTYpPsSBaHE Ha Ka4eCTBOTO, KOSATO CE OTHACS IO
NOJIbp)KaHe M IMOJ00psiIBAaHE HA KAauyeCTBOTO M BKIIOYBA HJCHTH(HKALMATA W M3MOI3BAHETO Ha
WH/INKATOPH 32 JIOJIaBsSHE Ha OTKJIOHEHHS OT CTAaHAAPTUTE U Crieln(DUKAIUUTE.

9. "IIpepaboTBaHe" € eTam OT MPUTOTBSIHETO HA KPbBHA ChCTABKA, KOSTO CE€ M3ITBJIHABA MEXKIY
B3€MaHETO Ha KPBB M €KCIIEINPAHETO HA TOTOBA KPhBHA CHCTABKA.

10. "Excnienupane” e mpenocTaBsHEe OT 3aBeJCHUE 3a TpaHC(y3MOHHA XEMATOJOTHsS WM OT



OTJENICHHE 3a TpaHC(PY3MOHHA XEMATOJIOTHs B OOJIHUIIA HA KPBB UM KPbBHH CHCTABKH 3a MPEJIMBAaHE Ha
PELUITUEHT.

11. "Cucrema 3a KadecTBO' BKJIIOYBA OpraHU3aIlMOHHATA CTPYKTYpa, OTTOBOPHOCTHTE,
IPOLElypUTE, IPOLIECUTE U PECYPCUTE 3a OCHILECTBSIBAHE HA YIPABJICHNUE HA KAYECTBOTO.

12. "KoHTpos Ha KadecTBOTO' € 4YacT OT CHCTeMara 3a KayecTBO, 3aHMMaBalla ce C
U3IIBJIHEHUETO Ha U3UCKBAHMATA 33 Ka4eCTBO.

13. "Cneundukanus" e onucanue Ha KPUTEPUUTE, KOUTO TPAOBa 1a ObJAT U3IIBIHEHH, 3a J1a ce
IIOCTUTHE HEOOXOIUMMST CTAHJAPT 32 KauecTBO.

14. "Crangaptu" ca KpuTepuure, CIpsMO KOUTO MPOLECUTE U NPOAYKTUTE MoraTr na Obaar
U3MEpBaHH KaueCTBCHO U/UIIH KOJIMYECTBEHO.

15. "[lucmenn mponenypu (cTaHZapTHU pabOTHM TPOTOKONHM)" ca KOHTPOJIMPAHUTE
JOKYMEHTH, B KOUTO C€ OIMCBA HAYMHBT, 110 KOMTO cJe/iBa 1a Ce U3IIbJIHABAT IIOCOYCHUTE OIIEPALIUH.

16. "YmpaBneHue Ha KaueCTBOTO' ca KOOPAWHUPAHUTE JEHCTBUS 32 PHKOBOJCTBO M KOHTPOJI Ha
OpraHu3alMsATa 10 OTHOIIEHHE HAa KaueCTBOTO Ha BCUYKM HUBA B JICUEOHUTE 3aBE/ICHUS, U3ITIBJIHABAILN
JEWHOCTH 10 3aKOH 3a KPbBTa, KpbBOAApsiBaHeTO U KpbBonpenuBaHeTo (3KKK).

IIpexoaHu 1 3aK/II0YHMTEJHH pa3nopeadu

§ 2. JleueOHuTE 3aBelNEHUS TPUBEKAAT JEHHOCTTAa CHU B CHOTBETCTBHE C W3MCKBAHMSITA IO
paznmen Il, 1. 4 u pa3nen I, T. 3 1 4 OT NPUIOKEHHUETO B €IHOTOJUIIEH CPOK OT BJIM3aHE B CHJIa Ha
Hapezaobara.

§ 3. Ta3u HapenOa ce nznaBa Ha OCHOBaHME Wi. 6, ai. 1 oT 3akoHa 3a jedyeOHUTE 3aBEICHUS U
ui1. 1, ann. 4 ot 3akoHa 3a KpbBTa, KPHBOJAPSIBAHETO U KPHBOIIPEJINBAHETO.

§ 4. (Hos - IB, 6p. 92 ot 2010 r.) Cranaaptaute U criennpruIHATe 00OpYIBaHE U amapaTypa,
MOCOYEHH B MPUIIOKEHUETO KbM WICH €IMHCTBEH, all. 1, ako He Morar Ja ObAaT OCUTYPEHHU 3a BCAKA
KJIMHUYHA CTPYKTYypa, clieiBa Ja ObJaT OCUTYpeHH B JIe4eOHOTO 3aBe/ieHHe B Opol U mo crenuduxa,
JIOCTaThYHU 3a 00e3MevaBaHe M3ITBIHCHUETO Ha M3MCKBAHMATA 32 KOMIIETEHTHOCT M 00eM JEWHOCT Ha
BCSIKA OT CTPYKTYpPHUTE 110 HUBA.

[TpunoxeHne KbM 4YJIeH ¢IUHCTBEH, al. 1
(U3m. - 1B, 6p. 37 ot 2007 1., u3m. - JIB, 6p. 92 ot 2010 1.)
MEJUIIMHCKU CTAHIAPT 11O TPAHC®Y3MMOHHA XEMATOJIOT' A

Paznen |
bazoBa xapakTepucTuKa Ha CIEIMATHOCTTA "TpaHC(y3NOHHA XeMaToJIorus '

1. leduHuiiusi, OCHOBHU €M U 337291

1.1. depununus

Tpanc¢y3noHHaTa XeMaTOJIOTHS € OCHOBHA MEIUITMHCKA CIICIUATHOCT W HAYYHA JIUCIUTIINHA,
KOSITO TPEJCTaBIsIBA CHBKYMHOCT OT OpPraHM3MpPaHU [EHHOCTH 3a TPOMOLMS M OpraHMu3alus Ha
0€3Bb3ME3THOTO M JOOPOBOJTHO KPHBOJAPSBAHE, B3EMaHE, IMArHOCTHKA, MpepaboTBaHE, KOHTPOI,
ChXpaHEeHHe, pa3Npe/eieHne U KIMHUYHO MPUJIOKEHHEe Ha KPbBTA, KPHBHUTE CHCTAaBKU U TUIA3MEHUTE
MIPOJYKTH, TUIAHUPAHE W OCUTYPSBaHE HA MEIUITMHCKUTE HYXKIU Ha JICUeOHUTE 3aBe/ICHUS 3a OOJTHHYHA



MIOMOIIl U TUCIIAHCEPUTE C JIETJIa ¢ KPbB M KPBbBHU CHCTABKH IPU HOPMAIHU U OCICTBEHU CUTYaIUH,
MMYHOXEMAaTOJIOTMYHA AUarHOCTHKA Ha MAaMeHTH, TpaHCPY3MOHEH HAa30p.

Tpancdy3noHHata XeMarolOTHUS € CIEHUAIHOCT C HWHTEPAUCHHUIUIMHAPEH XapakTep,
B3aMMO/ICICTBAILM ¢ BCUUKH OCTAaHAIM MEIUIIMHCKU CIIeHUaTHOCTH. B chiioTo Bpeme criennduyHoCTTa
Ha JIEHHOCTUTE Ha TpaHC(y3MOHHATA XEMATOJIOTUS OIpPEeIis HIKOM CIEHU(PUYHN XapaKTePUCTUKU Ha
oOmara i HopMaTuBHA Oa3a.

1.2. OcHoBHHM 1ETTH

OCHOBHHTE 1I€NTU Ha Ta3U CIELUATHOCT Ca OCUTYPSABAHETO Ha Oe30macHU U €(eKTUBHU KPbBHU
CbCTaBKHU 3a 33J0BOJIIBAHE HAa MEIUIMHCKHUTE HY)KIU Ha CTpaHaTa W 3a MPOM3BOJCTBO HA JIEKApCTBA,
OCUTYpSIBaHE Ha HMYHOXEMAaTOJOTMYHA [MarHOCTUKAa Ha TMalMEeHTH U I[OCTUraHe Ha IPABHIIHO
KIMHAYHO NPUJIOKEHNE HA KPHBHUTE ChCTaBKH.

1.3. OcHOBHH 3a1ayy:.

OcHOBHHTE 3aJaud Ha CIICNHUATHOCTTa 'TpaHCPy3MOHHA XEMaToJIOTHSA' ca CBBP3aHU C
MIOCTUTAHETO HA MTOCTABEHUTE 1IeJIH, & UMEHHO!

1.3.1. npomorus, opraHu3aius, HabupaHe 1 3aabpKaHe Ha KPbBOJAPHUTEIH,

1.3.2. mogbop Ha TOHOPHU U B3eMaHe Ha KPbB U KPbBHU ChCTaBKH,;

1.3.3. npepaboTBaHe U JUArHOCTHKA HA KPBbBTA M KPHBHUTE ChCTABKY,

1.3.4. BanmuaupaHe Ha MPOIECUTE,;

1.3.5. cexpaHeHue, eKCueIuIus U AUCTPUOYITUS Ha KPBB U KPBBHU ChCTABKY;

1.3.6. mogubpkaHe Ha pe3epB OT KPbBHU ChCTABKH,

1.3.7. u3BBpIIBaHE HA IMYHOXEMATOJIOTHYHH M3CJICBAHMS HAa MAIIMEHTH U MOJ00p Ha KPHBHU
CbCTABKH 32 BCEKU KOHKPETEH IMAallUEeHT,

1.3.8. xauecTBeH KoHTpoI Ha neitHocTuTe B LITX;

1.3.9. mocTurane Ha ONTUMAIHO KJIMHUYHO MPUIOKEHNE HA KPbB U KPHBHU ChCTABKH;

1.3.10. oka3BaHe Ha €KCIEPTHA, METOAMYHA M KOHCYJATAaTHBHA IIOMOII BBB BpPB3Ka C
U3BBPIIBAHE Ha JEHHOCTHTE MO TPAaHC(PY3MOHHA XEMAaTOJIOTHs, PEerjaMeHTUPaHU B 3aKOHA 3a KPBBTa,
KPBBOJAPSBAHETO M KPHBOIPEIHBAHETO;

1.3.11. opranuzanus Ha BBHIIEH KOHTPOJI HA YMEHUATA B HMYHOXEMAaTOJOTUYHHUTE
nabopaTopuu B CTpaHarta M B 1a00paTOpHUH, U3BBPIIBALIN HMYHOXEMATOJIOTHYHA IEHHOCT Ha MallUeHTH,;

1.3.12. oOyueHue Ha CITyKUTEITUTE;

1.3.13. TpaHchy3noHEH HAI30pP.

1.4. Hannonanuust ctanapt "TpaHcdy3noHHA XeMaToI0rus' peraaMeHTupa:

14.1. ocHOBHMTE W3HUCKBaHWSA, HAa KOUTO OTrOBapAT JICUEOHUTE 3aBEJCHUS, B KOUTO C€
M3BBPIIBAT JIEHHOCTH B 00J1aCTTa HA TpaHC(y3MOHHATA XEMATOJIOT U,

1.4.2. 3aabpKUTETHAAT (MHHUMAJIEH) 00eM JIeHHOCTH B JICUCOHUTE 3aBEJCHHUS, W3BBPIIBAIIN
JeMHOCTHU 1O TpaHC(PY3MOHHA XEMaTOJIOTHs;

1.4.3. 3agbIDKUTENTHUTE W3WUCKBAaHUS 32 00OpylIBaHE C amapaTrypa, METUIIMHCKH HW3JENUs H
KOHCYMAaTHBH 3a YIpaXKHSIBaHE Ha CIELHATHOCTTA 'TpaHC(hy3MOHHA XEMAaTOJOrua'' Ha pa3jIuyHHUTE
HUBA,

1.4.4. mpenopbuBaHUTE METOJAU M TEXHHUKH 32 OCBIIECTBSIBAHE HA JUArHOCTUKA Ha KPBHBTA U
MMYHOXEMATOJIOTUYHA JHATHOCTHKA Ha TIAIINEHTH;

1.4.5. 3a1bDKUTEIHUTE U3UCKBAHUS 32 CHCTEMA 3a KaueCTBO HA PerylaMEHTHPaHUTE IeHHOCTH;

1.4.6. ocHOBHHTE M3UCKBAHUSI 32 KOMIIETEHTHOCT 32 MMPAKTHKYBaHE Ha CIICIIHAITHOCTTA.

2. OCHOBHHM KIJIFOUOBH 00JIACTH Ha CTIEMAITHOCTTA "TpaHCPY3MOHHA XEMAaTOJIOTHS"
CrnenunanHocTTa "TpaHcy3nOHHA XEMATOJIOTHS UMa CIIETHUTE KIFOYOBU 00IacTH:

2.1. Opranm3anus Ha KPhBOJIAPSABAHETO W KPBHBOIIPEIIMBAHETO € MOI00JIACTH, KAKTO CJIe/IBa:
2.1.1. nmpomonius Ha JOOPOBOIHOTO U O€3BBH3ME3THO KPHBOAAPSIBAHE,

2.1.2. opranuzamms, IUTaHUpaHe W HMHPOPMAIMOHHO OCHUTYpsiBaHE Ha TpaHC()y3HOHHATa



MPaKTHKA,

2.1.3. opranuzaius Ha KpbBOIIPEIMBAHETO;

2.1.4. cucteMa 3a Ka4eCTBOTO B TpaHC(Y3MOHHATA MTPAKTHKA.

2.2. Bzemane, npepaOoTBaHe, ChbXpPaHEHUE W CKCIICJUpPAaHE HA KPBB M KPBBHH CHCTaBKU C
MoA00IaCTH, KaKTO CJIEBA.

2.2.1. B3eMaHe Ha KPbB U KPbBHHU ChCTABKH;

2.2.2. npepaboTBaHe Ha KPbB,;

2.2.3. cbXpaHEeHHE, eKCIEAUIUS U JUCTPUOYIINS HA KPBB U KPBBHHU ChCTaBKH.

2.3. JlTabopaTtopHa XeMaToJIOTsl ¥ TPAaHC(PY3HOIOTHS C MOA00IACTH, KAKTO CIIE/IBA:

2.3.1. xemorioesa;

2.3.2. *MyHOXEMaTOoJIOT U,

2.3.3. criennanu3upaHy U3CICIBaHUS Ha B3eTaTa KPbB,

2.3.4. xemocTa3sa.

2.4. KnuanyHa TpaHcdy3uoa0Tusi ¢ mogo01acTu, KaKTo ClieBa;

2.4.1. neyenne ¢ KPbBHU MPOIYKTH,

2.4.2. peakiuy ¥ YCIIO)KHEHHUsI CJIe]l TIPUIIOKEHUE Ha KPBBHU IIPOJIYKTH;

2.4.3. anTepHATUBYU HA TPAaHCPY3MOHHATA TEPAITHSL.

3. 3uckBaHus 32 KOMIETEHTHOCT 3a MPaKTHUKyBaHEe Ha CHELMATHOCTTA

OcHOBHAaTa MEIUIIMHCKA CTICIIHATHOCT ''TpaHC(y3MOHHA XEMATOJIOTHs" ce MPUI00MBaA O pea
Ha Hapen6a Ne 31 or 2001 r. 3a cneqauiuioMHO 0O0ydeHHe B cHCTeMaTa Ha 3/1paBeonasBanero (JIB, Op.
64 ot 2001 r.).

3.1. JIekapcka KOMIIETEHTHOCT:

3.1.1. B obnacrra Ha TpaHc(y3nOHHATa XEeMAaTOJIOTHS JIeKapcKaTa KOMIIETEHTHOCT C€ pa3iess
Ha TPU HUBA HA CJI0XKHOCT:

3.1.1.1. uuBo 1 - oChINECTBSABA CE OT JIeKap 0€3 CIEIMATHOCT H/UIH OT JIeKap-CIeIUaI3aHT 10
TpaHc(y3MOHHA XEMaTOJIOT S,

3.1.1.2. HuBO 2 - OCBIIECTBSBA C€ OT JIEKap-CHEIHUAINCT 10 TpaHC(Hy3MOHHATA XEMaTOJIOTHS U
BKJIOYBA CAMOCTOSTEIHA JAEHHOCT BbB BCUUKU KJIFOUOBH 00JIACTH OT CIELUAIHOCTTA,

3.1.1.3. HuBo 3 - W3BBpIIBA C€ OT XaOWJIUTHPAHMW JMIA W JPYI'H CHEIHATNCTH, KOWTO
IpUTEXKaBaT HeoOXoaMMaTa KBalM(UKalMsg 3a U3BBpPIIBAHE HAa ydyeOHA, HayyHa U KOHCYJITAaTHBHA
JEWHOCT B CbOTBETHUTE KIIFOYOBH OOJIACTH M TIOJO0JIACTH HA TpaHC(y3MOHHATA XEMATOJIOTHUSI.

3.1.2. Havamuuum Ha otaeneHuss U jaboparopuu B LleHTpoBere 3a TpaHchy3HMOHHA
xemarosiorust (IITX) u HavaHUIM HA OT/AENEHUs B O0JACTHUTE MHOTONPOGUIHN OOJHUIIN 32 aKTUBHO
JedeHune ¢ oraeneHus 1o tpaHchysuonHa xemaronorus (MBAJI ¢ OTX) morar na Obaar nekapu c
IpU3HATa CIEUUAIHOCT MO TpaHC(y3UOHHA xemaroyorus. [lo M3KiIOueHHe ce JOmycKaT M JeKapu -
CTIEIMAIM3AaHTH 110 TPaHC(HY3MOHHA XEMATOJIOTHS, WK JIEKapu ¢ MPUI00NTa OCHOBHA CIIEIUAIHOCT TIO
BBTpEIIHN OOJIeCTH, aHECTE3UOJIOTHs, peaHMMalisl, UMYHOJIOTHA C M3MCKBaHMA 3a cepTHdUKAT 3a
JOMBIIHUTEITHA KBATU(UKAIIHS 110 TPAaHC(HY3MOHHA XEMaTOJIOTHUSI.

3.1.3. HayanuuxsT Ha otaenenue win gadopartopus B LUTX u HavanuuksT Ha OTX B 00nacTHH
MHOTOIIPO(GWITHN OOJHUIM UMa CIITHUTE 3aIbJIKCHUS:

3.1.3.1. nmanupa, oOpraHu3upa, KOHTPOJIMpAa M OTroBaps 3a IPUIOCTHATa JEHHOCT Ha
OT/eNCHIETO/Tab0paTOPHSITA;

3.1.3.2. KOHTpoJIUpa KayecTBOTO M CBOEBPEMEHHOCTTAa Ha JEHHOCTHTE, ChOTBETCTBAILM Ha
M3UCKBaHUATA Ha J00paTa 1abopaToOpHa U MPOU3BOJICTBEHA NMPAKTHKA,

3.1.3.3. yuacTBa B IpeKHUTe JACHHOCTH Ha OTAEICHUETO/TabopaTopusTa,

3.1.3.4. pa3BuBa HEOOXOJMMHTE OPTaHU3AIMOHHN BPB3KH MEKIY OTAe/IeHuEeTO/Taboparopusta
C IpyTUTE CTPYKTYpPHH 3BEHA HA JIEYEOHOTO 3aBEJICHHUE,;

3.1.3.5. ochmiecTBsBa KOHTPOJ BBPXY TEXHHWYECKAaTa M3MPABHOCT Ha JlabopaTopHaTa



armaparypa, TeXHUUYECKUTE ChbOPBKECHUS U U3MOI3BAHUTE PEaKTHBH,

3.1.3.6. uzpaboTBa mporpama 3a KOHTPOJ BBPXY Ka4eCTBOTO U €(DeKTUBHOCTTA HA JICHHOCTTA;

3.1.3.7. ympaBisiBa pecypcuTe B OTAEJICHHUETO, KaTo Ch3JaBa YCIOBHS 32 PaBHOMEPHO
HATOBapBaHE Ha IEPCOHAJIA B OT/CICHUETO/1ad0paTOpHSITa;

3.1.3.8. maBa eKkcrepTHO CTAaHOBHUIIE 3a JIOCTaBKA HA PEAKTUBH, KOHCYMAaTHBH M amaparypa u
KOHTPOJIMPA 3asIBKUTE;

3.1.3.9. ympaBmsBa CIEIAMIZIOMHOTO OOydeHHE W NPOABIDKHTENIHATa KBamu(uKauus Ha
MEIULIUHCKUTE CHCHUAJINCTH B  OTAEICHHETOo/nadoparopusiTa, W3rOTBi  IUIaH-Iporpama  3a
KBaJM(HUKAIMA HA JIEKapU U TaOOpaHTH;

3.1.3.10. opranuszmpa yd4acTHETO Ha JICKapuUTe B  KOJETUYMH, KaTO PHKOBOAH
nH(pOpMalMOHHATA, HOBAIMOHHATA U HAayyHaTa ACWHOCT B OTJIEJICHUETO, aKO B JIEUCOHOTO 3aBe/ICHHE
Ce M3BBPILIBA [NIAHOBA Hay4Ha JEHHOCT.

3.1.4. JlekapsT CeIHAIIUCT:

3.1.4.1. u3BbpIIBa CAMOCTOSATENIHO JEHHOCTH, periJaMEeHTUPaHU B CTaHAPTa,

3.1.4.2. koHTpOIMPa IPOU3BOJICTBEHUTE TTPOLIECH;

3.1.4.3. xoHTpOIUpa IEHHOCTTA HA OMOJI031, MEAUITMHCKH CECTPHU U JTaOOpaHTH,

3.1.4.4. ocurypsiBa epeKTUBHOCT 1 06€30IaCHOCT Ha JEHHOCTHUTE U MPOIECHTE,;

3.1.4.5. yuacTBa B pa3pabOTBaHETO U BHEIPSIBAHETO HA HOBH METOJU U TEXHOJIOTHUH,

3.1.4.6. myaHupa, KOHTPOJIHMPA M OTYHTA HEOOXOIUMHUTE MEIWIMHCKU W3JCIUS U UH BUTPO
MEIULUHCKHU U3/1EIHS;

3.1.4.7. nognomMara Ha4aJHHKA Ha CTPYKTYPHOTO 3BEHO B aHAIM3a M OTYETUTE Ha JACHHOCTTa U
r'0 3aMecTBa IpU OTCHCTBUE,;

3.1.4.8. naBa KOHCyNTalMM 3a BCSKAa IMArHOCTMYHA W JieueOHa TMpolueaypa NMpH MaIHeHTH,
HY/Iaelly ce OT TpaHC(y3HMOHHA Tepanus,

3.1.4.9. yuacTBa B JI€KapCKUTE ¥ HAYYHH KOJICTHYMH.

3.1.5. Jlexap 6e3 crenuamTHOCT H/WITK JIeKap - CICHATN3aHT 110 TPaHC(HY3UOHHA XEMATOJIOTHS:

3.1.5.1. u3BBpIIBa AEWHOCTH, PETITAMEHTHPAHH B HACTOSIINS CTaHIAPT;

3.1.5.2. KoHTpoIMpPa IPOU3BOJICTBEHUTE MPOLIECH;

3.1.5.3. koHTpoONMMpa AeHOCTTa Ha OMOJIO3H, MEAUIIMHCKU CECTPU U TAOOpaHTH;

3.1.5.4. ocurypsiBa epeKTUBHOCT U 0€30MaCHOCT Ha JEMHOCTUTE U MTPOLIECUTE,;

3.1.5.5. yuacTBa B pa3pabOTBaHETO ¥ BHEIPSIBAHETO HA HOBH METOJIN U TCXHOJIOTHH,

3.1.5.6. mymaHupa, KOHTPOJIHMpA M OTYUTA HEOOXOIUMHUTE MEIUIMHCKU W3JENUsS U UH BUTPO
MEIUIIUHCKY H3/ICIHS;

3.1.5.7. noanomMara HayaJgHHKa Ha CTPYKTYPHOTO 3BEHO B aHAIM3a M OTYETUTE Ha JAeHHOCTTa U
r'0 3aMecTBa IPU OTCHCTBUE,

3.1.5.8. yuacTBa B JIeKapCKUTE M HAyYHU KOJIETHYMH.

3.2. ®apmarieBT

dapmaneBTH ¢ Marucrbpcka oOpa3oBaTellHa CTENeH MoraTr Ja H3BbpUIBAT JAEHHOCTH B
obmacTTa Ha mpepaboOTBaHe, CHXpaHEHHE W EKCIeIupaHe Ha KPBBHH CHCTABKH, NPUTOTBSIHE U
CbXpaHEHHE Ha UH BUTPO JUArHOCTUYHU U3/IEIHA.

3.3. buoor ¢ oOpa3oBareiHa CTENeH MaruCThp

buono3u ¢ marucTbpcka odpa3oBaTesiHa CTEIIEH MOraT Jla U3BbPIIBAT AEHHOCTH B 00JacTTa Ha
MIPOMOIIUST ¥ OpTaHU3aIMs Ha KPhBOAAPSBAHETO, AUATHOCTHKA, KOHTPOJ, IpepadOTBaHe, ChXpaHEHHUE H
eKCIeIUIHs Ha KPbBHUTE ChbCTABKU. 3a U3IIBIHEHUE HA OTTOBOPHHU 3a]1aui, BH3JI0KEHU OT HAYaJIHUK Ha
CTPYKTYpHO 3BEHO, € HEeOOXOIMMO Ja TPHUTEeKaBaT CEpTH(HKAT 3a AOMBIHUTEIHA KBATH(UKAIUSI B
ChOTBETHATAa KJIFOYOBA 00JIACT.

3.4. JTabopaHr:

3.4.1. Bnagee BCHUYKM JMArHOCTHYHM METOJM U amapaTypH, BKJIIOYEHH B CIHHCBKA C
MEIULMHCKH MPOLEAYPU Ha 3BEHOTO, B KOETO paboTH;



3.4.2. ToyHO cria3Ba CTaHAAPTHUTE paOOTHU MPOTOKOJIH 32 BCSIKA TUArHOCTUYHA MPOLEYPa;

3.4.3. CTPUKTHO BOJM HEOOX0AUMATa TOKYMEHTAIINS;

3.4.4. yBenomsiBa 3a HYKXIUTE OT CHAOAsBAaHE C HEOOXOIMMHUTE WH BHUTPO JUATHOCTUYHU
U3JIeHs U KOHCYMAaTHUBH.

3.5. MenumnuHcka cecrpa:

3.5.1. Bnasee BCUUKHU MPOIEAYPH, BKIIIOUEHU B CIIMCHKA C METUIIMHCKU IIPOLEAYPU Ha 3BEHOTO,
B KOETO paboTH;

3.5.2. ToyHO cma3Ba CTaHJApPTHUTE PAOOTHHU MPOTOKOJIM 32 BCSKA MPOLEAYypa; CTPUKTHO BOAU
Heo0XoauMaTa JOKyMEHTAIUS,

3.5.3. yBeoMsiBa 3a HYXKAUTE OT CHaOAsIBaHE C MEIUIIMHCKHU U3/ENUs U KOHCYMaTHBH.

Paznen 11
OpraHu3aliOHHU CTPYKTYPH, IEMHOCTH U YOBEIIKH PECYPCH

1. Oprann3aliluoOHHU CTPYKTYpPH, OCHOBHU XapaKTEPUCTUKHU

OpraHu3alluOHHUTE CTPYKTYpU, B KOUTO C€ M3BBPIIBAT JEHHOCTH MO TpaHCHy3HMOHHA
XEeMaToJIOTHs, ca!

1.1. [lenTpoBere 3a TpaHc(hy3nOHHA XEMATOJIOTHUS

1.2. BoeHHOMEIUIIMHCKA aKaJIeMus

1.3. (u3m. - 1B, 6p. 92 ot 2010 r.) MHuoronpoduiiHM OOJHHIM 32 AKTHBHO JICYCHHUE, B YUSITO
CTPYKTYpa UMa OTJIeJIEHUE 110 TpaHC(Py3UOHHA XEMATOJIOTUs

1.4. JleyeOHM 3aBeneHUS 3a OOJHUYHA IOMOIN, B KOMTO MMa paskpuTa jJaboparopus IO
tpancdysuonna xemarosorus (JITX)

1.5. (u3m. - [IB, Op. 92 or 2010 r.) JleueOHu 3aBeneHus 3a OOMHUYHA MOMOIL O€3 pa3KkpuTa
JITX

1.6. JlaGoparopuu KbM JIMAarHOCTUYHO-KOHCynTaTuBHU 1eHTpoBe ([IKII) u camocrositenHn
MEIMKO-TMarHOCTUYHHU J1a00paTOpUH, U3BBPILBAIIM UMYHOXEMATOJIOTHYHA JUAarHOCTHKA Ha MAallUeHTH.

2. OCHOBHHM JIEHTHOCTH

Benuku  gelfHOCTH, CBBpP3aHU CbhC CHEIMATHOCTTAa ''TpaHC(y3MOHHA Xemaroyiorus’, ce
M3BBPILIBAT MPHU CIIa3BaHEe Ha IIpaBUiIaTa Ha 100paTa JabopaTopHa MpaKTUKa U J00paTa MPOU3BOICTBEHA
MIPAKTHKA.

OcHoBuute neitHoctu ca pernameHtupanu oT 3KKK u IlpaBuiHuK 3a ycTpoicTBOTO H
JEeHHOCTTA Ha IIEHTPOBeTe 3a TpaHcdy3noHHa xemaronorus (B, 6p. 89 or 2000 r.) u ca, KakTo cliesBa:

2.1. BIITX ce u3BBpIIBAT CICTHUTE TCHHOCTH:

2.1.1. nnaHupaHe Ha HYXJIUTE OT KPbB U KPBBHM ChCTABKH 3a 33/10BOJISIBAHE HA MEAULIMHCKUTE
HYX/IM Ha JICUeOHNTE 3aBE/ICHUS B TEPUTOPUATHUS 00XBAT HA JCWHOCT U 32 MMPOM3BOCTBO Ha JIEKAPCTBA
OT IUIa3Ma,

2.1.2. tutanupaHe Ha MEIWIIMHCKY W3JCIHs 32 B3€MaHEe M ChXpaHEHHE Ha KPBbB U KPBBHU
CbCTaBKHU 3a JIeYeOHUTE 3aBEICHUS B TEPUTOPUAIHHUS OOXBAT Ha JAEWHOCT U MH BUTPO JUATHOCTUYHU
W3JIENUs 33 HY)KIUTE Ha IIEHTHPA,

2.1.3. mpomonusi, oprauu3anus, HabupaHe U 3abp>kaHe Ha KPbBOAAPUTEH;

2.1.4. monGop Ha TOHOPH M B3€MaHEe Ha KPbB M KPHBHH CHCTABKH;

2.1.5. mpepaGoTBaHe Ha B3eTaTa KPbB;

2.1.6. *MyHOXEMAaTOJIOTUYHA JHArHOCTHKA Ha BCSKA €MHUIIA B3€Ta KPbB U KPHBHU CHCTABKH,

2.1.7. nuarHocTHKa Ha BCsSKa €JUHMIIA B3e€Ta KPBbB M KPBbBHU CHCTaBKU 32 TPAHCMHUCUBHH
nHpeKuu;

2.1.8. BanuaupaHe Ha IPOLIECUTE;

2.1.9. cpxpaHeHue, eKCeauIus U JUCTPUOYITUS Ha KPBB U KPBBHH ChCTaBKH,;



2.1.10. mogrbpxaHe Ha pe3epB OT KPbBHU MIPOAYKTH,

2.1.11. u3BBpIIBaHE HA IMYHOXEMATOJOTUYHU M3CJICABAHUS HA TAIMEHTH U TIOI00p HA KPBB U
KPBBHU CHCTABKH 32 BCEKHU KOHKPETCH MAaIlUCHT;

2.1.12. mocTurane Ha ONTUMAIIHO MPUJIOKEHHE Ha KPHBHU ChCTABKH;

2.1.13. ynpaBieHue Ha Ka4yecTBOTO,

2.1.14. xauecTBeH KOHTpOJI Ha feiHocTuTe B [[TX;

2.1.15. cp3aBaHe M NOAAbPYKAHE HA PETUCTHP HA BTOPO HUBO B CHOTBETCTBUE C M3UCKBAHUATA
Ha Hapenba Ne 29 or 2004 r. 3a ycnoBusTa M pena 3a ChCTaBsgHE, 00pabOTBaHEe, ChXpaHsSBaHE M
npeaocTaBsiHe Ha uHpopmarus ot peructbpa mo wi. 36 3KKK u 3a hpopmuTte 3a mokymenranus (JIB, Op.
82 ot 2004 r.) (Hapenoa Ne 29 or 2004 r.);

2.1.16. oka3BaHe Ha CKCIEpTHA, METOJWYHA W KOHCYJATaTHBHA IIOMOII BBB BpPB3Ka C
M3BBPIIBAHE HA IEWHOCTUTE 10 TpaHc(]y3rnoHHa xemaTosiorus, persameHTupanu B 3KKK;

2.1.17. obyuenne Ha cuyxurenute Ha LTX wm Ha coyxwurenmure or OTX B chOTBETHHS
TEepUTOpHAJIeH 00XBAT Ha ACHHOCT;

2.1.18. Tpancdy3noneH HaI30D.

2.2. B HanpioHanHus HeHTBp 10 xemaTtosiorus u tpancdysuonorus (HLIXT) ocBen mocoueHuTe
no T. 2.1 ot paznen |l neliHocTH ce M3BBPIIBAT U:

2.2.1. HaydyHOUM3CIElOBaTelICKa M MPHIIOKHA ACHMHOCT B obOiacTTa Ha TpaHC(hy3MOHHATA
XEMaTOoJIOTHS,

2.2.2. nediHOCTH, CBBpP3aHH C pa3pabOTBaHE HAa HAIMOHAJIHATA MOJUTHKA MO TpaHC(Hy3MOHHA
XEMaTOoJIOTHS,

2.2.3. ekcrepTHa, KOHTpONHA, pedepeHTHa W KOHCYJNTaTHUBHA JeHHOCT B o0nacTrra Ha
TpaHcy3HMOHHATA XEMATOJIOTHS;

2.2.4. opraHu3anusi Ha BRHIIICH KOHTPOJ Ha YMEHHUATa B UMYHOXEMATOJOTHYHHUTE JabopaTtopuu
B CTpaHAaTa M B JJAOOPATOPHUH, U3BBPIIBAIIA UMYHOXEMATOJIOTHYHA JICHHOCT HA TAIUCHTH;

2.2.5. oOyyeHne Ha J€Kapu, MEIUIIMHCKU CIEUUATNCTHd U OHONIO3U OT IisylaTa CTpaHa B
oOnacTTa Ha TpaHCPy3MOHHATA XEMATOJIOTHS;

2.2.6. METOAMYHO PHKOBOJICTBO BBPXY AeiiHOCTTa Ha [[TX;

2.2.7. cp3/1aBaHe W MOTbPKAHE HA PETUCTHP Ha ITBPBO U BTOPO HUBO;

2.2.8. mnanupane no 4. 26 3KKK.

2.3. (u3m. - ]IB, 6p. 92 ot 2010 r.) B MBAJI ¢ OTX ce u3BbpLIBAT CIICAHUTE ACHHOCTH:

BonanuHa cTpyKTypa OT BTOPO HUBO HA KOMIIETEHTHOCT:

2.3.1. mpomonusi, opraHu3anysi, HabupaHe U 3aJbp)KaHe Ha KPbBOAAPUTEIIH;

2.3.2. cbXpaHEHUE U eKCIeINIINS Ha KPhbBHHU ChCTaBKH;

2.3.3. u3BBpIIBaHE HA UMYHOXEMATOJIOTHYHN W3CJICIBAHUS HA TAIMCHTH U MOA00p HA KPHB U
KPBBHU CHCTABKH 32 BCEKU KOHKPETEH MaIlUEeHT;

BonaMYHA CTPYKTYypa OT TPETO HUBO HA KOMIICTEHTHOCT:

2.3.4. nmaHupaHe Ha HYXIUTE OT KPbB M KPbBHU CHCTaBKHU 32 33J0BOJISIBAHE HA MEIUIIUHCKUTE
HYXXTU Ha JICYeOHUTE 3aBE/ICHUS B 00JIaCTTa;

2.3.5. mnaHupaHe Ha MEIUIIMHCKU H3JAENHUS 3a B3€MaHE M ChXpaHEHHE HAa KPbB U KPHBHU
CHhCTAaBKHU 32 JICUCOHUTE 3aBEJACHHs B 00JacTTa W WH BUTPO JAWATHOCTHYHHU W3JCIHS 32 HYXKJIUTE Ha
OTJICIICHUETO;

2.3.6. mpomorus, opraHu3aIys, HaOUpaHe U 3abpKaHe Ha KPHBOIAPHUTEIH,

2.3.7. mooop Ha TIOHOPU U B3€MaHe Ha KPbB M KPbBHH ChCTABKH;

2.3.8. BamaupaHe Ha POIIECUTE;

2.3.9. cbxpaHeHue U AUCTPUOYIUS Ha KPbBHU ChCTABKU,;

2.3.10. mogrppxane Ha pe3epB OT KPHBHU CHhCTABKH,

2.3.11. u3BBpIIBaHE HA UMYHOXEMATOJIOTHYHH H3CJICIBAHUS HA MAIMEHTH U MOA0Op Ha KPBB U
KPBBHU CHCTABKH 32 BCEKU KOHKPETEH MallUEHT;



2.3.12. ynpaBieHue Ha Ka4yecTBOTO,

2.3.13. xauecTBEH KOHTPOJI Ha IEHHOCTUTE B OTICJICHUETO;

2.3.14. cp3maBane U MOJIbP)KAaHE HAa PETUCTHP HA TPETO HUBO B CHOTBETCTBUE C M3MCKBAHUATA
Ha Hapen6a Ne 29 ot 2004 r.;

2.3.15. oka3BaHe Ha KOHCYJITAaTHBHA IOMOILI IO OTHOIICHHE Ha W3IOJ3BAHETO HA KPBBTA U
KPBBHHUTE ChCTABKU HA CTPYKTYPHUTE HAa CHOTBETHATA OOJIHUIIA U HA TE3W HA TEPUTOPHITA HA 00JIACTTa,

2.3.16. oOyuyenme Ha ciyxkutenure B OTX W Ha CIyXHTeTW B APYTUTE OTICICHHS HA
OOJIHMIATa, KOWTO Ca aHTAKUPAHU C KIMHUYHO U3IOJI3BaHE Ha KPHB U KPHBHU ChCTABKU;

2.3.17. Tpancdy3noneH HaI30p.

2.4. B neuyeOHM 3aBeneHUs 3a OOJHHWYHA TOMOII, B KOUTO MMa pa3Kpurta jJabopaTopus IO
TpaHc(y3MOHHA XEMATOJIOTHUS, CE€ U3BBPIIBAT CICIHUTE ACHHOCTH:

2.4.1. npomonus Ha TOOPOBOITHOTO U O€3BB3ME3THO KPHBOIAPSBAHE;

2.4.2. n3BbpIIBaHE HA UMYHOXEMATOJIOTMYHH W3CJIEABAHMS HA MALMEHTH U MOJ00p HA KPBB H
KPBHBHH ChCTABKH 332 BCEKU KOHKPETCH MAIMCHT;

2.4.3. cpxpaHeHHUe Ha KPbB U KPbBHU ChCTABKH,

2.4.4. oka3BaHe Ha KOHCYJITaTHBHA TMOMOIIl 10 OTHOIICHHWE Ha M3IOJI3BAHETO HA KPHBTA U
KPBBHHUTE ChCTABKU HA CTPYKTYPUTE HA CHOTBETHATA OOJTHUIIA;

2.4.5. Tpancdy3MOHEH HAA30pP;

2.4.6. B mabopaTopwusiTa 1o Tpanc(y3moHHA XeMaTOJIOTHs HE MOTaT Jla Ce N3BBPIIBAT JACHHOCTH
o noAdop Ha AOHOPH, KPbBOJApsSBaHE U B3eMaHE Ha KPbB Mo cMuchia Ha wi. 6, an. 1 3KKK; B Te3u
nabopaTopuy B3eMaHe Ha KpPBbB C€ H3BBPIIBA CaMO 3a HYXKAWTE HAa HMYHOXEMAaTOJOTHYHATA
JMAarHOCTHKA Ha TIAIIMEHTHTE Ha JICYeOHOTO 3aBE/ICHUE.

2.5. (u3m. - /1B, 6p. 92 ot 2010 r.) B neueOHu 3aBeseHus 32 OOMHMYHA TIOMOII 0€3 pa3KpUTa
nabopaTtopus 1o TpaHc(y3MOHHA XEMATOJIOTHS CE€ U3BBPIIBA!

2.5.1. mpenuBaHe Ha KPBB H KPHBHH CHCTABKH;

2.5.2. TpaHcdy3MOHEH HAA30p.

2.6. B nmaGoparopum kbpM JIKI] W camMOCTOSITETHU MEIHUKO-IAMATHOCTUYHH JIA0OpaTOpHH Ce
W3BBPIIBAa IMYHOXEMATOJIOTUYHH TUATHOCTHKA HA MallMeHTH U OPEeMEHHHU.

3. Ctpykrypa Ha LITX 1 OTX x6M MBAJI

3.1. Crpykrypara Ha IITX 3amb/UKHTETHO BKJIOYBA CICIAHUTE AJAMHUHHCTPATHBHO W/WIN
(hyHKIIMOHATTHO 000CO0EHU CTPYKTYPH 3a:

3.1.1. ynmpaBieHre Ha Ka4eCTBOTO U KOHTPOJ Ha KPhBTA U KPHBHUTE ChCTABKH;

3.1.2. mpomonus ¥ opraHu3anus Ha KPbBOJAPSBAHETO;

3.1.3. (u3m. - JIB, Op. 92 or 2010 r.) kpbBomapsiBaHe ¢ 00OCOOCHOCT 3a CTAMOHAPHU HU
MOJIBMKHU €KHUIIH,

3.1.4. mpepaboTBaHe Ha KPHBTA;

3.1.5. nuarHocTuka Ha KPbBTAa U KPHBHUTE CHCTaBKH;

3.1.6. cexpaHeHUe, CKCIISUIINAS U JUCTPUOYITUS Ha KPBB U KPHBHU ChCTaBKH;

3.1.7. xmuHMYHA TpaHC(yY3UOJIOTHS U UMYHOXEMATOJIOTUYHA TMarHOCTHKA Ha MAllUeHTH,

3.1.8. aIMUHUCTPATUBHO-CTONIAHCKU U (PUHAHCOB OTJICI.

3.2. Crpykrypara Ha HIIXT ocBen n3bpoenure B T. 3.1 BKIIIOUBA H:

3.2.1. 3BeHO 3a MOHWTOPHHT, aHAJU3, OpPraHM3anus W HHOOPMAIIMOHHO OCHTYpsSBaHE Ha
TpaHcy3noHHaTa cucreMa B P. brirapus;

3.2.2. TpOW3BOJCTBEHM 3BEHA 3a MPOW3BOJACTBO Ha JIEKAPCTBA OT IUIa3Ma M WH BHUTPO
MEIUIIMHCKHU U3/ENUs OT KPBB.

3.3. (m3m. - /1B, 6p. 92 ot 2010 r.) B OTX 3aabKUTEIIHO C€ OCUTYPSBAT JACHHOCTH I10:

3.3.1. mpomonus 1 opraHu3aiys Ha 6€3Bb3ME3THOTO U JOOPOBOJIHO KPBBOJIApsBAHE;

3.3.2. KpbBOJAPSBaHE CHC CTAIMOHAPHM W TTOJBIKHU €KUIIH,



3.3.3. KTuHUYHA TpaHC(y3HOIOTU U UMYHOXEMAaTOJIOTHYHA JIAOOpaTOpus;
3.3.4. cbXpaHEHHE U CKCIICTUITH.

4. YoBemKH pecypeH - ONpeensT ce 0T oOeMa Ha U3BbpIIBaHATA JICHHOCT, KATO MUHUMATHUTE
M3UCKBAHUSA KbM OpOsl Ha MEIMIIMHCKUSI IEPCOHAI, Ca KaKTO CJIE/BA:

4.1. MuHMManHU U3UCKBAHMS KbM OpOsi Ha MeauIMHCKUs epconan B [{TX
Jlekapun 15

Megn. cectpu 14
Meg. nabopaHT 14
4.2. (u3m. - JIB, 6p. 92 ot 2010 r.) MuHMMaIHK HM3MCKBaHHUS KbM OpOi Ha MEIUIIUHCKHUS
nepconan B OTX:
Jlekapu:
nekap-cneumanucT 3a CTpyKTypa OT MbpBO HUBO Ha 1
KOMMETEHTHOCT
nekapw, OT KOUTO EAUHUAT CMeLManucT - 3a CTPYKTypa oT
BTOPO HWMBO Ha KOMMETEHTHOCT
Meg. cectpu
Mega. nabopaHTn 5

4.3. (3anuuena - JIB, 6p. 37 ot 2007 r.)
4.4. (3anuuena - JIB, op. 37 ot 2007 r.)

Paznen 111
bazoBa xapakTepucTMKa Ha MecTaTa 3a YIPaKHSIBAHE Ha CIEIUAIHOCTTA ''TpaHC(y3nOHHA
xeMaroJyiorus'

|. OcHOBHH 3/1paBHM H3MCKBaHUS 3a YIOPAKHSABAHE Ha CIELUUAIHOCTTa TpaHC()y3MOHHA
XEMaTOJIOTHsl Ha Pa3IMUHUTE HUBA HA JEHHOCT

1. O61u nonoxxeHus

1.1. Pa3nono)xeHneTo Ha MOMEIICHUATa, B KOUTO CE MU3BBPIIBAT ACHHOCTH MO TpaHC(Hy3UOHHA
xemaroJyiorus, € Ha kota 0" unn Ha Kora, mo-sucoka ot "0".

1.2. MuanMaiiHara cBeTiia BUCOYMHA HaA oMereHuara € 2,50 m.

1.3. Crenure:

1.3.1. Ha moMenIeHMATa, B KOUTO C€ U3CIeABAT U pepaboTBaT B3eTara KPbB, KPBHU ChCTABKH
U KpBBHU TIPOOH, Ha CEPBU3HUTE U CAHUTAPHUTE MOMEIICHUS C€ U3MTBIHABAT C TOKPUTHS, TTO3BOJISBAIIU
©KEHEBHO BJIAKHO TMOYKMCTBaHE W Ae3uH(ekius (rmaabk (asHc, TepakoTa W 1p.), Ha BHUCOYHMHA
MuHuMyM 1,80 m ot rotoB nof;

1.3.2. Ha ocTaHANKTE MOMEUICHUS U KOPUIOPUTE CE M3IBIHABAT C JIATEKCOBA 00s WK C IPYyTH
MTOKPHUTHS, KOUTO MO3BOJISIBAT BIAYKHO MTOYUCTBAHE U JIE3UH(EKITHS,

1.3.3. He ce M3BIHABAT ¢ pere(HN Ma3UIIKH;

1.3.4. He ce mokpuBar ¢ 61axxHa 00s.

1.4. ITonoBHUTE HACTUIIKU:

1.4.1. B moMeInieHusITa, B KOUTO CE€ U3CIEABAT U MPepadoTBaT KPbB, KPHBHU ChCTABKH M KPHBHU
poOH, ca BOJIOHETIPOIYCKINBH, YCTOMYMBY HAa TSPMUYHU U XUMHYHU BB3JICHCTBUS, U3ITBIHIBAT ce 0e3
(Gyru ¥ MO3BOJISABAT €XKETHEBHO BIAYKHO MMOYHUCTBAHE U JIC3UH(EKITHUS,

1.4.2. B cepBU3HHTE U CAHUTAPHUTE IIOMEIICHHS Ca BOJOHETIPONYCKIIMBH U TTO3BOJISIBAT BIIAXKHO
MOYMCTBAHE U Ie3UH(EKITHS,

1.4.3. B ocTaHaiMTe TIOMEIICHHS W B KOPHJOPUTE TIO3BOJISABAT BJIAKHO IOYHCTBAHE W
ne3uH(peKIns;

1.4.4. na TekcTUITHA OCHOBA HE C€ JIOTyCKaT.

1.5. OcBetneHueTo B pa3IMYHUTE BUAOBE NOMEIIEHUS OTroBaps Ha u3uckBaHusTa Ha BJIC



1786-84 "Ocsetnenne. EcrecTBeHO M N3KYCTBEHO'.

ABapuiiHO OCBETJICHUE € OCUTYPEHO 3a BCUUKH KOPUJIOPU M OCHOBHH nomenieHus. Jlonmycka ce
0e3 ecTecTBEHO OCBETJICHHE J1a ObJaT anapaTHH, CKJIaJ0BE, CEPBU3HU M CAHUTAPHH MTOMEIICHUSI.

1.6. OromnuTenHuTe, BEHTWJIAMOHHUTE M KIMMAaTUYHUTE WHCTAJAlMU Ca HU3rPaJieHu B
cboTBeTCTBME ¢ HopmuTe 3a mNpoeKkTupaHe Ha OTOIUIUTEIHM, BEHTWIALMOHHM M KIUMATUYHU
uHcranganuu (my6:., op. 6, 7, 8 u 9 or 1986 r. na Broneruna 3a crpoutenctBo u apxutekrypa (BCA).

1.7. Oromnenuero ocurypsna:

1.7.1. B momenieHusiTa - MUHUMaIHa Temneparypa 18 °C;

1.7.2. na xopunopure - 15 °C.

1.8. KnumaTnyHa MHCTaNANMs, 3a OrpaHiyaBaHe Ha MakcuMaiaHaTa Temneparypa ao 20 - 24 °C,
(byHKIMOHMpA:

1.8.1. B momernieHusATa, B KOUTO Ipa)JIaHUTE AapsBaT KPbB U KPbBHU CHCTABKH,

1.8.2. B nomermeHusTa, B KOUTO C€ M3CIIEABAT KPbBHU IPOOH;

1.8.3. B momenieHunATa, B KOUTO ce mpepadoTBa fapeHa KPbB U KPbBHU ChCTABKHU;

1.8.4. B nomMemeHusATa, B KOUTO Ca Pa3MOJIOKEHH MOBeUE OT 3 XJIaIUIHN ChOPBKECHUSI.

1.9. MexanuyHa BEHTHJIAIUS € OCUTYPEHa:

1.9.1. 3a nmomemeHNATa, B KOUTO CE€ M3CICABAT KPHBHU MPOOU U HE TPsiOBA J1a ce MPOBETPSBAT
€CTECTBEHO;

1.9.2. u 32 BCHUYKHM OCTaHAJIH ITOMEUICHUS, KOUTO HE MOTaT J1a Ce MIPOBETPSBAT €CTECTBEHO.

1.10. EnexTpo3axpaHBaHETO U €NEKTPUUECKUTE ypeaOU ca U3rpaJeHH ChITIACHO:

1.10.1. IlpaBunHMKa 3a YCTPOMCTBO Ha ejekTpuyeckute ypenou (myo:., JJU "Texunuka", 1980
r.; u3M. u joi., BCA, 6p. 3 or 1982 r.);

1.10.2. Hapenoa Ne 2 3a enekrpuueckute ypendu B crpaau (B, 6p. 11 ot 1999 r.).

1.11. Pe3epBeH €HEProM3TOUHUK OCUTYpsIBa CHIIHOTOKOBO 3aXpaHBaHe 3a!

1.11.1. Bcuuku pabOTHM MECTa Ha KOMITIOThpHAaTa HHGOPMAIIMOHHA CUCTEMA;

1.11.2. BcHYKH XJTAQUIIHU ChOPBKEHUS,

1.11.3. BcHYKHU POU3BOJCTBEHU CHOPHKEHHUS,

1.11.4. Bcuuku 1a6OpaTOPHU anapaTH.

1.12. KomyHuKanuure:

1.12.1. mexxny HIXT, PUTX u OTX ce ocurypsiBaT upe3 BbHIIHA Mpexa Ha KOMIIOTbpHA
nH(pOpMallMOHHA CUCTEMA,

1.12.2. mexay BcHYKH paOOTHH MecTa Ha KaOHHEeTa/OTaeNeHHEeTO/IeHThpa 1 ¢ 00CTY)KBaHHUTE
KIIMHHUKH U OTACIICHHSI C€ OCUTYPSIBAT Upe3 CTAI[HOHAPHU TeJIeQOHHH ITOCTOBE;

1.12.3. c aBTOMOOMIIUTE CE€ OCUTYPSIBAT Upe3 MOOMIIHU TenedoHH;

1.12.4. ¢ pexypHHUTE Ha PA3MOJOKEHUE C€ OCUTYpSBAT dYpe3 NEHIKBPH WIH MOOWIHU
TesnedoHH.

1.13. BomonpoBogHNTE M KaHAIM3AIMOHHUTE HHCTAJAIMN Ca M3TPaJIeHd B CHOTBETCTBHE C
HopmuTe 3a mpoekTrpaHe Ha BOJONMPOBOIHH U KaHAJTM3aMOHHH MHCTATAIMH B crpamy (myour. B Op. 5 u
6 ot 1986 r. na BCA; momp., BCA, 6p. 8 ot 1987 r.; uam. u nom., BCA, 6p. 11 or 1988 r.; 00H., /IB, Op.
62 or 1995 . u 6p. 15 ot 1996 1.).

1.14. Mugka ¢ Teyaia cryaeHa u Toria Boga (ot 8 mo 80 °C), orroBapsina Ha U3UCKBAHUATA
Ha BJIC 2823-83 "Boma 3a muene", e ocurypeHa BBB BCSKO pPaOOTHO, CEpBH3HO M CaHUTApHO
MTOMEIICHHUE.

CpenctBa 3a ne3uH(pEKIUs ca OCUTYpEHHM Ha MUBKUTE BBB BCHUKM JIaODOpPaTOpUM U B
MOMENICHHUSTA 32 KphBOAApsABaHE U pepadoTBaHe Ha JapeHara KpbB.

Jlonmycka ce 6e3 MUBKH C Tedallla TOIUIa U CTy/IeHa BoJia Jla ObJIaT arapaTHU U CKJIaJI0Be.

1.15. TlonoBu cudoHu ce pasmnosaraT caMo B CEpBU3HH U CAHUTAPHU TTOMELICHHUS.

1.16. IloBbpxHOCTHTE Ha MeOenUTe M MEIUIIMHCKOTO OOOpYyJBaHE MO3BOJISIBAT BIAXKHO
MOYMCTBAHE U Ie3UH(EKITHS.



1.17. CpbupaHero ¥ BPEeMEHHOTO CHhXpaHEHHWE Ha OWUTOBHTE M HA ONACHUTE OTHAIBIM OT
MEIUIMHCKATa JEHHOCT ce W3BBPINBA Pa3/eIIHO, HA OINpeesieH: 3a 1enta mecta. Ciex oOpa3zyBaHETO
Ha OMACHUTE OTHAIBIM OT MEAMIMHCKATa NEHHOCT T€ 3aJBJDKUTENHO ce 00e33apa3sBaT M OMaKoBaT
ChIVIACHO 3aKoH 3a ympasienue Ha ortmagbuute (JIB, O6p. 86 or 2003 r.). KpaitHoTo TpeTHpaHe Ha
OMacHWTe OTHaxbilM (M3rapsHe) Ce HU3BBPIIBA B COOCTBEHO CHOPBKCHHE (CMETOrOpHa) WM OT
JMIIeH3upana (upmMa - B3 OCHOBA Ha JIOTOBOP.

1.18. M3nupaneTo Ha MOCTETbYHHS WHBEHTap M Ha pabOTHOTO OOJEKIO ce W3BBPIIBA
pa3zienHo, B IEpajHy, IPEAHA3HAYCHHU 32 IIEIITA.

1.19. B mpakTtukara Ha TpaHc(y3MOHHATa XEMAaTOJOTHs CE Cra3BaT OOIIMTE MPUHIUIHM Ha
acenTHKa W aHTHCENTHKa, mocodyeHn B Hapenba Ne 2 ot 2005 r. 3a opranuzanusata Ha mpodrrakTuKara
¥ KOHTpOJIa Ha BbTpeOoaanunuTe nHdekmu (B, op. 8 ot 2005 1.).

1.20. lesundeknusTa U cTeprin3anusaTa B MPaKTHKATa Ha TPaHC(PY3MOHHATA XEMATOJIOTHS Ce
U3BBPIIBA B ChOTBETCTBHE ChC!

1.20.1. Ykazanue Ne 2 ot 2.1X.1998 r. Ha MUHHCTEPCTBOTO Ha 3/[paBEONa3BaHETO 3a HAYMHU U
cpezcTBa 3a ne3uHdeknus B 3apaBuuTe 3aBeacuus (Cnyxeden Oronetud Ha M3, 6p. 1 or 1999 r.);

1.20.2. X¥rueHHUTE HOPMHU U U3UCKBAHUSI TIPH MPOBEXKIAHE HA CTCPUIIM3ALIUS B MEIUIIUHCKATA
npakTukKa, yreepaeHu cbe 3amosen Ne PJ1-09-300 ot 2.VI11.1998 r. Ha MuHHCTBpa Ha 3paBEONa3BaAHETO
(Cnyxeben Oronetud Ha M3, 6p. 7 ot 1999 1.).

1.21. TIpomyCKaTeNHHUAT PEXHM U3KIIOYBA HEPETJaMEHTHpPAaH JOCTBII JI0 OTICITHUTE
MOMENICHHUS. PeriiaMeHThT 3a IOCTBII 10 BCSKO TIOMEILIEHUE OTIPEICIIs:

1.21.1. BpemeTo 3a AOCTHII,

1.21.2. cnyxe0OHuTE 111 U OOJIEKIOTO U OOYBKUTE, C KOUTO MOTaT Jia BIK3aT U padoTsT;

1.21.3. perucrpanusra Ha HEperjaMEHTUPAHUTE MOCEIICHUs (HA XapTHCH WM CIICKTPOHCH
HOCHUTEII).

1.22. OXpaHUTETHUAT PEKUM € OCUTYPEH Upe3:

1.22.1. pusuyecka u/unu texuudecka oxpana (COT u/wnu BumeoHabII0ICHHE) HA Crpajara, B
KOSITO C€ U3BBPIIBAT JEHHOCTH 110 TpaHC()Y3MOHHA XEMATOJIOTHS;

1.22.2. noxapoussectutenna (ITUT) u noxaporacurenna texuuka (I1T).

2. lleHTBD 32 TpaHCPY3MOHHA XEMATOJIOTHS

2.1. 3a0bIDKUTENTHYA TTIOMEIEHUS

2.1.1. OcHOBHM TIOMEIICHUS HAa CTPYKTypara '"VYmpaBieHHE Ha KadyeCTBOTO W KA4eCTBEH
KOHTPOT .

2.1.1.1. naboparopus 3a ciieieHe Ha KadecTBOTO (MHH. ruiomy 18 m?).

2.1.1.2. naboparopus 3a KauecTBeH KOHTpoa (MuH. oy 20 m?).

2.1.2. OCHOBHU NIOMEIIIEHUS 32 3B€HO 3a MPOMOIIMSI U OPTaHU3aIMsl Ha KPbBOJAPSIBAHETO:

2.1.2.1. kabuner "[Ipomorust i oprau3amus” (MuH. rwromy 12 m?).

2.1.3. OcHoBHU nOMeIeHUs Ha cTpyKTypaTa "KpbBogapsiBane''

2.1.3.1. peructparypa 3a KpbBOJAPUTEIH U MPHUEMHA 33 KPHBHH MPOOH OT MAMEHTH (MHH.
oy 12 M?) - XeaTenHo OT/ICTHY TOMEIICHHS,

2.1.3.2. KIMHIYHA TaGOPaTOPHs 3a KpbBOAApHTeIH (MuH. roromy 12 m?);

2.1.3.3. xabuHeT 3a MEJAMIIMHCKO OCBHUAETENICTBAHE (MUH. TUIon] 9 M2) Ha KPHBOJAPUTEIU U HA
MAIMEeHTH T10 TIPorpama 3a aBTOXEMOTPaHCY3HsI ¢ IPEONIEPaTHBHO B3€Ta KPHB,

2.1.3.4. xaOuHeT 3a KPbBOB3EMaHe, BKIJI. M TI0 MporpaMa 3a aBToxeMoTpaHcdys3ust (MUH. TUIOI]
18 m?);

2.1.3.5. kaOuHeT 3a MOJBM)KHU SKUIH 32 KPbBOB3eMaHe (MUH. utonr 12 mz);

2.1.3.6. yaKanHs 3a KpbBOAApHUTETH (MHH. rutomy 12 m?);

2.1.3.7. cknan "Matepuanu 3a kpbBoB3eMane' (MuH. ruionr 20 mz);

2.1.3.8. cknan "TloakpenuTeTHO TOHU3UpAIIa XpaHa 3a KpbBogapuTenu' (MuH. 1uTomny 6 mz).



2.1.4. OcHOBHU NIOMEIIIEHUS HA CTPYKTypaTa "JIMarHoCTHKa Ha KPbBTA M KPHBHUTE ChCTaBKHU .

2.1.4.1. nabopaTopus 3a HMyHOXEMAaTOJOTHYHA JHArHOCTHKA Ha B3erata KpbB (MuH. uromr 20
m?);

2.1.4.2. naGopatopus 3a CKpPHHMHI Ha BCSKa €IWHUIIA B3€Ta KPHB 3a MapKepu Ha
TpaHcMUCHBHH HHGeKImu (MUH. ttoir 20 m2);

2.1.4.3. cknan "Kapantunupanu naboparopau Mmatepuanu” - (MuH. o 18 mz);

2.1.4.4. cxnax "OcBoGoeHH 1abopaTopHi MaTepramn” - (MuH. mwiomy 18 m?);

2.1.4.5. 6uoreka - (mus. wiows 12 m?).

2.1.5. OcHoBHU nOMeIeHus Ha cTpyKTypata "lIpepaboTBane Ha KpbBTa':

2.1.5.1. momereHre 3a IpUEMaHe Ha B3eTaTa KPbB U KPbBHHU CHCTaBKH (MUH. 1ol 15 mZ);

2.1.5.2. noMerenue 3a npepaboTBaHe HA KPHBTA U KPHBHATE ChCTABKH (MHH. ruiomy 25 m-);

2.1.5.3. momeleHre 3a KapaHTHHA HA KPbB U KPBBHHU CHCTaBKH (MUH. UToII 15 mz);

2.1.5.4. nomerieHre 3a CTUKETUPAHE W OCBOOOXKIaBaHE HA T'OTOBU KPHBHH ChCTaBKU (MHH.
rwromg 15 mz);

2.1.5.5. cexpaHeHHE HA €TUKETUPAHU KPHB U KPHBHU CHCTABKU M €KCIICTUITUS KbM OTIICIICHHE
"Excnenunus”, OTX, KK u npousBoaurenn Ha nekaperBa (MuH. miomg 20 mz);

2.1.5.6. kamepa Ha TemmepaTypen pexium ot 2° 10 6 °C (Mu. riomy 18 mP);

2.1.5.7. xamepa Ha TemiiepaTypeH peskum Muayc 30 °C (MuH. tromnr 18 mz).

2.1.6. OcHOBHHU MTOMEUICHUS HA CTPYKTYypa "'CbXpaHeHHe, eKCIEAUIUS U TUCTPUOYIIHS Ha KPBB
1 KPbBHH ChCTaBKHU'"

2.1.6.1.umMyHOXEMATOJIOrMYHA JJaOOpaTOpHs 3a marueHT! (MuH. o 20 mz);

2.1.6.2. nerno "ETukeTrpaHy KPbBHH CHCTaBKU' M EKCICIUIUA 3a manueHTH (MuH. rmiomr 18

m?).
2.2. CrioMaraTejiHu IOMEIICHHUS Ha IEHThPa, CBbP3aHH ¢ KAYSCTBOTO Ha KPBBHUTE ChCTABKH.
2.2.1. moMenieHue 3a ChPBBP Ha EHTHPA;
, 2.2.2. IOMEIICHNE 3a CTePUIM3MPaHe HAa YUCTH MaTepuald U 3a jJectuianus (MuH. miomr 18
m°);

2.2.3. IOMeIIeHUe 3a aBTOKJIaBUpaHe Ha OMacHH OThaablu (MuH. tutomy 18 m2);
2.2.4. yuebHa 3aina;
2.2.5. apxuB.

3. Otnenennie o TpaHc(y3MOHHA XEMATOJIOTHSI KbM OOJIACTHA MHOTONpOQHIHA OOJTHHIA 32
aKTUBHO JICYCHHE

3.1. 3a0BIDKATETHY TIOMELLICHUS

3.1.1. (u3m. - ]IB, 6p. 92 ot 2010 r.) OcHoBHM TOMeMIeHNUS 3a aeiiHocTTa "KpbBomapsBane':

3.1.1.1. xabuHeT 3a MEIUIIMHCKO OCBUAETENCTBaHe (MUH. U0l 9 M2) Ha KPHBOAAPHUTEIN U HA
MAIUEHTH T10 TIpoTpaMa 3a aBTOXEMOTPAHC(Y3HsI ¢ MPEIONIEPATUBHO B3€Ta KPbB,;

3.1.1.2. xabuHeT 3a KpbBOB3EMaHe, BKIJI. H IO MpOorpaMa 3a aBToxeMoTpaHcdys3ust (MUH. TUIOI]
12 m?);

3.1.1.3. kaOuHeT Ha MOABMKEH €KHIT 32 KpbBOB3eMaHe (MuH. Tutonr 12 mz);

3.1.1.4. nomereHue 3a ChXpaHsIBaHE HA CAWHUIIM B3€Ta KPbB M TEXHHUTE CATEIUTH (MHUH. TLIOM]
10 m?).

3.1.2. (m3m. - OB, 6p. 92 or 2010 r.) OcHoBHM moMmerieHus 3a jaedHocTTa "KinHndna
TpaHC(y3HOIOTHA U UMYHOXEMAaTOJIOTHYHA JIAOOpaTopus -

3.1.2.1. umyHOXEMATOJIOTHYHA JabopaTopHs 3a manueHT: (MuH. rrorr 15 mz);

3.1.2.2. nena "EtukeTHpaHu KpbB U KPBbBHU ChCTaBKH' W "Exkcremuius 3a marueHTd' (MUH.
wrony 9 mz);

3.1.2.3. Guoreka 3a chXpaHsIBaHE Ha KPbBHU NMPOOH HA MALUEHTH.

3.2. Cnomararenan nomemnienus Ha OTX, cBbp3aHy ¢ KAYeCTBOTO HA KPBBHUTE ChCTABKHU:



3.2.1. perucrparypa i mpueMna (MuH. ont 9 M?) 3a KPHBHH MPOOH OT MALMEHTH | 38 TOTOBH
KPBHBHH ChCTABKH;

3.2.2. cknan "Matepuainu 3a KppBoB3eMaHe' (MuH. riong 4 m2);

3.2.3. ckaan "TloakpenuTeTHO TOHU3UpAIIla XpaHa 3a KpbBogapuTenu' (MuH. oy 4 mz);

3.2.4. cxnan "JlabopaTopHu MaTepHain' .

4. JIaboparopus 1o TpaHc(hy3HMOHHA XEMATOJIOTHS B JICUeOHO 3aBe/ieHHe 32 OOTHUYHA TTOMOII]

4.1. 3a0b/HKUTEHYA IOMEIEHNA .

4.1.1. umyHOXeMaToIOrnyHa Jaboparopus (MuH. uromr 15 m2);

4.1.2. neno "ETHKeTHPAaHH KPBB M KPHBHH CheTaBku" (MuH. murom 9 m?);

4.1.3. ekcrieaunus 3a manueHTH (MUH. ronr 9 mz);

4.1.4. perucrparypa u npuemHa (MuH. miomr 9 m°?) 3a KPBBHU NPOOH OT MAIIMEHTH U 32 TOTOBU
KPBHBHU ChCTaBKH;

4.1.5. cknan "JlaboparopHu MaTepuaiu'

4.1.6. buoTeka 3a ChbXpaHsABaHE Ha KPbBHUTE MPOOH OT MAIMCHTH;

I1. OcHOBHM M3HCKBaHMS 32 O0OpYABAHE C anapaTrypa U MEAUIIMHCKH U3/ICIHS 32 YIIPaKHIBAHE
Ha TpaHC(y3MOHHA XEMATOJIOTHS Ha pa3ITUYHUTE HUBA

1. OO0 monoxeHust

1.1. TexHomornyHoto oOOOpyaBaHe € MoAOpaHO M  JIOCTaBEHO 1O IUIaH  3a
MaTepHaTHO-TEXHUYECKO OCUTypsIBaHE Ha JIEHHOCTUTE 0 TPaHC(Hy3MOHHA XEeMATOJIOT U

1.1.1. 3a Bceku ypea oT ToBa 000Opy/iBaHE UM

1.1.1.1. excriepTHa OLIEHKA 332 CbBMECTMMOCTTA MY C OCTaHAJIUTE €JIEMEHTH Ha MaTepuajHara
0a3a 1 BB3MPUETUTE EBPONECHCKH CTaHAAPTH, KOATO ChABPKA MOKA3aTEH 32 KAYeCTBO M TEKECTTA UM B
KOMIIJIEKCHATa OlIeHKa Ha n300pa;

1.1.1.2. uzrorBeHa crieuQUKaIys Bb3 OCHOBA Ha €KCTIEPTHOTO 3aKITFOYCHHUE.

1.1.2. TocraBeHOTO 0060pYy/ABaHE OTrOBaps HA YTBBPJCHUTE OT €KCIIEPTUTE CTICU(PUKALIIH.

1.1.3. Bceku ypen oT 000pyABaHETO € MPUAPYKEH OT CepTU(PUKAT 32 KAUeCTBO.

1.1.4. Bceku ypen oT 000pyABaHETO MPUTEKABA NACIOPT C ONMUCAHU B HETO:

1.1.4.1. mapkupoBKa OT IPOU3BOIUTEIIS;

1.1.4.2. nata Ha MPOU3BOJICTBO;

1.1.4.3. mpaBuna 3a 6e3omacHa pabora,;

1.1.4.4. xnacudukaiys Ha ypena ChbIilaCHO HOPMaTHBUTE 32 MeTUIIMHCKH arapatu (MedGV);

1.1.4.5. nepununus Ha ypena,

1.1.4.6. rapaHIMOHEH CPOK Ha U3JEJIMETO U MpaBHiIa 3a FapaHIIMOHHO 00CITyKBaHe;

11.4.7. TexHWYeCKHM MaHHW, B T.4. KamaluTeT, Ta0apuTH, TErJI0 W U3UCKBAHUS KbM
MHKpPOKJIUMaTa (TeMIepaTypa, BIaKHOCT U CKOPOCT Ha JIBKEHUE Ha Bh3/yXa);

1.1.4.8. 3amUTHA CUCTEMH | 3aIBJDKATEITHHA TPOBEPKH HA 3aIIUTHUTE CUCTEMH;

1.1.4.9. Bb3MOXHU HEU3NPABHOCTH, ITOPUTHM Ha aHAJIN3a UM U TIOBE/ICHUE;

1.1.4.10. Bb3MOXHH aBapUHU CUTYAIIMH U TIPAaBUIIA 32 TIOBEJICHHE,

1.1.4.11. npaBwiia 3a HHCTAJIMPAHE, B T.4. TPAHCIIOPT, MOHTAX M IyCKaHE B ACUCTBUE;

1.1.4.12. npaBuia 3a MOTbPKaHe - MOYUCTBAHE, IC3MH(EKIUSA, TEXHUISCKO 00CTy)KBaHE,

1.1.4.13. xoHCyMaTHBH (aKO MOJ3BA) U THPTOBCKH CIEKTHP Ha 3aMEHIEMOCT;

1.1.4.14. npaBua 3a HaCTPONKHU, PETYIUPAHE U IPOBEPKHU;

1.1.4.15. ynpaBieHue Ha MPOLIECUTE,;

1.1.4.16. pe3ynraTi OT U3CJICABAHUS U EKCIIEPUMEHTH U HAJICHKTHOCT TIPH padoTa;

1.1.4.17. Bp30pOU3BOUMOCT Ha pe3yJITaTUTE MPU CTAaHAAPTHU YCIOBUS Ha padoTa,

1.1.4.18. mp1HU JaHHM 32 BaTUAUPAHE HA ypena OT IPOU3BOIUTES;



1.1.4.19. npaBuiia 3a U3BBHrapaHIIMOHHO OOCITY)KBaHE;

1.1.4.20. enexTpOTEXHUYECKA XapaKTEPUCTHKA, B T.4. EIEKTPHUECKO 3aXpaHBaHe (HarpeKeHHE,
4YeCcToTa, TOK, MPEANAa3suTeNIN), HAUWH Ha CBBbpP3BAHE C CICKTpUYECKaTa MpPEKa, KOHCyMalus Ha
€JIEKTPOCHEPIHsl, MPUIIOKEHH HOPMH Ha €NIEKTPUUECKa CUTYPHOCT; YAOBJIECTBOPEHH MIPAaBHIIa 32 TEXHHUKA
Ha 0€30MaCHOCT, Pe3yJITaTH OT U3MUTAHUATA 32 CUTYPHOCT, Bh3MOXKHOCTH 32 M3BEXKIaHE Ha JAUCIUICH Ha
BaXHHU 32 (DYHKIMOHHPAHETO Ha ypea MOKa3zaTeldu W 3a TAXHOTO PETUCTPUpAHE BbPXY XapTHUEH WU
eJIEKTPOHEH HOCHUTEIT;

1.1.4.21. xapakTepucTUKa Ha MHCTaJMpaHaTa aBTOMAaTWKa, B T.4. aBTOMAaTU4YHA JETEKLIHs Ha
TPEIKU U TMOBPEIH, ChOOIIECHUS U MpaBuia 3a MOBeACHHUE, COPTyep Ha ypeaa U ChBMECTHMHTE C HETO
OIepaIlMOHHU CUCTEMH, Bb3MOXKHOCTU Ha coTyepa 3a paboTa B JIOKaJHa KOMIIOTHPHA Mpexka, Habopa
OT IporpamH 3a padoTa, ybTBaHe 3a H300p Ha Mporpama, MpoLeaAypH 3a MporpaMupaHe Ha IPOIECUTE,
dopMa Ha M300paKCHUATA BHPXY JAUCILICS, Bh3MOXKHOCTH 32 YIPABJICHHETO Ha panopra (MpoToKoja),
BB3MOXHOCTH 3a W3BEXKJaHE Ha WH(OpPMAIHS BHPXY TEPMO- W JIa3epeH MPHUHTEP, BB3MOXKHOCTH 3a
oOMEeH Ha JlaHHU, BB3MOKHOCTH 3a apXMBHpaHE HIIM 33 OTUYMTAHE B pPEATHO BpeMe Ipe3 JIOKalHa
KOMITIOTBPHA MPEXKa.

1.1.5. OcHoBHOTO TexHONOTHYHO oObopyaBaHe Ha IITX e ayonaupano (HE3aBHCHMO OT
Karairera My), KOETO OCHTYpsiBa MaKCHMaJlHa aBTOMAaTH3allks Ha KPUTHYHHUTE 3a J00paTa MpakTHKa
oTepaIuu:

1.1.5.1. aBTOMaTH4YeH UMYHOXEMATOJIOTMYEH aHAIU3aTOp;

1.1.5.2. aBTOMaTHYCH aHAIU3aTOP 32 CKPUHUHT HA MapKepPH Ha TPAHCMHUCHBHU WH(DEKIUY;

1.1.5.3. aBTOMaTHuEH cenaparop 3a J1apeHa KpbB;

1.1.5.4. mokoB ¢pu3zep;

1.1.5.5. cbpBBD.

2. Unentuduxaius Ha 000pyABaHETO

2.1. Bceku ypen, ¢ KOMTO ce U3BBpINA cepust OT mpoieaypu (mosede ot 1), Ma CBOM yHUKAJICH
uaeHTH()UKAIIMOHEH HOMEP, KOMTO ce perucTpupa BBPXy pamopta (MpOTOKOja) 32 (pUHATU3UpAHE Ha
Heromata pabora.

2.2. Ilpu OTKIIOHEHHUS B CTaHAapTa Ha OMpeAeNieH eTan OT TEXHOJIOTUYHUS MPOIEC CE TTOCTABAT
YHUKQJIHA UACHTU(UKAIIMOHHA HOMEpPA M Ha BCUYKU €IHOPOJIHU CHhOPBHKEHHs, KOUTO OMxa MOTIHU Ja
HUMaT OTHOIIIEHHE KbM OTKJIOHCHHUATA B KAUECTBOTO Ha pe3y/ITaTa/lpoayKTa.

3. KoHTpO:1 Ha TEXHOIOTHYHOTO 00OpY/IBaHE.

3.1. Bceku ypen ot oOopyaBaHETO WMa THEBHHK, B KOWTO ce€ OTpa3sBaTr, JaTupar M
CaHKIIMOHHMPAT C NOJMUCUTE Ha U3IBIHUTEINTE!

3.1.1. nocraBsiHeTO;

3.1.2. uHCTaNnanuATa;

3.1.3. moAroTOBKAaTa 3a EKCILIOATAIINS,

3.1.4. navanHaTa HaCTPOIKa, pEryJIupaHeTo, IPOBEPKUTE U BAIUIUPAHETO;

3.1.5. TexHMYeCKaTa MOAIPHKKA 110 HHIMBHIyaTHA ITPOTpama;

3.1.6. mpodunakTukara Mo MHIUBUIyaJIeH rpaduk.

3.2. B nHeBHMKA Ha BCEKH ypel OT 00OPYIBAaHETO C€ PETHCTpHpa HAOIIOJIEHUETO, KOETO Ce
M3BBPIIBA 10 MHIUBUAyalIHA IPOrpaMa 3a KaueCTBEH KOHTPOII.

OmnmcBar ce, 1aTUPAT CE U Ce CAaHKIIMOHUPAT C MOIMUCHTE Ha U3ITBIHUTEIUTE:

3.2.1. TexyumTe NPOBEPKH HA HACTPOMKHUTE U PEryJMPaHETO U U3MOI3BAHUTE METO/IH;

3.2.2. TexymuTe MPOBEPKH 3a BB3MPOM3BOIUMOCT HA pe3yITaTUTE OT HEroBara paboTa |
U3M0JI3BAaHUTE KPUTEPUH (331aJICHU MapaMeTpH, peepeHTHU U paOOTHU CTAHJAPTH U T.H.);

3.2.3. moBpemuTe, TPEHIKUTE W OTKJIOHEHHSITa B HACTPOHKUTE W BB3MPOU3BOJAUMOCTTA HA
pe3yATaTuTe U KOPUTHPAILUTE MEPKH:



3.2.3.1. monpaBKUTE HA MSCTO WU CEPBU3EH PEMOHT;

3.2.3.2. HaCTpOWKHUTE, PEryaupaHeTo, MPOBEPKUTE W BAIHAUPAHETO CJEA TOMPABKUA WA
PEMOHTH;

3.2.3.3. KpuUTepUuTe, M0 KOUTO € U3BBPIICHO MPUEMAHETO HA ypea ciej MOMpPaBKa, PEMOHT U
IIPEHACTPOMKa.

3.3. Ypenu 3a cbXxpaHeHHE Ha KpPbB, KPbBHU KOMIIOHEHTH, KPBbBHHM IpoOH U JabopaTopHU
peareHTH.

3.3.1. Bceku ypen ot rpymnara (hpusep, XIaJuIHUK, TPOMOOIUTEH HHKYOATOP):

3.3.1.1. uma KamanuuTeT, IpU KOMTO YCIOBHATA HA ChXPAHEHUE Ca ONITUMAITHH,

3.3.1.2. uma ycTpOHCTBO, KOETO OCUTYpsiBa €JHAKBa TemIiepaTypa BbB BCHUYKH TOYKH Ha
CKJIaJIOBOTO MY IPOCTPAHCTBO;

3.3.1.3. obopyaBaH € ¢ BUIUM TEPMOMETHP;

3.3.1.4. momppxka 3aaieHaTa TEMIIEPATypa;

3.3.1.5. uma anapmeHa cucTema, KoSTo Ce aKTUBHpa P TEMIIEPATypHO OTKIOHeHHE > + 2°C;

3.3.1.6. pasmonara ¢ HamMcaHW WHAMBHYaJHU TpaBHUiia 3a MOBEJCHHE Ha IEpcoHala Mpu
MOBpE/Ia B 3aIIMCBAIIIOTO YCTPOWCTBO MIIM IIPU aKTUBUpPAHA ajapma.

3.3.2. Beeku ¢dpusep, XIaAUITHUK U TPOMOOIIMTEH HHKYOATOp 3a ChXpaHEHUE Ha KPbB, KPbBHU
CbCTaBKM M KPBBHH NpOOM pErucTpupa TeMmIeparypaTa Ha XapTUEH WIH EJIEeKTPOHEH HOCHUTEI
HEMpPEeKbCHATO.

3.3.3. Bceku TpomOonmTeH HHKYOATOP MOAIBpPKA 3a/1a/IeHaTa YECTOTa Ha pa3KJiIalaHe.

3.4. Ypenu 3a cenapupaHe Ha KpbB, KPbBHU CHCTaBKU M KPBHBHU MPOOU U HA EPUTPOLIUTH C
MIPOMHBEH Pa3TBOP.

3.4.1. Beeku ypen 3a cemapupade (aBTOMaTHYEH cemapatop Ha KPbB M KPbBHH ChCTaBKH,
ceraparopHa IeHTpodyra 3a CakoBe C JlapeHa KPbB, JJabopaTopHa IeHTpodyra, aBTOMaTHIHA IIPOMHUBHA
HEHTpO(YTa 3a aHTUIIIO0YJIMHOB TECT):

3.4.1.1. e obopynBaH ¢ 000pPOTOMEP M XPOHOMETHP 332 KOHTPOJ Ha YCKOPEHHUETO, CKOPOCTTA U
CIIUPAHETO;

3.4.1.2. ocurypsiBa 3a/1aJIcHUTE TTApAMETPH, B T.4. 32 YCKOPEHUE, CKOPOCT U CIIHPAHE;

3.4.1.3. uma aBTOMAaTHYHA JETEKIMS HA TPEIIKM M TOBPEIUd ChC CHOOIICHHUS 3a TEXHUS
XapaxTep;,

3.4.1.4. uma anapmMeHa cUCTEMa, KOSITO C€ aKTUBHpA MPU aBTOMATHYHA JIETEKIMs HA TPEIIKU U
MOBPE/IH;

3.4.1.5. pasnonara ¢ HamMcaHW WHAWBHYaJlHU TpaBHUiia 3a MOBEJCHHE Ha TEpcoHala MpU
aKTHUBHpaHa ajapma.

3.4.2. Besika cenapaTtopHa 1IeHTpo(yra 3a CakoBe C B3€Ta KPbB U KPbBHU HMPOTYKTH:

3.4.2.1. uMa BUIUM TEPMOMETED;

3.4.2.2. nonabpxa 3aaieHaTa TeMIeparypa.

3.5. Ypenu 3a 3aTorisiHe Ha KPbB, KPbBHU KOMITIOHEHTH U KPHBHU TPOOH.

Bcekn ypen or rpymata (enekTpuyecka coupalia 3a 3aTOIUISHE Ha TNPOTHYAINa Mpe3
iacTMacoBaTa TphbOMYKa Ha KPhBOIPEIMBAIIaTa CHCTEMa KPbB; BaHa 3a BOJHA OaHs, HHKY0aTop):

3.5.1. e 0boOpyABaH C BUAUM TEPMOMETHD;

3.5.2. mogrppika 3aaneHara TeMIeparypa;

3.5.3. uMma ajapMeHa CUCTeMa, KOATO e aKTHBHpa IpH TemnepaTypHo oTkioHeHue 1 °C;

3.5.4. pasmonara ¢ HamWcaHW WHAWBHIYAJHW TIpaBWJIa 3a TOBEJICHHE HA TEpCOHANA TIPH
aKTUBHpaHa ajapma.

Pazmen IV
OCHOBHU M3HMCKBAaHMS 3a YIPaXHSIBAHE Ha JIEMHOCTUTE, PEerJaMEHTUPaHu B 3aKOHA 3a KPBBTA,
KPBBOJIAPSIBAHETO M KPBHBOMPEINBAHETO



|. I3uckBanus 3a moa0o0p Ha JOHOPH M B3€MaHE Ha KPbB

1. [TogGop Ha noHOpHU

ITpu nondopa Ha KaHAUIATUTE 3a JJOHOPU CE ONpEAes Jalu JHULETO € B J00po 3/1paBe, 3a Aa ce
3alllUTH HErOBOTO/HEHHOTO COOCTBEHO 3[paBe M Ja C€ 3allUTH PEUUIHCHTHT OT IpelaBaHe Ha
3a00JsIBaHUs WJIM MEAMKAMEHTH, KOMTO OMxa MOIVIM Ja IO yBpedsT. M3BbpmiBaT ce cielHuTe
MIPOLIEAYPH 32 MOAOO0D:

1.1. UszpppmiBa ce mpoBepka B wuHpopmamuoHHara cuctema no EI'H 3a mpemmectBamu
B3EMaHUs Ha KpbB, pe3yATaTH OT M3CIEIBaHUS 3a KPbBHA Ipyna W TpaHCMHCHUBHU uHGekiuu. [Ipu
OTKJIOHEHUS B U3CJIE/IBAHUATA OT MPEIIESCTBAIM B3€MaHUs HA KPbB WM KPbBHU ChCTaBKU JOHOPHT C€
OTCTpaHsBa.

1.2. Ha BcHYKM KaHIUAAT-IOHOPU C€ MpPeNocTaBs 3aAbDKUTEIHO IUCMEHA WM YCTHA
uHpOpManKs Ha JOCTHIICH 3a IMHPOKaTa OOIIECTBEHOCT €3UK 3.

1.2.1. ecrecTBOTO Ha KpbBTa, MpoLEAypaTra [0 B3eMaHE Ha KPbB, CbCTABKUTE, KOUTO C€
MOJTy4aBar OT IsIa KPbB WK 4Ype3 adepesa, U 3HAYCHUETO UM 3a MAIeHTUTE;

1.2.2. npuunHMTE 32 U3BBPIIBAHE HA IPErJie/l, B3eMaHe HA aHAMHECTUYHU JaHHU, U3CIIeABAHUS
Ha ¢JIMHHUIIMTE W 3HaueHWe Ha "WH(opMHUpaHo chriiacue” (3a AIOTCHHO W 33 aBTOJIOKHO B3EMaHE Ha
KPBB);

1.2.3. BB3MOXKHOCTTA 33 CaMOOTJIaraHe, BPEMEHHO U IMOCTOSHHO OTJIaraHe, KakKTo W MPUYUHHUTE
3al10 OIpeJIeJICHH JIula He TPsAOBa Jja JaBaT KPbB UM KPbBHHU ChCTABKH, aKO ChILECTBYBA HIKAKbB PUCK
3a penunueHTuTe (IpU aTOTeHHO B3EMaHEe Ha KPbB);

1.2.4. Bb3MOXKHOCTTA 3a OTJaraHe ¥ NPUYMHUTE 3alll0 MpoLeaypaTa o B3eMaHe Ha KPbB HAMA
7la ce U3BBPIIH, aKO CHUIECTBYBA 3[JpaBOCIOBHA OMACHOCT 32 YOBEKA, OMJIO KaTo JOHOP WM PEIUITUCHT
Ha aBTOJIO)KHA KPBB MM KPbBHU ChCTABKH (IIPH aJIOTEHHO B3€MaHE Ha KPbB);

1.2.5. mpuuuHATE, IOPaIU KOUTO HIKOW JIMIIA HE TpsOBa /Ja JaBaT KpbB, KOETO OM MOTIJIO Ja
YBpEIHU 3/IPaBETO UM,

1.2.6. ecTecTBOTO Ha MPOLEAYPUTE, CBBP3aHH C AJTOTEHHO HJIM aBTOJOXHO B3eMaHe Ha KPbBB, H
CBBp3aHUTE C TSIX CHOTBETHH PUCKOBE; 32 aBTOJIOKHO B3€MaHE Ha KPbB Bb3MOKHOCTTA aBTOJIOKHATA
KPBB WM KPBBHH CHCTABKH J]a C€ OKaXKaT HEJIOCTATHUHU 32 MPEAIoIaraéMUTe HYXK/IU 32 TIPeJINBaHe;

1.2.7. BB3MOXHOCTTa JOHOPHUTE Ja NPOMEHAT HAMEPEHUsATa CU 3a JlaBaHe Ha KPbB Mpeau
3aloyBaHe Ha TPOIeypara WM BB3MOXKHOCTTA 32 OTTETJISTHE MM CaMOOTJaraHe IO BCSKO BpeMe Ha
npolieca Ha JJaBaHe Ha KpbB, 0€3 U3JIMIITHO CMYIIEHUE HIIH HEey100CTBO;

1.2.8. mpuunHUTE, MOPaAN KOUTO € BAXHO TOHOPHUTE Ja MH(OOPMHUpPAT OpraHM3anusATa, B3eia
KPBBTAa, 32 BCSAKO MOCIEABALI0 ChOUTHE, TOPAIN KOETO BCSIKa B3€Ta MO-PaHO €IMHHIIA KPbB MOXE Ja ce
OKa’Ke HETOIXOJISIIA 32 PETUBaHE;

1.2.9. oTroBOpHOCTTa Ha OpraHU3alMsiTa, B3eja KPbBTA, Ja YBEAOMH JOHOpA upe3 MOAXOJISII
MEXaHU3bM, aKO PE3yATATUTE TMOKA3BAT HAKOW OTKIOHEHUS OT 3HAYCHHE 32 37[paBeTO Ha JOHOPA,

1.2.10. 3amo HEW3MOJ3BaHUTE AaBTOJIOKHHM EJAMHUIIM KPbB M KPBBHU CHCTABKU Ie OBAAT
OTCTPaHEHH W HsIMa Ja ObJaT MpeJeTH Ha IPYTH MalueHTH;

1.2.11. ye pe3ynraTuTe OT M3CIeABaHUATA Ha BUpycHH Mapkepu, kato HIV, HBV, HCV wmu
APYTH BXHHU TPAaHCMHCHUBHU MH(MEKIWH, IIe TOBEeNaT 10 OTCTPAHSIBaHE HA JIOHOPA M YHUIIO)KaBaHE Ha
B3€TaTa eJMHMIIA,

1.2.12. 3a Bb3MOXHOCTTA JIOHOPHUTE JIa 3371aBaT BBIIPOCH IT0 BCIKO BpPEME;

1.2.13. 3a Heo0X0AUMOCTTa OHOPUTE, KOMTO M3BBPIIBAT MPO(PECHOHATHO MU JIHOOUTEICKU
PHCKOBH JIeifHOCTH (MMJIOTHPaHE HA CAaMOJICTH, YIIPABJICHUE Ha aBTOOYCH U BJIaKOBe, paboTa ¢ KpaHOBe,
Ka4yBaHE Ha IOJBW)XKHU CTHJIOM WM CKENeTa, JeNTalllaHepH3bM, KaTepeHe W TMypKaHe), Jla M3yakat
Haii-manko 12 h nmpenu na ce BbpHAT KbM JCHHOCTTA CH.

1.3. Ot kaHaUIAT-TOHOPUTE 3aIBIDKUTEIHO CE B3eMa ClieiHaTa MH(opMaIus:



1.3.1. nuuHU AaHHU 3a JOHOpA, KOUTO IO YHUKAJEH HauuWH, 0e3 OMacHOCT 3a CrpelieHa
UJEHTUYHOCT, OTJIMYaBaT JOHOPA, KAKTO U KOOPAWHATH 32 BPb3Ka C HETO;

1.3.2. nanHW 3a 3IpaBOCIOBHOTO CHCTOSIHUE M MHUHAIM 3a00JIIBaHUS HA JOHOpa dpe3
MpeloCTaBeHa JeKjapanus 3a 3JpaBOCIOBHOTO CBHCTOSHHUE M 4Ype3 JIMYHO HHTEPBIO, U3BBPIICHO OT
KBaJTM(HUIUPAH MEAULIMHCKU TEPCOHAN, KOUTO BKJIIOYBAT BaKHHU JAaHHH, KOMTO MOTaT Ja MOMOTHAT 3a
UICHTU(QUIMPAHE U OTCSBAHE HA JIMIA, YMSTO B3€Ta KPHbB MOXKE J1a MPEACTABIIsABA PUCKOB (akTop 3a
APYTH JIMLA, KaTO Bb3MOXKHOCTTA 3a IpeJaBaHe Ha WHQEKINH, UM OMACHOCT 3a 3[paBETO Ha CaMHTE
TAX.

1.4. JloHOPBT ce MOANMKUCBA BbPXY JACKJIApaLUATa 32 3IPABOCIOBHO ChCTOSHUE, KAaTO C MOJAIUCA
CH YIOCTOBEpSIBa, Y€!

1.4.1. e mpoyen u pa3zdpas npeJoCTaBeHUTE My HH(POPMAITMOHHU MaTEPUAIIH;

1.4.2. e uman BB3MOXKHOCTTA J1a 33]1aBa BBIIPOCH;

1.4.3. e mosyumnn yioBIE€TBOPUTEITHH OTTOBOPH HA BCHYKU TIOCTABEHU BBIIPOCH;

1.4.4. e nan nucMeHO HH(MOOPMUPAHO CHIVIACHE OT HETO Jia CE B3eME KPBbB,

1.4.5. e Oun uHpopmMUpaH, B CIy4auTe Ha aBTOJIOKHO B3€MaHE Ha KPbB, 3a Bb3MOYKHOCTTA
aBTOJIO’)KHATA KPHB WJIM KPHBHU CHCTABKHU JIa CE OKa)XXaT HEAOCTAThUHU 3a MPEANOIaracMuTe HYXIU 3a
NpeJIMBaHe,

1.4.6. e ymocroBepui, 4e MpelIcTaBeHaTa OT HEro MHQoOpMaIUs € BSPHA, JOKOJIKOTO MY €
M3BECTHO.

1.5. [lexnapanusita ce MOJIUCBA CHIIO TaKa OT MEAUIIMHCKHS TIEPCOHAN, OTTOBOPEH 3a B3eMaHe
Ha aHAMHECTUYHHU JaHHU 32 IOHOPA.

1.6. B mpuchCTBHETO Ha JOHOpa C€ Mperiexaar MOIMbJIHEHATa JeKjapaius, JTOKyMEHTa 3a
WH(GOPMHPAHO ChIIIACHE U KPBbBOAAPHUTEICKATA KapTa.

1.7. I3BbpmiBa ce GU3UYECKHU TIPETe/;

1.7.1. ornteHKa Ha BBHHIIHUSA BULI,

1.7.2. ouenka Ha OOIIOTO CHCTOSIHUE,

1.7.3. u3amepBaHne Ha:

1.7.3.1. kppBHO HajsraHe - CHUCTOIMYHOTO HalATaHEe HE TpsAOBa Aa HaaBumara 180 mm
JKMBadeH CTHIO0, a quacTtomyaoTro - 100 mm sxuBadeH CcToeIIo;

1.7.3.2. mync - nonmyctumute croifHocTu ca Mexy 60 u 100 yzapa B MuHyTa,

1.7.3.3. Temmeparypa - He TpsiOBa 1a Haaumasa 37 °C;

1.7.4. npyry, o mpeleHkKa Ha JeKapsl Ha eKUIla 3a B3eMaHe Ha KPbB.

1.8. Onpenenst ce OpHEHTUPOBBUHA KPBBHA IPYyTIa U CE U3MEpBa HUBO HA XEMOTJIOOWH.

1.9. IlonGopbT Ha AOHOpUTE Ha LiAda KPbB M KPbBHM CHCTABKM C€ M3BBPIIBA IO CIECTHHUTE
KPUTEPHU:

1.9.1. Kpurepuu 3a nogdop Ha JOHOPU Ha 1512 KPbB U KPbBHU ChCTaBKU.

[Tpy M3KITIOYUTENTHN OOCTOSTENCTBA MHIMBUIYATHH B3€MaHHs Ha KPBB OT JIOHOPH, KOUTO HE
OTroBapsAT Ha CIIEABALUTE KPUTEPUM, MOTaT Ja ObJaT pa3pelieHd OT KBATM(PHUIMPAH METULMHCKU
cienuanucT. Bendku Te3u cirydaun TpsiOBa 1a ObIaT SICHO TOKYMEHTHPAHH.

CrenBammure KpUTEPUU HE CE OTHACAT JI0 ABTOJIOKHUTE B3€MaHUs Ha KPbBB.

1.9.1.1. Bw3pacT u TeJIECHO TETJIO Ha JIOHOPHTE

Bbapact 18 no 65 roanHu

[oHop 3a NbpBu NbT Mo npeueHka Ha

Hag 60 roguHu nekaps Ha ueHTbpa
TenecHo >= 50 kg 3a JOHOPU Ha LsAna KpbB N KPbBHU
Terno CbCTaBKW, B3eTU Ype3 adepesa

1.9.1.2. HuBo Ha XeMOIJIOOWH B KpbBTa Ha JIOHOPA
XemornobuH 3a xeHun 3a Mbxe OTtHacs ce 3a
>= 125 gl >= 135 g/l OOHOPW Ha anoreHHn
e4VHUUM usana KpbB U




| | | KpbBHYM cbCTaBKM
1.9.1.3. KonmuecTBo GeNTHK B KPBBTA HA JOHOPA

AHanuabT Ha 6enTbK 3a AOHOPW Ha NnasmMa, B3eTa
Bentbk >= 60 g/l upe3 adepesa, ce n3BbpLLBaA NOHE BEOHBX
roguLHo
1.9.1.4. Bpoii TpoMOOIIMTH B KPBBTA HA JIOHOPA
TpombouunTu Bpown Tpombountn M3ncksaHo HMBO 3a

No-rofisiM UNn paBeH
Ha 150 x 10(9)/I

[AOHOPW Ha TpoMGo-
UMTY Ypes adepesa

1.9.2. Kpurepuu 3a oTiiaraHe Ha JOHOPH Ha IsU1a KPBB U KPBBHH ChCTaBKU
W3cnensanusara ¥ IEpUOIUTE Ha OTiIaraHe, 0003HA4YeHH ChC 3Be3anuka (*), HE ce M3MCKBAT,
KOTaTo eIMHUIIATA CE U3IMOJI3Ba SAMHCTBEHO 3a TIOJy4YaBaHe Ha M1a3Ma 3a (hpakiuoHUpaHE.
1.9.2.1. Kputepun 3a TOCTOSSHHO OTCTPaHsBaHE Ha JIOHOPH HA aJIOTCHHH €IMHULINA
CbpaeyHo-cbaoBO KaHampoaT-aoHopy € akTUBHO MM MUHanNo
CEepU03HO CbPAEYHO-CBbAOBO 3abonsABaHe, ¢
W3KMNOYEHNEe Ha BPOAEHN aHOMAIUKN C MbJIHO
n3nekyBaHe
AHaMHECTUYHU JAaHHK 33 CEPUO3HO 3a
bonsBaHe Ha L.H.C.

3abonsBaHe

3abonsiBaHe Ha
LeHTpanHaTta

HepBHa cucTema

TeHaeHUUs KbM

abHOPMHO KbpBEHE
MoBTapsawm ce enu-

301 Ha CMHKON

WM aHaMHEeCTUYHU

[aHHM 3a

KOHBYIICUN

CuctemHu 3abons-

BaHWS Ha racTpo-
WHTecTMHanHaTa c-Ma,
reHMuToypeTpanHa c-ma,
XEeMaTonornyHu, UMYHOSOTUYHN,
MeTabonuTHU, 6bOpeYHn nnm
auxaTenHu sabonsBaHus

Kanonpat-aoHopu ¢ aHaMHeCTUYHM
[AaHHM 3a Koarynonartus

Opyrn OCBEH KOHBYINCUW B 1E€TCKA Bb3-
pacT Unu KoraTo ca MUHanM noHe

TPY rOAMHU OT NOCNEAHOTO feveHne

C aHTUKOHBYNcaHTK 6e3 enu3oau Ha
KOHBYICWU

KaHampaT-4oHOpM CbC CEPUO3HO aKTUBHO,
XPOHUYHO WM PEKYPEHTHO 3abonsBaHe

Onabet AKO ce nekyBa C MHCYMVWH
UHekumnosHn Xenatut B, ocBeH 3a HBsAg oTpuua-
3abonsiBaHusA TenHu nuua ¢ adturena cpewy HBsAg
Xenatut C
HIV-1/2
HTLV I/l
babesnasa*
Kana Asap (BucuepanHa navwmanmasa) (*)
TpunaHo3omumasa Kpysu (6onect Ha Yarac)(*)
3nokavecTBeHu OcBeH in situ kKapUMHOM U MbITHO U3-
3abonsiBaHus nekysaHe
TpaHCcMUCBHU Jlnua ¢ bamunHa aHamHe3sa, KoATo M
CMOHIMGOPMEHM nocTaBsi NoJ OMacHOCT OT pasBUTHE
eHuedanonaTun Ha TCE, unu nuua, Konto ca nony4u-
(TCE) (Hanp. 60- nvn npucajka oT porosuLa unu aypa
necT Ha mMaTep, Unm KouTo ca Bunm nekysaHm
Creutzfeldt Jacob, B MUHaNOTO C MeMKaMeHTHN, U3roT-
variant Creutzfeldt BEHM OT YOBELLKM NMUTYUTaPHWN XIe-
Jacob) 3u. 3a variant Creutzfeldt Jacob mo-

rat ga 6bvaart npenopbyaHn 4OMbII-
HUTENHW NpeanasHn MepKku

BcsikakBn aHaMHECTUYHU gaHHKM 3a 1V
vnun IM npnemaHe Ha HenpeanucaHu

WuTtpaBeHo3Ha (1V)
W UHTPaMyCKyn-



Ha (IM) ynotpeba OT leKap HapKOTULIN, BKITHOUNTESTHO

Ha HapKoTULI cTepouan Unn XopMoHu 3a 60auGUNaNHI
PeuunueHTn Ha KCeHOoTpaHcNnaHTaTu
CekcyarnHo Jlwua, yneTto cekcyanHo noeeaeHve

1 nocTassa Mo BUCOKA onacHOCT OT NpuaotusaHe
noseneHne Ha TEXKN MHDEKLMO3HN BoNecTn, KOUTO mMoraT aa ce

npeganar Ypes KpbB

1.9.2.2. Kputepun 3a BpeMEHHO OTJIaraHe Ha JJOHOPH Ha aJloreHHa KPbB

1.9.2.2.1. Undexuun

[TpoabKUTETHOCT HA TIEPUO/Ia HA OTJIaraHe

Crnen mHpEKINO3HO 3a00JsIBaHe KaHAHUAT-IOHOPUTE CE OTIArar 3a MOHE JBE CEAMUIIN CIIe]
IIBJIHOTO KIIMHHUYHO BH3CTAHOBSIBAHE.

HesaBrcuMo OT TOBa CIEAHHUTE MIEPHOIN HA OTIIATAHE C€ OTHACAT 32 WH(MEKIIMHUTE, TIPECTABCHH
B Ta0IMIIaTA;
Bpyuenosa (*) 2 rovHu crief fataTa Ha MbIHOTO Bb3CTaHOBSIBaHE

OcTeomuenut 2 roavHu crnej gaTtarta Ha fokasaHo MU3fekyBaHe
Q Tpecka (*) 2 roavHu crnej gaTtarta Ha fokasaHo MU3fekyBaHe
Cudbmnuc (*) 1 rogvHa creq daTaTa Ha JoKasaHo M3nekyBaHe

Tokconnasmo3sa (*)

6 Mecela cnej gaTtata Ha KMUHUYHO
Bb3CTaHOBSABaHE

Ty6ep|<yr|03a 2 rogvHu cnepj gatara Ha JoKasaHo n3rekyBaHe
2 rogvHu cnepf gatarta Ha npeycTtaHoBsiBaHe Ha
PeBmaTtnsbm CMMMNTOMUTE, OCBEH NPU Hann4dmne Ha XpoHN4YHO

CbpaeyHo 3abonsiBaHe

Temnepatypa > °C

2 ceamuum cnep gartaTta Ha npeycTtaHoOBsiBaHe Ha
CUMMTOMUTE

"punonogo6bHo
3abonsaBaHe

2 ceamMmuum cnep npeyctaHoBsiBaHe Ha
cUMnToMmuTe

Manapws (*)

- Ilnua, konto ca
»XuBenu B obnact
C Manapwus 3a He-
npekbCcHaT Nepuoa
oT 6 Mmeceua npes
KOWTO U fa e nepu-
Of OT XUBOTa CU

Morat ga 6baaT gonycHaTtu KaTto go-
HOpW, aKo pe3ynTaTbT OT BanuanpaH
WMYHOSOMMYEH TECT 3a aHTuTena cpe-
LY ManapunHus napasut, N3BbpLUeH
noHe 4 meceua crneg nocrnegHoTo no-
celleHve B ManapuiHa obnacr, e oT-
puuateneH. AKO TECTBLT € NONoXK-
TeneH, JOHOPBLT Ce OTCTPaHsBa 3a-
BMHarM OT JaBaHe Ha KPpbB. AKO He e
M3BbpPLUEH TECT, AOHOPBT Ce OTCTpa-
HABA 3aBMHaAru OoT gaBaHe Ha KPpbB

- Nluya c aHamHe-
CTU4YHN OaHHU 3a
npebonenysaHe ot

manapus

3 rogvHu criep nNpeycrtaHoBsiBaHe Ha
rieyeHneTo 1 Npu nunca Ha cMMNTo-
mu. [lonyckaTt ce A0 faBaHe Ha KpbB
CcaMO aKo pe3ynTaTbT OT UMYHOMNOMMYEH UNn
MOINEKYNsiPHO-TEHOMEH TEeCT € oTpuuaTeneH

- BescumntTomHm
noceTUTenu Ha

eHOEeMNYHN 30HU

6 Mecela crief HanyckaHe Ha eHae-

MWYHaTa 30Ha, OCBEH aKo pesynTa-

TbT OT UMYHOJSOMMYEH UM MOMEKYNSPHO-TEHOMEH
TECT e oTpuuaTeneH

- lnua c aHamHe-
CTUYHU JaHHK 3a
HeguarHocTuumpa-
HO TPecKaBo CbC-
TOsIHME Mo Bpeme
UNn B paMK1TE Ha

6 Meceua cnep nocelleHne Ha

3 roavHu cned npeycraHoBsiBaHe Ha
CUMMNTOMUTE; NepuoabT MOXe Aa
6bae HamaneH Ha 4 Mecela, ako pe-
3yNTaTbT OT UMYHOOTMYEH UK
MOJEKYNSAPHO-TEHOMEH TeCT e oTpu-
uareneH




eHAeMn4Ha 30Ha

West Nile Virus
(WNV) (%)

28 OoHK cref HanyckaHe Ha obnacTtu
C npoabsnkasawo npegasaHe Ha WNV Ha xopa

1.9.2.2.2. 3narane Ha OnacHOCT OT NpUI00MBaHe Ha MHQEKIHs, TpeJaBaHa upe3 KPbB

- Enpockonckn nperneg ¢
dnekcubenHn MHCTPYMEHTK

- OnpbckBaHe Ha nurasuum ¢
KpbB Mnm yboxagaHe ¢ urna

- [lpenuBaHe Ha KPbBHMU CbC-
TaBKU

OTnaraHe 3a 6 meceua
mnn 3a 4 meceua npu
ycrnoBsue, Yye pesynTa-
TbT OT NAT TecT 3a
xenatuT C e oTpuua-
TeneH

TpaHCﬂﬂaHTaU,I/IFI Ha TbKaHU U KINeTKn OT YOBELLKN

npomusxon
- Tonama xnpyprus
- TaTyupoBka unu 604MnNUPCUHr

AKYNyHKTYpa, OCBEH aKo He € u3BbpLleHa oT
- kBanudmumpaH NpodeCUOHaNMCT CbC CTEPUITHN UMK

3a egHoOKpaTHa ynoTpeba

Jlnua, nognoXxeHn Ha onacHoCT nopaav nomaileH

KOHTaKT C nvua ¢ xenatut B

Jlnua, Yneto nosegeHne nnm
aKTUBHOCT ' nognara Ha onac-
HOCT OT an,qo6|/|BaHe Ha UH-
(*)eKLI,I/IO3HO 3abonsiBaHe, KOETO

MOXe [a ce npeaaae yYpes3 KpbB

OTnaraHe cneg npeycra-
HOBSIBAHE Ha PUCKOBOTO
nosefeHve 3a nepuog ot
BpeMe, onpeaerneH oT
BBMNPOCHOTO 3abonsiBaHe u oT
HanMuMeTo Ha noaxoasLuu
TEecToBe

1.9.2.2.3. Umynu3zanuu

ATeHOUpaHn BUpYCH
n GakTepum

4 cegMmuumn

NuaktusmpaHn/yontun supy-
cu, 6akTepum unu pukeTcuu

Bes oTtnaraHe npu gobpo 3gpa-
BOCJIOBHO CbCTOsIHME

Tokcounam

bes oTnaraHe npu p,o6po 30PaBOCJ/TIOBHO CbCTOAHUNE

BakcuHa cpelty xenatut A
mnn xenaTtut B

Bes oTtnaraHe npu gobpo 3gpa-
BOCJIOBHO CbCTOSIHWE W HsIMa KOHTaKT C BUPYCUTE

Bsic

Bes otnaraHe npu Jo6po 34paBOCNOBHO CbCTOSIHUE
W HAIMa KOHTaKT ¢ BUpYyca

AKO MMyHU3aLUATA € U3BbPLUEHA Cred KOHTaKT C
BMpYCa, NepuoabT Ha oTnaraHe e egHa roguHa

Bakcuhu cpewy Tick-borne
encephalitis

Bes otnaraHe npu nobpo 3gpa-
BOCJIOBHO CbCTOsIHME U 6€3 KOHTaKT

1.9.2.2.4. Jlpyru npu4rHYU 32 BPEMEHHO OTJIaraHe

BpemeHHOCT

6 Meceua cnepf paxgaHe Unu npekbcsBaHe Ha 6peMeHHOCT, OCBEH
Npn N3KINKYUTEITHU obcTosTencTea 1 no npeueHKa Ha nekap

Manka xupyprus

Enna cegmuua

CrtomaTonoruy- Marnku maHmnynaumm, M3BbpLUEHN OT CTOMATOSOr -

HO NEYeHMe oTnaraHe go cnegpawus geH (NB: BageHe Ha 3b0, n3nbrBaHe Ha
KaHanm 1 Apyro CXO4HO JleYeHne ce nprMemMa 3a Marnka Xmpyprus)
B 3aBMCMMOCT OT eCTECTBOTO Ha JlekapcTBaTa, HauyMHa UM Ha

JlekapcTBa

LeVicTB/E M NeKyBaHoTO 3abonsiBaHe

1.9.2.3. Otnarane nopaau ocobeHa enuaeMuyHa 00CTaHOBKA

OcobeHa enuae-
MUONorMyHa ob-
cTaHoBKa (Hanp.

OTnaraHeTo e CBbP3aHo C enuaeMmo-
nornyHata obctaHoBka (Takuea oTna-
raHusa cnensa ga 6baaT cbobLlaBaHu



B3pUB OT UHAEK- OT KOMMNEeTEHTHUTE BnacTu Ha EBpo-
uum) nemnckaTa KOMUCKS C OrNes Ha npea-
npuemaHe Ha MepkM oT OBLLHOCTTA)

1.9.2.4. Kputepun 3a oTjlaraHe Ha JIOHOPU HA aBTOJIOKHH €TUHULINA

CepunosHo cbpaey- B 3aBMCMMOCT OT MSICTOTO 3a B3ema-
Ho 3abonsiBaHe He Ha KpbB

Jlvua c aHamHec- JleueGHUTE 3aBeaeHNs uarpaxaat
TWYHM OAHHW Ha: npaewuna 3a aBTONOXHO JaBaHe

- xenatuT B, oceeH 3a Ha KpbB OT TakMBa nmua

HBsAg oTpuuaTenHm nuua c
aHTuTena cpewy HBsAg

- xenatut C

- HIV-1/2

- HTLV I

AkTnBHa 6akTepunanHa nHgexkumns

1.10. lonbIHUTEIHN N3UCKBaHUS KbM JIOHOPH Ha KPBBHU ChCTABKH upe3 adepesa

1.10.1. [onopute Ha KpBBHU CBCTaBKM upe3 adepeza TpsAOBa Ja OTrOBapsAT HAa BCHUKH
M3HUCKBaHUS, ONIPE/ICIICHH 3a TOHOPHUTE Ha II51a KPBB.

1.10.2. He ce nomyckar a0 adepe3a KaHAuIaT-I0HOPH C JTaHHU 3.

1.10.2.1. aGHOpMHH KPBBOTCUECHUS;

1.10.2.2. 3aapbkKa Ha TeYHOCTH (0COOEHO aKo ce Iperosara npujiaraie Ha KOpTUKOCTEPOUIN
U/WITK U3M0I3BaHe Ha TIa3M03aMECTBAIIU Pa3TBOPH);

1.10.2.3. ymotpeba Ha MEAMKAMEHTH, CBHIbpPXKAIIM aAlCTHICATUIMIOBA KHCEIUHA, TIpe3
MOCJICTHUTE S5 AHU Mpeau TpoMOoruTodepesa,

1.10.2.4. cromarinu 3a0omsiBanHus (B ciiydail Ha U3MOJI3BaHE HA KOPTHKOCTEPOHIN);

1.10.2.5. HexenaHu peakIuy 1Mo BpeMe Ha Mpe/IIecTBAIN B3eMaHUsl HA KPbBHH ChCTaBKH.

Crnen n3BbpIIBaHE HA 1MOA00pa KaHIUAAT-JOHOPHT CE HACOUBA 32 B3eMaHe Ha KPbB WM KPHBHH
ChCTaBKH.

2. (m3m. - JIB, Op. 37 ot 2007 r.) B3emane Ha kpbB. KbM B3eMaHe Ha KPBB WM KPHBHHU
CbCTaBKM C€ MPUCTBIIBA CJeJl MPOBEXKJaHE Ha BCUYKM MPEABUJCHM B CTaHJapTa HPOLEIYpH,
M3CIIEeIBAHMS 1 MEIUIIMHCKH TIPETIIe]], U3BBPIIEH OT JieKap. B3eMaHeTo Ha KPBB ce U3BBPIIBA B CUCTEMHU
OT CTEepWIHM cakoBe, npuTexaBamin CE MapkupoBka B CbOTBETCTBHE C M3MCKBaHUATA Ha J(MpekTuBa
98/79/EO. KpbB ce B3ema B cranuroHapHu cTpykTypHu Ha [[TX, MHOronpodmiHu OOJHHUIM 32 AKTHBHO
neuenue ¢ pazkputo OTX 1 0T MOOMITHHM €KMITH Ha Te3U JIeUeOHH 3aBEeICHHS.

2.1. B3emaHeTO Ha KPBB C€ M3BBPIIBA B CHOTBETCTBUE CHC CTAHIAPTEH OMEPATUBEH MPOTOKOI
OT MEJIUIMHCKA CecTpa, MpeMHUHana o0yyeHHe B IEHTHP 3a TpaHC(HY3MOHHA XEMAaTOJIOTUS U MOJTydyuiia
ceptuduKar 3a Topa.

2.2. (m3m. - IB, 6p. 37 ot 2007 r.) JIumeTo, KoeTo B3eMa KPbB MM KPbBHU ChCTaBKH, CIIa3Ba
CIIe/IHATA 3aIBJDKUTEITHA MTOCTIeIOBATEITHOCT Ha ISHHOCTUTE TIPH U3ITBITHEHHE Ha MPOIeaypaTa:

2.2.1. xOMIIIeKTyBa JOKYMEHTAIHs, ChAbpKAaIlla MOMBIHEHN (HOpMH 3a:

2.2.1.1. uadopmMupaHo ChIIIaCHE;

2.2.1.2. nexnapanus 3a 34paBOCIOBHOTO ChbCTOSIHUE,

2.2.1.3. xapra Ha [OHOpa, ChHIbpXKAma pPE3yJATaTUTE OT MEIUIIMHCKUS TpErjell U OT
na0opaTOpHUTE U3CIIEABAHNS,

2.2.1.4. nu4yHa KpHBOJAPUTEIICKA KapTa (3a BCEKH JIOHOpP MPH MBPBOTO B3€MaHE HAa KPBB WU
KPBBHU CHCTABKH);

2.2.1.5. unerTudukanus Ha B3eTaTa eAMHUIA KPBB WM KPhBHU ChCTABKH,

2.2.2. mpoBepsBa CaKOBETE 3a HaJIM4ue Ha JAe(eKTy;

2.2.3. eTUKETUpPa CaKOBETE,



2.2.4. (u3m. - 1B, Op. 37 or 2007 r.) mOArOTBS M €THKETUpa Hali-MaJKO JBa BaKyTeiiHepa 3a
B3EMaHE Ha CaTeIMTHU KPHBHU MPOOU U UACHTUDHUIIHPA CAMOJIMYHOCTTA Ha JIOHOPA;

2.2.5. (u3m. - JIB, Op. 37 or 2007 r.) npaBu ImaTeiHa MPOBEPKa 3a MBIHOTO ChOTBETCTBHUEC
MEX]y CAMOJIMYHOCTTA Ha JIOHOPA U €TUKETUTE, IOCTABCHU BHPXY Caka U BaKyTCHHEPHUTE,

2.2.6. moAroTBS MSCTOTO 3a BEHEMYHKIHS MO TOYHA, CTaHAApPTH3WpPaHa TMPOIEAypa, KaTo
MOJITOTBEHHUAT YYacThbK HE TpsiOBa ja ObJe JIOKOCBaH OT NMPBCTUTE Ha OIeparopa, Npeiau aa Obie
BbBEJ/ICHA UIJIaTa BbB BEHATA;

2.2.7. u3BBpIIBA BEHEINYHKIIMS,; WIJIaTa TPsOBa Ja IOMaJHE BHB BEHATa INPH ITHPBHS OIUT;
JOMYCTUMO € JIa C€ U3BBPIIHN BTOPA aCeNITHYHA BEHEIYHKIIMS ¢ HOBA UIJ1a HA HOBO MSCTO;,

2.2.8. ocurypsiBa MOJIXOISIIO Pa3MECBaHE HA KPBBTA C aHTHKOAT'YJIaHTa BbB BCUYKH €Tallk Ha
KPBHBOB3EMaHETO, KaTo CIEIU 3a CICAHOTO:

2.2.8.1. xorato KpbBTa 3alo4yHe Ja Tedye, TPsAOBa BeAHAra JjJa BJIe3€ B KOHTAKT C
KPBHBOKOHCEPBUPAIIHS Pa3TBOP U Ja Ce pa3MecH J00pe;

2.2.8.2. MOTOKBT HA KPBBTA J1a ObJIe TOCTATHYHO CUJICH M HEMPEKbCHAT, B HACATHHS CIIydal
B3EMAaHETO Ha eJHAa CJIWHHIA IUla KPbB HE TpsAOBa na mpoabipkaBa mnosede ot 10 min; ako
KPBBOB3EMAaHETO MPOIBJDKH MOBeue OT 12 MiN, KpbBTa HE Ce M3I0JI3Ba 3a MOTyYaBaHe Ha TPOMOOLUTEH
KOHIICHTPAT; aKO KPBHBOB3EMAHETO NPOIB/DKM MoBede oT 15 min, ruiazmara He ce W3moi3Ba 3a
NPEJIMBAHE WK MPUTOTBSIHE HA AKTOPHU HA ChCHUPBAHETO;

2.2.8.3. ako npu adepesa ce MPEeKbCHE MOTOKBT IO BpeMe Ha IMpoleaypaTa, eAHHNALATa HE Ce
U3I0JI3Ba 32 ()PAKIMOHHPAHE Ha JIAOWJIHM TUTa3MEHU OCNTHIM WM 3a MOJyYyaBaHEe HAa TPOMOOIUTHH
KOHIICHTPATH,

2.2.8.4. xoraro pa3MecBaHETO C€ U3BBPIIBA PHUHO, CAKBT C KPBB ce 00pbIna Ha Bceku 30 - 45
S; KOTaTo ce M3MO0JI3Ba aBTOMATUYHO pa3MEeCBaHe, ce Mpuiiara 100pe cTanIapTu3upaHa CUCTEMa,

2.2.9. (u3m. - JIB, 6p. 37 or 2007 r.) ciean 3a KOJIMYECTBOTO KPBB B Caka, KaTO MPH JOCTUTaHE
Ha o0eMa Ha e€IHO CTaH/JapTHO B3€MaHEe Ha KPbB MPEYCTAHOBSBA B3EMAHETO;

2.2.10. (mm. - JIB, Op. 37 or 2007 r.) B3emMa KpbB B MPEIBAPHTEIHO ETHKETHPAHUTE
BaKyTeWHepH 10 T. 2.2.4 TUPEKTHO OT CHCTEMATa 3a KPhBOITYCKaHEe MMOCPEICTBOM aIaIlTop;

2.2.11. (u3m. - 1B, 6p. 37 ot 2007 r.) mo BpeMe Ha OTJACNISAHETO Ha HAITBIHEHHS CaK OT JJOHOPA
3aTtBaps €(PEeKTHBHO TpBHOWYKATa, KAaTO BEJHAra cjell TOBa HM3TJIACKBA HAIBIHO CBHABPKAHHETO Ha
TpbOUYKaTa B CaKa,

2.2.12. (m3m. - 1B, 6p. 37 ot 2007 r.) mpoBepsiBa €TUKETUPAHETO HA CaKa, CATCIIMTHUTE KPHBHU
npoOU U UJIEHTUYHOCTTA Ha JOHOPA 3a ChOTBETCTBHE HA €TUKETUTE;

2.2.13. mocTaBs enMHUIIATA P TIOIXOAIIA TEMIIEpaTypa Ha ChXpaHeHHE.

2.3. IIpu BcsiKO B3eMaHe Ha KPbB M KPbBHU CHCTABKHM CE€ BOJIM I'bJIHA JOKYMEHTAIMsl, KOATO
ChIbpIKA CICTHUTE JaHHU:

2.3.1. narata, HoMepa Ha AapsBaHETO, UACHTU(HUKAIUSI U aHAMHE3a Ha JJOHOPA,;

2.3.2. nmartara, HOMepa Ha JapsBaHETO, WACHTU(HUKAIMS M aHaMHe3a Ha JOHOpa 3a BCSIKO
HEYCHEIIHO JapsiBaHe ¢ MPUYMHUTE 32 HEeYycCIleXa Ha JIapsBaHeTo;

2.3.3. CIUCHK Ha OTXBBPIICHUTE JOHOPH C TIPUIHHHUTE 32 TOBA;

2.3.4. mbIHYU TOAPOOHOCTH 32 HACTHITWIM CTPAHUYHU PEaKIIUU NP B3eMaHe Ha KPbB,

2.3.5. 3a moHOpH Ha adepesa: obeM Ha B3eTaTa ChCTaBKa, 00eM Ha mpepaboTeHaTa KpbB, 00eM
Ha 3aMEeCTBAIlMs Pa3TBOP U 00EM Ha aHTUKOAryJaHTa.

2.4. KonmvecTBa B3eTa KPbB M KPHBHH CHCTABKH M MHTEPBAJM MEXKy B3€MaHHUSATA!

2.4.1. llana xpbB

24.1.1. enHo craHIapTHO B3eMaHe Ha IsUTa KphB € paBHO Ha 450 ml £ 10 % 06e3
aHTHKOATyJaHTa,

2.4.1.2. otHetmsT 00EM KpBB IO BpeM€ Ha €IHO B3e€MaHE Ha IsUIa KPHB HE TpsOBa 1a
HajBumana 13 % ot obema Ha IUpKyIUpaniata KpbB; TO3U 00eM Ce U3YMCIsIBA OT PBCTAa M TErJI0TO Ha
JIOHOpA,



2.4.1.3. mpu BCAKO CTaHJApTHO B3eMaHEe Ha KPBB ce B3eMa M KpbB B obem g0 45 ml B
CaTEeJIUTHU XEPMETH3UPAHU SIPYBETKHU 32 U3CIICABAHE HA €MHMIIATA KPHB,

2.4.1.4. oT MBXKETE JOHOPH KPBB MOXKE J1a Ce B3eMa JI0 5 MbTH B €JHA KaJIeHAapHa TOANHA, a OT
KCHHUTE - 4 ITbTH; MHTEPBAIBT MEXIY JBE IOCJICIOBATCIHA B3eMaHHUs Ha KPbB € HE Mo-Majabk oT 60
JIHH.

2.4.2. Adepesa

2.4.2.1. B3emMaHeTO Ha IUIa3Ma C€ W3BBPIIBA 4Ype3 alapaTHa W MaHyallHa Iuiazmadepesa -
SIHOKPATHO WJIM B LIUKIIH,

2.4.2.2. enun iazmadepe3eH MUKBI 00XBalla JBe U MoBeue miasmadepesu, npu cra3BaHe Ha
3abJDKATENIEH HHTEPBAI MEKIY TAX HE MO-MalIbK OT 72 h; MaKCHMAJIHOTO KOJUYECTBO B3€Ta ILIa3Ma 3a
LEeJIAS UKBII € HE oBeye oT 5 |;

2.4.2.3. 3aAbIDKUTETHUAT HHTEPBAJI MEXTY BCEKH OTACIICH IIUKBJ MPU B3eMaHE Ha Ijla3Ma € 3
Mecela, KaTo o0I0TO KOJUYECTBO IUIa3Ma, OT/eIeHa 3a €Ha roAruHa, He MOKe Aa Haasuiasa 15 I

2.4.2.4. npu MaHyaiHa mia3madepesa KOJIMIeCTBOTO KPbB, OT KOETO C€ OTACIS IIa3Mara, ¢ He
noseue oT 1000 ml; B To3m ciry4aii miiasmadepesara ce u3BbpiiBa Ha aBa erara mo 500 ml;

2.4.2.5. oT erH JOHOP 3a €Ha CEAMHUIIA HE MOJKE JIa C€ B3eMa I0BeYe OT eAuH | ma3ma;

2.4.2.6. npu nurca Ha 00EMHO 3aMeCTBaHEe OT €MH JOHOP MpH eaHa adepesHa mporeaypa He
TpsiOBa 1a ce B3ema mosede ot 650 Ml anTHKoaryMpana mIa3ma; ako MOJy4YEeHUST [IPU eIHa MPOIeIypa
o6em HaaxBwpis 600 - 650 ml, ce ocurypsiBa moaXoaAIII0 3aMeCTBaHE Ha 3arydara Ha TCUHOCTH;

2.4.2.7. 3arybata Ha epUTPOLUTH He ce nomycka na HamsumaBa 20 ml eputporureHn
KOHIIEHTPAT Ha CEIMUIIA,

2.4.2.8. uHTEpBATBT MEXIY €lHa MazMadepe3Ha mpoleaypa U €IHO B3eMaHE Ha Isiyla KPbB
TpsiOBa fa Objae Haii-mManko 48 h; HHTepBaAIBT MEXKY B3eMaHe Ha Iisila KPbB (WJIM HEYCICIIHO BPbIaHe
Ha OTJCJCHUTE EPUTPOLUTH Npu adepe3a) W mocieaBaiia adepesHa mpoleaypa € Hal-MajKo JBa
Mecela,;

2.4.2.9. B3eMaHe Ha TPOMOOILIMUTHU M TPAHYJIOIUTHH KOHIIEHTPATH MOXKE Jla C€ U3BBHPILBA Ype3
eMHOKpaTHa TmTodepe3a WiIM UYpe3 NUTOPEPe3CH IHKBI, NUTOPEPE3HHST IHMKBJI OOXBalla JBeE
MoCNe0BaTeNHH UTOGEpe3 NP Cla3BaHe Ha 3aIbJDKUTENICH HHTEPBAT MEXY TAX HE TO-MalbK OT 72
h;

2.4.2.10. Bcexku TOHOP MOKe J1a ObJIe BKIIOUEH B TPpU HUTOPEPE3HH IIUKBJIA B TEUCHUE HA €HA
rOJIMHA, KaTO UHTEPBATHT MEXKTy JIBA ITOCIICIOBATEITHY IIHUKBJIA € MUHAMYM JIBa MECEIIa;

2.4.2.11. xorato B3€MaHETO ce M3BBPIIBA [0 METOJa Ha amapartHaTa nutrodepesa, 00eMbT Ha
KpBBTa, MPEMUHAJIA TIPE3 arapaTa, He MOXKe JIa HaJIXBbpJisi 00eMa Ha ITUPKYJIHpaIiara KphbB,

2.4.2.12. vHTEpBAIBT MEXKAY B3€MaHe Ha IsJIa KPHB U B3€MaHEe Ha JBE €IWHUIU EPUTPOIUTEH
KOHIIEHTPAT HE MOXeE Ja ObJe Mo-MaTbK OT 3 Mecela; MHTePBATPT Mexay adepe3a Ha 2 SIUHUIU
€pUTPOLIUTEH KOHIIEHTPAT ¥ B3€MaHe Ha eAMHHUIIA 1Is71a KPBB TpsiOBa a ObJie HE MO-MaIbK OT 6 Mecela;
oOmiara roauiIHa 3ary0ba Mmpy B3eMaHe Ha ePUTPOIMTEH KOHIICHTPAT HE TPSAOBA J1a MPEBUIIIaBa MTPUECTHS
o0eM 3a JIOHOpH Ha IIsiJ1a KPbB,

2.4.2.13. mo mpereHKa Ha JIeKap MOXeE Jla ce TpHeMe MO-KpaThK MHTEPBAJ 3a B3eMaHe Ha 2
€IMHUIIA EPUTPOIIMTEH KOHIICHTPAT MU aBTOJIOKHA adepesa,

2.4.2.14. 3a pyTHHHO OCHTYpsIBAHE Ha TPOMOOIIMTEH KOHIICHTpAT upe3 adepesa JHUIETO He
TpsOBa J1a ce mojjiara Ha MpoIeypaTa mo-4ecTo OT BEIHBXK Ha 2 CEAMHUIIH; B CIy4yaW Ha CHelu(pUIHA
HLA/HPA twurodepe3a MHTEpBATBT MOXKE Ja C€ Peaylnupa IO MpeleHKa Ha JieKaps, PBhKOBOIEI]
mporueaypara.

2.4.3. V3uckBanus pu epuTpormTodepesa Ha 1B SAMHUIA SPUTPOIIMTCH KOHIICHTPAT:

2.4.3.1. noHOPBT TpsIOBa J1a UMa U3YHUCIIEH KpbBeH 00eM Han 5 |;

2.4.3.2. XeMOTJIO0OMHBT, OMpeAeIeH Npear B3eMaHeTo, TpsoBa ma O0wvae Hax 140 g/l wmm 8,7
mmol/l (muanmanen xematokput Hax 0,42);

2.4.3.3. 3a Ge30macHOCTTa Ha JOHOpa TpsiOBa /a ce BHMMaBa XEMOTJOOMHBT Jla HE CIaja IMoj



110 g/l;
2.4.3.4. 3a aBronokHa adepe3a Ha 2 CAWHUIM CPUTPOIMTEH KOHIICHTPAT MO MpEleHKa Ha
JIEKapsi MOTar Jja ce JOIyCHAT MO-HUCKU HIBA HAa XEeMOTJIOOHMHA.

Il. 3uckBanus 3a AWarHoCTuKa Ha B3€Ta KPbB

1. ImyHoXeMaTolloTUYHATa IUArHOCTUKA W JMArHOCTUKATa 33 MapKepH Ha TPaHCMHUCHUBHU
nH(pEeKIMU Ha B3eTaTa KpbB M KPBBHU CHhCTaBKH ce M3BBpIIBa chriacHo Hapenba Ne 18 ot 2004 r. 3a
YCIIOBHUSATA U pejia 32 M3BBPIIBAHE HA JMATHOCTHKA, IpepaboTBaHE U ChXPAaHEHHWE HA KPBB M KPBHBHU
ChCTaBKU M KauecTBO Ha KpbBTa oT BHOC (Hapemba Ne 18 ot 2004 r.).

2. JlmarHoctukata Ha B3e€TaTa KpPbB M KPBbBHHM CbCTaBKU 3a MapKepd Ha TPAaHCMUCUBHU
MH(EKINN ce U3BbpILIBA B crieruanu3upanu gadoparopun Ha HIIXT u L{TX, pbKOBOIEHH OT JIeKap ChC
crienuaHOCT (WK crienuanu3upa) TpaHchy3nOHHA XEMATOIOTHSL.

3. ImyHOoXeMaToJIOTHYHATA JUATHOCTHKA Ha B3eTaTa KPbB M KPHBHU CHCTABKU CE U3BHPIIBA B
crenuanu3upail umyHoxematonoruunu jadoparopun Ha HIXT u LUTX, ppkoBogeHH OT jJeKap ChC
crienuanHoCT (MK CrIeIHATU3UPaIl) TpaHCHY3MOHHA XeMAaTOIOTHSI.

4. OTUUTaHETO W MHTEPIPETALUATa Ha Pe3yITaTUTe OT UMYHOXEMATOJIOTUYHUTE U3CIIeIBAHUS
Ce WU3BBpIIBAT OT JI€Kap C [pHU3HAaTa CHEHUAJHOCT MO TpaHCPY3HMOHHA XEMaTOJOTUsl WM
CreLMaln3upall TpaHCPY3MOHHA XEMAaTOJIOTUSl C HE MO-MAJIKO OT TPU I'OJUHM HENPEKbCHAT TPYAOB
CTa)XX B CHEIMAIN3HpaHa UMYHOXEMATOJOTHYHA J1JabopaTopusl.

5. Jlomycka ce oTunTane Ha KpbBHUTE rpynu oT cucteMata ABO u Rh (D) anturen u ot nexap
C HE TI0-MaJIKO OT €JIHa TOJIMHA TPYJIOB CTaX B CHEIMATN3UpaHa UMYHOXEMATOJIOTHYHA JIA00pATOPHSI.

6. JlJabopaTopuuTe BOAAT TOKyMEHTAlMs 32 MOCTOSIHHO 00y4YeHHEe Ha MepcoHalla, MPOBEPKH Ha
YMEHMSTa Ha MepcoHala, NOJAPhKKA U KaluOpupaHe Ha €KUIIMPOBKAaTa, KOHTPOJ HaJ YCJIOBHUATA 3a
CbXpaHEHHE HAa MaTEpUAINTE 33 U3CIIEABAHE U U3IIOJI3BAHUTE PEarcHTH.

7. (u3m. - 1B, 6p. 37 ot 2007 r.) 3a nuarHocTHKa Ha JapeHata KPbB Ce H3IOJI3BAT CaMO
MEIUIMHCKN u3enus, nputexaBamy CE MapkupoBKa B ChOTBETCTBHE C M3MCKBaHHTA Ha JIMpEKTHBA

98/79/EO.

8. KauecTBOTO Ha IMarHOCTHKATA CE OCUTYpPsIBA UPEe3 CIECTHUTE MEPKH:

8.1. exXeqHEeBHM BBTPEIIHM KadeCTBEHH KOHTPOJIM, TMOKPHBAIM KAaKTO PEAareHTUTe, Taka U
METOJIUTE; TPEeau JONyCKaHe Ha MapTUIUTE 3a ynorpeda ce M3BBPIIBAT KOHTPOJIHU H3CIEABaHUS 3a
YYBCTBUTEIHOCT, CHEIM(PUUHOCT, BB3MPOU3BOAUMOCT MM JIPYTH, B 3aBUCHMOCT OT KOHTPOJUPAHHUTE
peareHry;

8.2. BBHIIIHM KOHTPOJIM 32 KA4eCTBO, B YACTHOCT MOTBBP)KJaBaHE HA MOJOXKHUTEIHUTE TpodHu,
KOETO Ce MU3BBPILBA B crieruanusupanute nadoparopun Ha HIIXT;

8.3. mepuoaMYHM BBTPEIIHU MPOBEPKH Ype3 MaHEIH OT CEPYyMH HIM TECT EepUTPOLUTH,
ITOATOTBEHHU CIIPSMO ONPEEICHU CTaHAAPTH;

8.4. 3aIBJDKUTENHO y4yacTHE IMOHE BEIHBK TOJMIIHO BHB BBHIIHU MPOBEPKH HA YMEHHSATA,
OpraHM3MpaHu OT crieruanu3upanute nadoparopun Ha HIIXT.

9. CneumanusupaHure 1a0OpaToOpMM ydacTBaT aKTMBHO B chOMpaHe M aHalIM3 Ha
eMUJIEMHOJIOTMYHH JJAHHU 32 Pa3NIpOCTPaHEHHE Ha TPAHCMUCUBHM MH(EKIUN Ha HALIMOHAITHO HUBO KaToO



9acT OT cucTeMaTa 3a TpaHCHy3UOHEH HA30p.
I1l. I3uckBanus 3a UMyHOXEMAaTOJOTHYHA TUATHOCTHKA HA MMallueHTH

1. I/IMYHOXGMaTOJIOI‘I/I‘IHaTa ANAarHoCTuKa € CbBKYIIHOCT OT M3CJICABAHUA, LCIAIIU OIMMPCACIIAHC
Ha KPBbBHOI'PYIIOBaTa XapaKTCPpUCTHUKA HA KPBbBTA. Ts BxirouBa CIICOHUTC ,HeﬁHOCTH:

1.1. OIpPCAC/IHEC HA AHTUI'CHUTC HA KPbBHUTEC KJIICTKM U KpbBHATA I1J1a3Ma,

1.2. JOKa3BaHC Ha aHTUTECIIA, CHCHI/I(i)I/ILIHO HAaCOYCHHU KbM aHTHUI'CHU HAa KPBBHUTE KIICTKH,

1.3. H3CJICABAHC HA PCAKIUUTC MCKAY aHTUI'CHUTC HAa KPBbBHUTC KIICTKHU U CHGI_II/I(i)I/I‘-IHI/ITe um
AHTHUTCIIA.

2. Ilpouenypute, M3MOJI3BAHU MPU HUMYHOXEMATOJIOTMYHUTE HU3CIIEBAHMS, UMAT pa3IUYHU
MPUEMIIMBH BapUaHTH. AKYpaTHOCTTa U HAJSKIHOCTTAa HAa BCEKH BapHaHT TPsiOBa Jja ObJie YCTaHOBEHA U
JOKYMEHTUpPaHa B JJabOpaTopusATa WIH Jia € J0Ka3aHa ype3 MyOIMKyBaHU JIaHHU B JPYTH J1aOOpaTOpHUH.

3. MuHuUMamHUTE KPUTEPHUH, 3aJIETHATM B CTaHAApTa, TPsAOBa Ja ce cha3BaT OT BCHYKH
na0opaTopuy, KOUTO W3BBPIIBAT MMYHOXEMATOJOIMYHA JMArHOCTMKA Ha MAIMEeHTH W MoraTr Ja
IIOCITYKaT IPH aKPEIUTALMATA UM.

4. VIMyHOXEMaTOJOTWYHA [UAarHOCTHKAa Ha TAlUCHTH C€ H3BBPIIBA B OPraHU3AIMOHHUTE
crpykrypu no pazzen I, 1. 1.1, 1.2, 1.3, 1.4, 1.5.

5. M3uckBaHus 3a KOMIIETEHTHOCT 3a M3BBPILIBAaHE HA UMYHOXEMATOJIOTMYHA TUAarHOCTUKA Ha
MAIMEeHTH:

5.1. IMyHOXEMAaTOJIOTHYHA TMarHOCTUKA HA MAallMEHTH CE OCBLIECTBSABA OT JJaOOpaHT, Ouojor
WM JIEKap, OTTOBapSIIY Ha H3UCKBAHUATA, TocoueHu B pazjaen |, T. 3.1, 3.3 u 3.4;

5.2. OTUMTAaHE W MHTEPIpETalusi Ha pe3yaTaTd OT HMMYHOXEMAaTOJIOTMYHA TUarHOCTHKAa ce
U3BBPIIBAT OT CHELHATUCTUTE, IOCOUYEHU B pa3aen ueTBbpTH, T. || "M3uckBanus 3a aumarHoctuka Ha
B3€Ta KPbB".

6. ba3oBa xapakTepHcTHKa Ha MecTaTa 3a YIPaKHSBAHE Ha JCHHOCTUTE, CBBP3aHU C
MMYHOXEMAaTOJIOTMYHATa IUarHOCTHKA Ha TAI[UeHTH:

6.1. Mecrara 3a W3BBHPIIBAHE HA UMYHOXEMATOJIOTHYHA JUATHOCTHKA Ha MAIUCHTH TPsSOBa Ja
OTrOBapsT HAa OCHOBHUTE CAHUTAPHO-TEXHUYECKH yCIIOBUs, AaaeHu B paznaen I, T. I;

6.2. OCHOBHU W3HCKBaHHUS KBM araparypara B JIA0OpaTOPUUTE 33 HMMYHOXEMAaTOJOTHYHA
JMArHOCTHKA!

6.2.1. nmaboparopuute TpsOBa Jla pas3moiaraT C JOCTaThbueH Opoil XJaJwiHuUIM U (pu3epH,
KOWTO Jia IMO3BOJISIBA Pa3lelIHOTO ChXpaHEHUE Ha MPOOHWTE 3a W3CIeABaHE W Ha TECT-pEarcHTHUTE,
XJIAUITHUALIMTE TPSOBa Ja MOJabpKaT TemnepaTtypa ot +2 1o +8 °C, a ¢pusepure -20 °C u mo-HHUCKH,
Te TpsiOBa na ObAaT cHaOAEHM C TEPMOMETPHU M TeMIlepaTypara Ja ce OTYMTa Hall-MalKo JABa MbTU
JTHEBHO; OTUETEHHUTE TeMIIepaTypH TpsiOBa Ja ce perucTpupaT B MpeaHA3HAYCHM 3a IIeNTa THEBHUIH,
MPETMIOPBUYUTEITHO € M3MOI3BAHETO Ha XJIAIMTHHIIN, CHAOJCHHU ChC 3aIMCBANIN TEPMOMETPH U ajapMeHa
CUCTEeMa; HE3aBUCHMO OT HAJIMYUETO Ha 3alKCBall TEPMOMETPHU € HEOOXOIUM BTOPH TEPMOMETHDP B
XJIQTMITHAKA;

6.2.2.TepMocTaTUTe M BOJHUTE OaHU TpsAOBa Ja ca C BB3MOXKHOCT 3a MOJIbpKaHE Ha
temmieparypa ot 37 g0 56 °C; te TpsOBa na OBJAaT CHAOJACHHW C TEPMOMETPH M TeMIleparypara Jia ce
OTYHUTA Ha-MaJKO JIBa MFTU JHEBHO; OTYETEHUTE CTOWHOCTH JIa C€ OTpa3sBaT B MPEAHA3HAUCH 3a LIeTa
JTHEBHUK; TPEIOPBYUTEIIHO € Ja OBJaT CHAOJEHW C YCTPOKMCTBA, KOWUTO OTYMTAT ITOCTOSTHHO
TeMIIepaTypara u BpeMeTO Ha UHKYOAIvs;



6.2.3. maboparopHHUTe LEHTPOPYru TpsOBa Ja ca ¢ BB3MOXKHOCT 3a 3aJjaBaHe Ha CIEIHUTE
peXKUMU Ha IIeHTpoPyrupane:

6.2.3.1. Bpeme Ha neHtpodyrupane - ot 15 s g0 5 min;

6.2.3.2. o6opotu - ot 1500 rpm mo 3000 rpm.

JIaGoparopuunte TpsiOBa na ObAaT cHAOAEHU C JIaOOPAaTOPHU IEHTPO(QYrd 3a MPOMHUBAHE Ha
EPUTPOIIHTH.

6.2.4. umMepcuoHeH u/unn Ha30BO-KOHTPACTEH MUKPOCKOIT;

6.2.5. maboparopHara amaparypa TpsSOBa Ja IO3BOJISIBA PEIOBHO XWIMEHHO IOYHUCTBAHE H
ne3uHpeKIns;

6.2.6. nmaGopartopusita TpsiOBa Ja cma3Ba, IpoOCIeNsiBa W JOKYMEHTHpa IapaMeTpHUTE Ha
000pyJBaHETO, ChOOPA3HO M3MCKBAHUATA 32 CHOTBETHATA araparypa M yKa3aHUsATa Ha IPOU3BOJUTEIS;

6.2.7. naGopaTopusTa TpsiOBa Ja Ch3aa[e YCIOBHUS 3a MPOPUIAKTHKA, PEMOHT U KaJuOpUpaHe
Ha amaparypara.

6.3. OCHOBHY M3MCKBaHHS KbM MEIUIIMHCKH WHBEHTApP, KOHCYMATHUBU:

6.3.1. noctarpuen Opoi 12-rHe3MHU IMIACTMACOBU IUIOYKH 3a M3CJEIBaHE HA KPBBHU TPYIH
ABO u Rh D;

6.3.2. mpenMeTHY cThKIIA (MK CTHKIICHH TUIOYKH), IUTM(OBAHY B AUHUS Kpaid;

6.3.3. macThopoBH MUMETH U/WiIK aBToMaTH4HU et ¢ odemu 10, 40, 50, 100 u 1000 pl;

6.3.4 HaKOHEYHUITM 32 aBTOMATUYHU IHIIETH 33 SHOKpATHA yoTpeoa;

6.3.5. enpyBeTku ¢ pazmepu 12/75 mm (CThKICHU WK OT MPO3payvHa MiacTMaca);

6.3.6. enpyBetku ¢ pazmepu 16/100 mm (cThKIICHH WM OT IPO3payvHa IJIacTMAaca);

6.3.7. mpbuKH 3a pa30dbpKBaHe (CTHKICHH, IUIACTMACOBH UM JbPBEHH);

6.3.8. KoHTeliHEepH 32 BIIaXKHA KaMepa,

6.3.9. cThKIIeHU WK TJIaCTMACcOBH ()JIAKOHU 3a HaKarBaHe Ha (U3HOJIOTHYEH Pa3TBOp;

6.3.10. mmacTMacoBH CTaTHUBH 3a €TPYBETKU;

6.3.11. nyma,

6.3.12. curgasngeH 4acOBHUK,

6.3.13. crepuiHM XepMETH3MpaHM KOHTEHHEpU C BaKyyM 3a B3eMaHe Ha KPBBHU IPOOH
(3aTBopena cucTeMa 3a B3eMaHE Ha KpbB) ¢ moaxomsamm obemu (3,5 m 7 M) cbec miam 0Oe3
aAHTHKOATyJIaHT;

6.3.14. urnm 3a BEHEMyHKIH, ChOOpa3eH! C THITA HAa KOHTEHHEpHTE 32 KPbBHU MPOOH;

6.3.15. MaTrepuanbT, OT KOUTO ca M3pabOTeHU MEAUIIMHCKUTE U3eNusi, He TpsSOBa /ia BIU3a B
peaknust C W3MOJ3BAaHUTE TECT-PEareHTH WM W3CIEABAaHM MPOOH; B CIIydauTe, KOraro Te ca
MpeHa3HauYeH! 32 MHOTOKpaTHa yrnoTpeda, MaTepuarbT TpsAOBa Ja MO3BOJSABa XUTHEHHOTO U3MUBAHE U
Ne3UH(EKINS;

6.3.16. koHTeitHepH 3a OHOTOTHYeH MaTeprai ( 3a OMMACHHU OTHAIBIIN);

6.3.17. mamyk;

6.3.18. ouHT;

6.3.19. ppKkaBuUIH 3a eTHOKpPATHA yIIoTpeOa,;

6.3.20. cnupt unam Ae3uH(EKTaHT 3a KOoXka - MOAXOMSI 332 TMOYHUCTBAHE HAa MSCTOTO Ha
BEHCITYHKITHS,

6.3.21. Muenu npenapartu 1 1e3uHPEKTaHTH 32 PBIIE;

6.3.22. ne3uH(pEKTaHTH 3a TOJ0BE, pPAOOTHU IOBBPXHOCTH, amaparypa W MEIUIUHCKA
WHBEHTAp;

6.3.23. MuemuTe npenapaTy U Ae3UHPEKTaHTH TpsOBa Aa OBbAaT ChOOPa3eHU C MPHITIOKEHUETO
UM U He TpsOBa J1a BIU3AT B peakiysl C U3MOI3BAHUTE UH BUTPO AUATHOCTUYHHM MEIULIMHCKU M3ACTHUS U
n3CciIeIBaHUTE POoOH; He TpsiOBa /1a ca KOPO3WBHH, IPA3HENIN U AJIEPTU3UPALIIH.

7. KppBHHTE mpoOM, TpenHa3HAYCHH 3a MMYHOXEMATOJIOTMYHA TUArHOCTUKA Ha IalMEeHTH,



TpsOBa J1a OTrOBApAT Ha U3UCKBaHUATA, MocoueHu B Hapenda Ne 18 ot 2004 r.

8. lH BUTPO IMArHOCTHYHUTE MEIUIMHCKH U3JC/IHS, MPEAHA3HAYCHN 32 UMYHOXEMaTOJIOTMYHA
JMArHOCTHKA Ha MAIUEHTH, TPOBa Ja OTrOBapsIT Ha U3UCKBaHUsATA, mocodeHu B Hapenba Ne 18 ot 2004
r., wi. 9, npunoxkerune Ne 1.

9. AHanWTHYHM TPUHLUUIHN 32 W3BBPIIBAHE HAa MMYHOXEMATOJIOTUYHUTE H3CIEABAHUS Ha
MAUEHTH!

9.1. onpenensHe Ha KPBBHU Ipynu oT cucremara ABO:

9.1.1. kppBHU rpynu oT cuctemara ABO Ha manyeHTu ce onpeAesnsT MPU BCAKO MOCTHIIBAHE B
neyeOHO 3aBEJICHHE B CIIydauTe, KOraTo Ce JIOMyCKa €BEHTYAIIHO KPBBOMPEIMBAHE B X0O/a Ha JIeYeOHUS
MPOLIEC;

9.1.2. xpwBHHUTE Tpynu oT cuctemata ABO ce ompenensiT Ha BCHYKH OpEMEHHH XCHH IPH
peructpupane Ha 6pemennocrra (10 - 16 recranronHa ceaMHUIIA);

9.1.3. kppBHHTE TpynH OT cuctemara ABO ce onpenenat Ha BCHYKH HOBOPOJCHH, POJICHH OT:

9.1.3.1. Rh (D) orpuniaTeaHu Maiku;

9.1.3.2. mMaiiku ¢ yCTaHOBEHHM B IIeproJia Ha OPEMEHHOCTTA KIMHUYHO 3HAYMMH aHTHUTENA,;

9.1.3.3. npu ycranoBeHa B nepuoja Ha 6pemenHoctTa ABO KpbBHOIpYOBa HECHbBMECTUMOCT
MeXIy MaiikaTa u OuosoruyHus Oaria;

9.1.4. xpeBHHE TpynHu OT cuctemata ABO ce ompenesnsT mo KpbCTOCaH METOJI, KOWTO BKITIOYBA
CJIETHOTO:

9.1.4.1. u3cnenBaHe Ha SPUTPOIMTUTE AHTUICHH C C€IWH KOMIUICKT TECT-PEarcHTH aHTHU-A,
autu-B 1 anTu-A+B win antu-AB 0T €1UH U3TOYHUK;

9.1.4.2. u3cnenBane Ha aHTH-A W aHTH-B aHTHTENara ¢ €AMH KOMIUIEKT TECT-€PUTPOLUTH Aj,
Ay, B u O 0T equH U3TOYHUK,

9.1.4.3. onpenensHeTo HAa KPBBHHU Tpymu oT cucremara ABO Ha HOBOpOJeHHM W Jena Jo
6-MeceyHa BB3pacT C€ H3BBpIIBA YCIOPEAHO CaMO C TeCT-peareHTH aHTu-A, aHTH-B u anTH-AB,
MIOJTyYEeHHU OT JBA U3TOYHUKA,

9.14.4. npu HechBIAJEHUE HA pE3yATATUTE OT OPUEHTUPOBBUYHOTO U OKOHYATEIHOTO
u3cienBaHe Ha KPBBHU TPYNU Ha aHTUTreHUTE OT cucreMata ABO He ce m3maBa pe3ynTaT; M3HCKBa ce
HOBa KpbBHA MIP00OA OT MalMEHTa.

9.2. Ompenensine Ha Rh (D) anTurex:

9.2.1. Rh (D) anTureH ce ompenens Ha BCHYKH MAIMEHTH OPU MHOCTHIIBAaHE B JieueOHO
3aBeJICHHE B CITy4anTe, KOTaTo Ce J0MyCKa EBEHTYAIHO KPBBOIIPEIMBAaHE B X014 Ha JIEYeOHHSI ITPOIIEC;

9.2.2. Rh (D) anturen ce ompezaeis Ha BCHYKM OpPEMEHHH >XCHH NpPH PETHCTPUpaHE Ha
opemennoctta (10 - 16 recTanroHHa CeMHUIIA);

9.2.3. Rh (D) anTuren ce onpeessT Ha BCHUYKA HOBOPOAEHH, POJICHH OT:

9.2.3.1. Rh (D) oTpunarensu Maiku;

9.2.3.2. maiiku ¢ yCTaHOBEHH B MEepHOJIa Ha OPEMEHHOCTTa KIMHUYHO 3HAYUMH aHTUTENA;

9.2.3.3. mpu ycraHoBeHa B nepuona Ha OpeMmeHHOcTTa ABO KpBBHOTPYIIOBA HECHBMECTUMOCT
MeXIy MaiikaTa u OnoJorudyHus Oaria;

9.2.4. m3cnenBanero ce u3BbpiBa ¢ anTu-Rh (D) Tect-pearent:

9.2.4.1. nmpu oTpUIIATENIeH Pe3yaTaT u3cieaBaHeTo ce noraps ¢ antu-Rh (D) tecr-pearent or
JpYT U3TOYHHK;

9.2.4.2. npu NOTBBPKIAaBaHE HA OTPUIATEIHUS PE3yATaT MaMEHTHT ce onpenens karo Rh (D)
OTpHIIATEIICH.

9.3. Onpenensue Ha anturenute C,c,E,e or Rhesus cucremara u Kell:

9.3.1. onpenensinero Ha C,c,E,e-anTHreHn ce M3BBHpIIBA HA MAIMEHTH, HA KOUTO TMPEICTOST
MHOTOKpPAaTHH KPBBOIPEIMBAHUSA, OOJHU C TalaceMusi, XEMOITIOOMHO3H, 3JI0KAYeCTBEHH XEMOIIaTHH,



ABTOMMYHHU XEMOJINTUYHH aHEMUH, JIella OT KEHCKH T0J1, OPEMEHHHU U KeHU BHB (DepTHIIHA BH3PACT;

9.3.2. u3cnenBaHeTo ce W3BBpIIBA ¢ MOHocmenubuyHu aHTH-C, aHTH-C, aHTU-E, aHTH-¢ M
antu-Kell rect-pearentu.

9.4. U3cnensaHe Ha epUTPOLIMTHU aHTUTreHH H3BBH cucremute ABO, Rh u Kell:

9.4.1. uscnenBaHeTo Ha eputpoumtHU aHTureHn u3BbH ABO, Rh u Kell-cuctemure ce
W3BBHPIIBA 10 MpPEleHKa Ha JeKap, CHEIHAINCT 10 TpaHC(hy3MOHHA XEMaTOJIOTHs; Haii-uecTo ToBa ca
CIIydauTe, KOTaTo ce Hajlara mpeiruBaHe Ha KPhB U KPbBHH ChCTABKHU 0 aHTUTEHHA (DOPMYIIa;

9.4.2. u3cnenBaHETO ce U3BBPIIBA C TECT-PEAreHTH, CIICIIUPUYHH 32 OTNPEACISIHUTE AaHTUTCHU.

9.5. U3cnenBanus 3a ThpCEHE HA AaHTUEPUTPOLIUTHU AaHTHUTETIA!

9.5.1. um3cnenBaHe 3a ThpCEHE HA AHTUEPUTPOIMTHU AHTUTENIA CE W3BBHPIIBA HA BCHUYKH
MAIMEHTH, Ha KOUTO MPEJICTOU KPHBOIPEINBAHE;

9.5.2. u3cieaBa”HeTo BKIIFOYBA CIIEIHUTE METOJIU:

9.5.2.1. nupeKTeH aHTUTIO0YIIMHOB TECT C MOJUCTICHU(UYEH aHTUTTIOOYITHHOB CEPYM,;

9.5.2.2. unaMpeKTeH aHTUTI00YINHOB TECT C MONKUCIenu(pUUeH aHTUTIIO0YIMHOB CEPYM;

0.5.2.3. arnyTMHaIMOHEH H €H3MMEH TeCT WIM JPYI'H TECTOBE C EKBHUBAJICHTHA
YYBCTBUTEIHOCT;

9.5.3. mpu manMeHTH ¢ TPEIIIeCTBANIM W TMPEACTOSIIN KPBHBOIPEIMBAHUS H3CICABAHE 3a
AQHTUEPUTPOIUTHU AaHTHUTEJIA CE U3BBPILBA, KAKTO CJIC/BA:

9.5.3.1. mpenmecTBaiio KpbBOMIPEINBAHE, U3BBPIICHO TPEIH:

9.5.3.1.1. or 3 no 14 nuu;

9.5.3.1.2. or 14 5o 28 nuu;

9.5.3.1.3. or 28 nuu no 3 Mmecena;

9.5.3.2. u3cnenBaHe 3a aHTUEPUTPOLIUTHH AHTHUTEIA HA KPbBHA Mpo0a, B3eTa:

9.5.3.2.1. 24 h npenu KpbBOMPEINBAHETO;

9.5.3.2.2. 72 h npeau KpbBONPEIUBAHETO;

9.5.3.2.3. eqna ceqmuIa mpeau KPbBOIMPEIUBAHETO;

9.5.4. mpu moONOXKHTENCH pe3yiaTaT OT HW3CIEABAHETO C€ Ompeaens crenuuaHocTTa Ha
AHTHEPUTPOIUTHUTE aHTUTENA,

9.5.5. kppBOIpenBaHe 0€3 U3CeBaHE 32 AaHTHEPUTPOLIUTHH aHTHTEIA MOXKE JIa C€ U3BBPIIH
Ha TAIMeHT, IPUET MO CIENIHOCT B JIe4eOHO 3aBEICHHE;

9.5.6. m3creBaHe 32 AHTUEPUTPOILIMTHU AHTUTENIA CE U3BBPIIBA HA BCsIKAa OPEeMEHHA JKeHa TIpU
peructpupane Ha opemernoctta (10 - 16 recranmonHa ceaMuIia) U B mepuoja ot 28 1o 34 recraimoHHa
CEJIMHUIIA;

9.5.7. uscieaBaHeTo BKIIFOUBA CIIEJHUTE METOIU:

9.5.7.1. mupeKkTeH aHTUTIOO0YIIMHOB TECT C MOJUCTICHN(UICH aHTUTIIOOYITHHOB CEPYM,;

9.5.7.2. UHAMPEKTEH aHTUIIIO0YINHOB TECT € MOJIUCTIENU(PUYEH aHTUTTIO0YIMHOB CEPYM,;

9.5.7.3. arnyTMHaIMOHEH W C€H3WUMEH TEeCT WM JPYI'H TECTOBE C CKBUBAJICHTHA
9yBCTBUTEIHOCT,

9.5.8. mpu TOJOXKUTENIEH pe3yNTaT OT H3CJICIBAHETO 33 AHTUEPHUTPOIIMTHU AaHTUTENIA Ce
MpearpueMar CiaeIHUTE TOMBIHUTEIHA MEPKHU:

9.5.8.1. onpeensiHe crelUPUIHOCTTA U KOJUYECTBOTO (THUTHP) Ha aHTHTEIATA,;

9.5.8.2. cepymHara unaM mina3MeHa Mpoda C TMOJOXKHUTENEH pe3ylaTaT OT H3CIEABAHE 3a
AHTUEPUTPOLIMTHU aHTHUTENA C€ ChXpaHsBa 3ampaszeHa npu -20 °C; B mporeca Ha NpoCiensBaHe T ce
M3cle/iBa YCIOPEAHO C HOBaTa Mpooa;

9.5.9. npu noka3zaHW KIMHWUYHO 3HAYMMH AHTUEPHUTPOIMTHU AHTHTENA TPOCIEIAIBAHETO Ce
U3BBPIIBA, KAKTO CJIE/IBA:

9.5.9.1. 1o 28 rectanmoHHAa CEAMUIIA - BCEKH MECELL;

9.5.9.2. ot 28 recranmonHa ceaMuIla 10 paXkIaHETO - BCEKU JBE CEIMUIIH,

9.5.10. mpu ABO kpBBHOTpYIOBa HECHBMECTUMOCT MEXIy OpeMEeHHaTa U OMOJIOTUYHUSA Oara



ce mpoclie/isiBa KOJIMYECTBOTO (TUTHP) Ha aHTH-A ¥ aHTH-B aHTHTeNaTa; M3CICIBAHETO CE M3BBPIIBA B
nepuona ot 10 mo 16 recranmonHa ceamuiia U ot 28 no 36 recranMoHHA CEIMMIIA, CEpyMHATa WIIH
IJIa3MeHa npoda ce chbXpaHsBa 3ampaszeHa rnpu temneparypa -20 °C; B mpolieca Ha MpociiesiBaHe TS Ce
u3cie/iBa yCIOpeaHO ¢ HOBaTa KpbBHa Mpo0a,

9.5.11. u3cnieiBaHe 32 aHTUEPUTPOLIUTHU aHTHTENA ce U3BbpIIBa Ha Besika Rh (D) orpunarenna
poamIiKa cbriacHo T. 9.5.2;

9.5.12. uzcnenBaHe 3a aHTUSPUTPOILIMTHU AaHTHUTETIA CE U3BBPIIBA HA BCSIKA POJUIKA C IOKA3aHU
KJIMHUYHO 3HAUMMM aHTHUTENA 10 BpeMe Ha OpeMeHHOCTTa cbhriaacHo T. 9.5.2; npu A0Ka3aHu KIMHUYHO
3HAYMMHU aHTUEPUTPOILMTHUA AaHTHUTENA CE OTMPEACIAT CEHU(PUIHOCTTA U KOJUUECTBOTO UM (TUTBP);

9.5.13. aupeKkTeH aHTUTIOOYJIMHOB TECT CE€ M3BBpIIBA HAa BCHYKH HOBOpoaenu ot Rh(D)
OTpUIATESIITHU MAalKHU M MAaKH C JIOKA3aHU B TIEpHUO/Ia HA OPEMEHHOCTTa KIIMHUYHO 3HAYUMU aHTHUTEIA B
CPOK He MO-KbCHO OT 72 h cien paxxaaHero;

9.5.14. onpenensiae crienuUIHOCTTA HA AHTUEPUTPOIIMTHUTE AHTUTEIA CE M3BBHPIIBA C TTAaHEIIN
OT TECT-EPUTPOILIUTH 10 METO/A, C KOMTO ca OTKPUTH aHTUTENATA,

9.5.15. ompenensHe KOJIMYECTBOTO (THTHP) HA aHTHEPUTPOLIUTHUTE aHTHTEIA CE M3BBPIIBA B
najaiy pa3spexaaHus OT U3CaeIBaHus cepyM (I1a3mMa) ¢ TECT-ePUTPOIIMTH, MPUTEKABAIIN ChOTBETHHS
AaHTHTEH B XOMO3WIOTHAa (oOpMa; HU3CICIBAHETO CE M3BBPIIBA IO METONA, C KOHTO ca OTKPUTH
aHTHUTETaTa.

9.6. Iperpancdy3rnoHHHE TECTOBE 3a IN Vitr0 ChbBMECTUMOCT:

9.6.1. Bcsika enWMHMIIA KPBB, MPEIHA3HAYCHA 32 KPBBOIPEIUBaHE, ce moaoupa croopazno ABO
u Rh (D) npunamiexHocTTa Ha PEHUTHCHTA;

9.6.2. Ha BcsKa eQUHMIIA KPBB, KOATO IE CE€ IPENuBa, C€ U3BBPIIBAT MpeTpaHCy3MOHHU
TecToBe 3a IN VItr0 ChbBMECTUMOCT ChC cepyM (IU1a3Ma) OT MpHeMaTteNs U ePUTPOLMTH OT CAUHHIIATA
KPbB,;

9.6.3. TectoBeTe 3a IN VItro CbBMECTMMOCT BKJTFOUBAT:

9.6.3.1. OBbp3 enpyBeThUCH TECT C LEHTpodyrupane (MM arTyTHHALMOHEH TECT MpH CTaifHa
temneparypa u 37 °C) 1 MHIUPEKTEH aHTUTTIO0YTHHOB TECT;

9.6.3.2. Apyru MeTOIU C €KBUBAJICHTHA YyBCTBUTEIHOCT;

9.6.4. mpu HaJMYME HA AHTUCPUTPOIMTHU aHTHUTENA B CEpyMa WM IUIa3Mara Ha PEIUIUCHTA
KpBbBTa 3a MpelrBaHe HE TPsAOBa Ja ChIbpPKAa EPUTPOLUTHUTE AHTUTEHU, KbM KOHWTO Ca HACOUYEHU
aHTHTEJIATA,;

9.6.5. TecToBeTe 3a CHBMECTUMOCT C€ M3BBPIIBAT HE3aBUCUMO OT OTPUIATENHUS Pe3yaTaT OT
M3CIICIBAHETO 32 aHTHEPUTPOIIMTHU aHTHTENIA HA MPUEMATEeNls U IPEIBAPUTEITHUS 10100 0 aHTUTeHHA
(dbopMyIna Ha KPHBTa 3a MPEIUBAHE;

9.6.6. B ycIOBUS Ha CIIENIHOCT, KOTAaTO MMa OIMACHOCT 3a JKMBOTAa Ha MAIMEHTa, C€ JOIycKa
npeTpanc()y3HOHHUTE TECTOBE 3a IN VItro ChBMECTHMOCT J1a BKJIFOYBAT CAMO CJICAHOTO!

9.6.6.1. mox6op Ha kpbBTa chOOpa3zHo ABO u Rh(D) npunaanexHoCTTa Ha IpreMaTess;

9.6.6.2. 6bp3 enpyBeTHUCH TECT C LIEHTPODyTrHUpaHe;

9.6.6.3. m3cienBaHEeTO 3a AaHTHEPUTPOLUTHH AHTHTENA CE W3BBPIIBA HEIOCPEJCTBEHO CIIEH
KPBBOTIPEINBAHETO C KPbBHA MP0O0a, B3€Ta OT PELHUITUEHTA MPEAN KPbBONPEITHBAHETO.

10. KoHTpoa Ha Ka4ecTBOTO:

10.1. C men ocurypsiBaHe Ha IOCTOBEPHOCT W HAJESKIHOCT Ha TOJYYCHUTE PE3YNITaTH BCAKA
nabopaTopus 3a MMYHOXEMAaTOJIOTMYHA JHAarHOCTHKa TpsOBa Ja uMa pa3paboTeHa cucTeMa 3a
OCHTYpsIBaHE Ha Ka4yecTBOTO. KOHTPOIBT Ha Ka4eCTBOTO HA CEPOJIOTHYHUTE TEXHUKU CE OCHOBAaBA Ha.

10.1.1. cuctema 3a BbTpEILIEH KOHTPOJ Ha KaueCTBOTO;

10.1.2. ygacTre B CHCTEMH 3a BBHIITHA OIICHKA HA KA4eCTBOTO.

10.2. Cucrema 3a BbTpeIIEH KOHTPOJ HAa Ka4eCTBOTO.

Cucremara 3a BBTpEUIEH KOHTPOJ Ha Ka4eCTBOTO BAJMIUPA PE3YITATHTE YpE3 MOHUTOPHPAHE



Ha KPUTUYHUTE CTBIOKM OT JHArHOCTHYHHUS TIpoLeC. BBTPEmIHUAT KOHTPOJ Ha KadecTBOTO Ce
OCBIIIECTBSIBA OT camaTa jJaboparopus. Pe3yntaTure oT TO3M KOHTPOJ C€ JOKYMEHTUPAT U NEPUOAUYHO
ce MpOBEepsBAT U aHATM3HPAT OT PHKOBOAUTEINS Ha JabopaTopHsTa.

10.2.1. KOHTpPOJI Ha KAYECTBOTO Ha amaparypara - U3BbpIIBa Ce MOCTOSIHHO U BKJIIOYBA!

10.2.1.1. xoHTpOX HA TeMIepaTypara Ha XJIQAUIHUIH, GpU3EpPH, TEPMOCTATH U BOJIHU OaHH;

10.2.1.2. KOHTpOJI Ha TTapaMETPHUTE HA LIEHTPODYTUTE;

10.2.1.3. KOHTPOJ HAa ONTHYHATA CHCTEMa HAa MHKPOCKOITUTE;

10.2.1.4. XOHTPOJ Ha MapaMeTPUTE HAa aBTOMATHU3UPAHUTE CUCTEMH 332 MMYHOXEMaTOJOTHYHA
JMAarHOCTHKA ChITIACHO YKa3aHUSATA HA MPOU3BOIUTEIIS;

10.2.1.5. nokyMeHTHpPaHO MMOYMCTBAHE Ha amaparypara,

10.2.1.6. noxymeHTHpaHO KanuOpupaHe Ha MapaMeTpUTE Ha anapaTypara,

10.2.2. KOHTPOJ Ha KayecTBaTa Ha PEareHTUTE:

10.2.2.1. KOHTPOJBT Ha peareHTUTE TPAOBA 2 YCTAHOBH BCUYKU OTKJIOHEHHS OT yCTAHOBEHHUTE
MUHUMAJTHA U3UCKBAHUS 32 KAYECTBO;

10.2.2.2. w3noi3BaHUTE METOAM 3a KOHTPOJ TpsiOBa 1a CHOTBETCTBAT HA IOCOYCHUTE OT
MIPOM3BOIUTENIS HA peareHTa METOIH,;

10.2.2.3. 3a peareHTUTE, KOUTO CE€ MPHUTOTBAT Ha MSCTO, TPSAOBa Aa OBJAT M3TOTBEHH TOYHU
pELEenTypH U SICHO OMUCAHU MPOU3BOICTBEHU MPOLEAYPH;

10.2.2.4. exxenHeBeH KOHTPOJ Ha TECT-pEarcHTUTE NPEAHW 3alo4BaHe Ha JUATHOCTUYHHUS
MPOLIEC;

10.2.3. KOHTpPOJI HAa METOTUTE:

10.2.3.1. uzpaboTBaHe Ha MUCMEHHU CTAHJAPTHU PaOOTHU MPOTOKOJM 32 BCHYKH JICHHOCTH B
naboparopusita;

10.2.3.2. BKiIIOYBaHE Ha KOHTPOJM B CEPUHUTE M3CJCABAHUS; OpOAT HA KOHTPOJIMTE 3aBUCH OT
Opos M3BBPILIEHHU HM3CIENBAaHUSA, HO HE TPAOBa /Ja ObJe MO-MAJKO OT €HA Ha JIEH 32 BCEKH H3II0JI3BaH
METOJI;

10.2.3.3. Bcska mpoMsHA B METOAAa Ha U3CJeaBaHEe TpsOBa 1a ObJe BaMIUpaHA TPEIU
BBBEXJAHETO i B AMArHOCTUYHUS MPOLIEC;

10.2.4. noxkymeHTaIus,

10.2.5. obyueHue Ha nepcoHana,;

10.2.6. ananm3 Ha TPEIIKUTE U IPEINPUEMaHe HAa MEPKH 32 OTCTPAHSIBAHETO UM.

10.3. Cucrema 3a BbHIIIHA OIIEHKA Ha Ka4€CTBOTO - BCAKA JTa00OpaTOpHs 3aIbJKUTEIHO y4acTBa
B CHCTEMa 3a BBHIIIHA OLIEHKA Ha KauyecTBOTO chriiacHo pasnen IV, 1. |l

IV. KnuHn4yHO npuiio)xeHue Ha KpbB U KPbBHU ChCTaBKU

1. M3uckBaHus 3a MpearBaHe Ha XOMOJIOKHHU U aBTOJIOXKHU KPbB U KPbBHU ChCTaBKU

1.1. Besika enmuHMIA KPBB U KPBBHHU CHCTaBKH, U3IMOJ3BAHU 33 KIMHUYHO TPUIIOKEHUE, TPSOBA
Ja OTroBapsT Ha u3uckBaHusATa Ha Hapen6a Ne 18 ot 2004 r. 3a ycnoBusiTa U peia 3a U3BbpIIBAHE Ha
IMAarHOCTHKA, Pepabd0TBaHE U ChXPAHEHUE Ha KPHB U KPHBHHU CHhCTABKU M Ka4eCTBO HAa KPBHBTA OT BHOC
(B, 6p. 58 ot 2004 1.).

1.2. llenTa Ha KIMHUYHOTO TMPUIIOKEHUE HAa KPHBTA H KPHBHUTE CHCTABKH € J]a C€ TIOCTHTHE:

1.2.1. nogapbKKa Ha TPAHCHIOPTA HA KUCIOPO/Ja U BBIJIEPOTHUS JIBYOKHUC;,

1.2.2. xopurnpaHe Ha XeMOCTa3ara.

1.3. IIpenuBane Ha KpBbB U KPBBHU CHCTABKHM CE€ Ha3HAa4YaBa OT MPABOCIIOCOOEH JieKap, KOHTO
OTIpeJIeIIs ¥ BIMCBA B MEIMITMHCKATA JOKYMEHTAIIHSI BH/IA, KOJIMYECTBOTO M HAYMHA HA MPUIIATaHETO HM.

1.4. IIpenuBaHeTO HAa KPBB M KPBbBHU ChCTaBKU C€ U3BBPIIBA IO KOHTPOJIA HA TIPABOCIIOCOOEH
nekap. [IpenuBaHe Ha KPBB WM KPBBHU CHCTABKH C€ M3BBPINBA MPH CIIa3BaHE MpaBaTa Ha MAlMEHTa U
Clle[l ToJlyyaBaHe Ha MUCMEHO MH(OPMHUpPAHO ChIIacue OT HEro, 3a KOETO My Ce€ MPEeAoCTaBs Ha



JOCTBIIEH €3UK MH(pOopMaIus 3a:

1.4.1. npuurHUTE 3a IpEIMBaHE Ha KPHB WM KPbBHU CHCTABKH;

1.4.2. nenTa Ha IPENUBAHETO U OYAKBAHUSA PE3YIITAT,

1.4.3. Bb3MOXXHUTE HEXEJTaHU PEaKIMM U NOTEHIMAIHUTE PUCKOBE, CBBP3aHU C IPEIMBAHETO
Ha KPBB WM KPbBHU ChCTABKH,

1.4.4. cobliecTByBalIMTe QJITEPHATUBM Ha TpaHC(y3MOHHATa Tepamus U PHUCKOBETE,
MPOU3THYAIIHN OT TSIX.

1.5. KoraTto nmauueHTsT € Hepeecnoco0eH, HH(OPMHUPAHOTO ChIVIACHE J1aBa HETOBUAT 3aKOHEH
MIPEJCTaBUTEI WIIH TIOTICUUTEIL.

1.6. IIpenuBaHe Ha KpbB WM KPbBHU ChCTaBKU O€3 IoJyyaBaHe Ha MH(OPMHUPAHO ChIJIAcHE
Moe J1a Ob/ie U3BBPIICHO, KOTaTo € 3aCTpallleH )KUBOTHT Ha MaI[MEeHTA H.

1.6.1. ¢QusnueckoTo WIM TCUXUYHOTO MYy CBCTOSIHUE€ HE II03BOJIABA II0JyyaBaHe Ha
MH(POPMHUPAHO CHIIIACHE,

1.6.2. manueHThT € Hepeecrioco0eH U He € Bb3MOKHO CBOEBPEMEHHO IOJIy4YaBaHE Ha ChIJlacue
OT 3aKOHHHS MY IIPEJCTABUTEI WIIN TIOTICYUTEIL.

1.7. Pemennero u MotuBuTe mo T. 1.6 ce orpa3sBaT B MEAMLMHCKATa JOKyMEHTalUsi Ha
MaIMeHTa OT JIeKaps, Ha3HAYWII IPEITHBAHETO.

1.8. ITauueHThT, CHOTBETHO 3aKOHHUAT MY IPEJCTABUTEN WM MONEUUTEN, MOXKE Jla OTKaXe
MpeJMBaHe Ha KPBbB WM KPBBHU CHCTABKH 10 BCSIKO BpEMe Ha JICUSHHUETO.

1.9. Orka3bT 1o T. 1.8 ce ynocroBepsiBa ¢ MOANKUCH Ha JIUIETO U HA JICKYBALIMs JIEKap WIM Ha
JIeKyBalIHsl JIEKap ¥ Ha CBUJIETEN, aKO JIMLIETO OTKaXe J]a Ce TIOIHIIIE.

1.10. 3abpansiBa ce npeauBaHe Ha HEAUArHOCTULUPAHU KPbB U KPBBHU ChCTaBKM U Ha KPbB U
KPBBHH CHCTABKH C H3TEKBJI CPOK HA TOIHOCT.

1.11. 3abpansBa ce pa3mpOCTPAHEHHWETO HA JAaHHM, MO3BOJIABAIM HACHTU(UIIMPAHE Ha
peuuImenTa.

1.12. 3abpansiBa ce KbM KPbBTa WIM KPBBHUTE CHCTABKHU Jia c€ 00aBAT JPYru JEKapCTBEHU
cpencTBa ocBeH (usnonornyeH pasreop mo 100 ml.

2. IloaroroBka 3a npenyBaHe Ha KPbB U KPbBHU ChCTAaBKU:

2.1. Ha GomHH, HA KOUTO NPEICTON KPBHBOIIPEITNUBAHE, JIEKAPSIT:

2.1.1. nadopmupa nanreHTa 3a He0OXOAUMOCTTA M I0J13aTa OT MPEJIMBaHEe HAa KPbB UM KPbBEH
KOMITOHEHT (€pPUTPOLIUTEH KOHIICHTPAT), KAKTO M 32 EBCHTYAIHUTE YCIIOKHEHHUS, KOUTO OMXa MOTIIH Ja
HaCTBIIAT,

2.1.2. momyyaBa nMucMeHo HH(POPMUPAHO ChITIACHE OT MAIUEHTA;

2.1.3. cHema aHaMHe3a 3a MPUJIOXKEHMETO HA KPBbB M KPbBHU MNPOAYKTH B MHHAJIOTO, 3a
€BEHTYaJIHU HEXKEJIaHU PEaKLUU U YCIOXKHEHUS, CBbP3aHU C TAX, @ IPU XKEHU - U 32 YCIOKHEHMS Ha
NpeAX0XKIAIId OPEMEHHOCTH; PErucTprpa JAaHHUTE B OoyHMYHATa nokymeHTauus (M3), kakTo U BBB
¢uia 3a iMyHOXeMaToJoruuHO u3ciensane (mpuioxenue Ne 13 ot Hapenoa Ne 29 or 2004 r.);

2.1.4. xouTpoinupa B3emanero Ha 5 - 10 ml BeHo3Ha KpBB OT ManMeHTa B MOAXOIAI KOHTCHHED;

2.1.5. KoHTpOJMpa B MPUCHCTBUETO HA IMAIlMEHTA IMOCTABSIHETO Ha €THUKET Ha KpbBHATa Mpo0a,
Ha KoiTo ce oTOens3Bat Tpute umena, EI'H, HomepsT Ha GonHuvHaTa qokymeHTtaius (13);

2.1.6. ompenens xpvBHata rpyna (ABO) Ha mamueHTa B HETOBO NPHCHCTBUE IOCPEICTBOM
TECT-peareHTu aHTu-A, aHTu-B u antu-A,B u mombnBa ¢uin 3a UMyHOXEMAaTOJIOTUYHO H3CJE/IBaHE
cbriacHo npunoxkenue Ne 13 ot Hapen6a Ne 29 ot 2004 r.;

2.1.7. m3npama KpbBHATA MPOOA U MOMBIHEHUs (DUII B Ta0OpaTOpus 32 HMYHOXEMATOJIOTHYHH
U3CJIeIBaHMs 3a MOTBbPIKIaBaHe Ha KpbBHATA TPYIIA,

2.1.8. mpukpens ¢uma ¢ pe3ynTaTHTe OT UMYHOXEMAaTOJOTHYHOTO H3CIIE/IBaHE, MOIydeH OT
MMYHOXEMaToJIOTH4YHaTa laboparopus B 13,

2.1.9. npu HeCHOTBETCTBUE MEXKIy pPE3YyJITaTHUTE OT M3CIEIBaHUATA Ha KpPbBHATA Ipymna Ha



MaIUeHTa, U3BBPIICHH OT JIGKYBAIIHS JIEKap U OT UMYHOXEMATOJIOTHYHATa 1a00paTopus, JEKyBaIIUsT
JIeKap € JUThKEH OTHOBO Jia B3eMe KPBB OT MAIMEeHTa U J]a TOBTOPH Is1aTa Mpoeaypa;

2.1.10. uckaHus 32 KPbB U KPbBHHU CHCTaBKH C€ MOMBJIBAT CaMO OT JIEKap B TPH CK3EMIUISApA
cbraacHo npuiokerue Ne 15 na Hapen6a Ne 29 ot 2004 r.

3. 3anbIDKeHus Ha JIeKaps IPeIu MpeuBaHe Ha KPbB WIH KPbBHU ChCTABKH:

3.1. uaeHTHdHUIIEPa pelUIUEHTA 0 OOJIHUYHATA JOKYMCHTAITHS,

3.2. cpaBHsIBA UMETO Ha TMAIMEHTa C UMETO, M3MHCAHO Ha (PHIIa 3a MUMYHOXEMATOJIOTUYHO
usciensane (npuaoxenne Ne 15 va Hapen6a Ne 29 ot 2004 r.) u U3;

3.3. cpaBHsBa KpbBHATA IrpyIia HA MAlMEHTA C KpbBHATA TPYIa HA BCSIKA SAMHUIIA;

3.4. mpoBepsiBa CpoKa Ha TOAHOCT Ha BCSIKA €IMHHIIA KPBB U KPbBHU ChCTaBKH,

3.5. mpaBu oriea Ha COUHHUIUTE KPbB W/UIM EPUTPOIMTEH KOHIIEHTPAT 3a HAJIWYHMe Ha
KOaryJiyMH, XeMoJIn3a, HeoOnyaeH 1T (Oeser Ha GakTepuaiHO 3aMbPCSBaHE);

3.6. ormexma eAVMHHWIIMTE TPOMOOIMTEH KOHIICHTpPAT 3a HAJIMYHOCT HA arperatd W 3a T.H.
"swirling" (BomoBbpTEXKEH) (heHOMEH;

3.7. cnen pa3Mpa3sBaHETO Ha €IUHUIIUTE MPSCHO 3aMpa3eHa Iia3Ma mpu temreparypa 37 °C
OIJIeXK]1a CIMHUIIMTE TJIa3Ma 3a MPOMSIHA B IIBETA, HATMYHOCT HA KOAryJaIyMHu,

3.8. pu HechBIAJCHHUE HA HAKOW OT JAHHWUTE BPBIIA KPBBHUS MPOIYKT HA TPAHCPY3UOHHOTO
3BEHO, KOETO TO € JOCTaBHJIO;

3.9. ompezensi KpbBHATA rpyla Ha MAlMEHTa W KPbBHATA Ipyla Ha KPbBTa (EPUTPOLIUTHUS
KOHIICHTPAT) 3a MpPEJIMBaHe C TECT-pEeareHTH aHTu-A, aHTu-B, antu-A, B;

3.10. (u3m. - [IB, Op. 37 ot 2007 r.) nmpaBu npoda 3a CbBMECTUMOCT U HaHacs pe3yarara B U3:

3.10.1. npu npenuBaHe Ha LsJ1a KPBB WM SPUTPOIIMTEH KOHIIEHTPAT MpodaTa 3a CbBMECTUMOCT
ce IpaBH ChC cepyM (IU1a3Ma) OT MalMeHTa U KPBB OT CakKa,

3.10.2. npu npenuBaHe Ha MPSCHO 3aMpa3eHa Ila3Ma WM TPOMOOIIUTEH KOHIIEHTpAT mpobdara
3a ChBMECTHUMOCT C€ U3BBPIIBA ¢ epUTPOIMTH (KPHB) OT MAIlMEHTA U IJ1a3Ma OT Caka.

3.11. KOHTpOJIHMpPa EIUHUIIMNTE KPBB U/WUIIH EPUTPOIIUTEH KOHIIEHTPAT Ja ce 3aTomt 10 37 °C,
B TEPMOCTAT WJIU PEryjIrpyemMa BoHa OaHs.

4. 3anbpKeHus Ha JieKaps [0 BpeMe Ha KPbBOIIPEJIMBaHe:!

4.1. xppBTa M KPBbBHUTE CHCTaBKU C€ MpEIMBAT 4Ype3 BEHO3HA TPaHCQY3Hs MOCPEACTBOM
CTaHJapTHA CUCTEMa 3a KpbBOMpenrBaHe (rojeMuHa Ha nmopure Ha puarspa 170 - 200 um);

4.2. pu 3amouBaHe Ha TpaHC(yY3UATa C€ U3BBPIIBA OMOJIOrMYHa Mpoda 3a CbBMECTUMOCT Upe3
crpyitro npenuBane Ha 40 ml ot kpbBHUS npoaykT (3a nena mexay 2 u 10 ml), cien koeto ckopoctra
Ha npenuBaHeTo ce peryiupa Ha 10 - 15 xanku KpbBeH NPOAYKT B MHUHYTa B MpoAbbKeHUe Ha S - 10
MIN; pu JIMIca Ha OOCKTUBHU U CYOCKTUBHHM MPOSIBH HA HEXKEJAHU PEaKIMU MPEIMBAHETO MPOIbIDKaBa
cbC ckopocT okosio 4 ml/min (ako HsiMa OrpaHUYCHHUS OT CTpaHa Ha ChPJCYHO-CHIOBATA CUCTEMA), KATO
ellHa eJIMHUIIA KPBB WM EPUTPOLIMTEH KOHIICHTPAT Ce MPeuBar 3a 0kojo 1 - 2 h;

4.3. npu penrBaHe Ha TIOBEYE OT €HA SIUHHIA KPBB (CPUTPOLUTEH KOHIICHTPAT) OMOJIOTHYHA
po0a ce W3BBPINBA C BCSIKA SMHAIIA KPHBEH MPOTYKT.

5. Crnen 3aBbpIlIBaHE HA MPEITUBAHETO HA KPHBTA M/UJIM KPBBHUTE ChCTABKHU JICKAPSIT:

5.1. ymocToBepsiBa ajqu ca HACTHIIWIM MPOMEHU B OOIIOTO CHCTOSTHUE Ha OOJHUS, KPBBHOTO
HaJlsiraHe, MyJca, TellecHaTa TemIepaTypa M I[BeTa Ha ypWHATa, MpH MpPOMsSHA B IBeTa Ha ypHUHATa
u3mpaiia mpoda oT Hesl B JTa0OpaTopHsl 3a U3CJIeIBaHE 32 HATMYHOCT Ha CBOOOJIEH XEMOTIIOONH;

5.2. nomrbyiBa TpaHC(Y3MOHEH JIMCT 3a MPEJIMBaHe Ha KPbB U KPbBHU ChCTaBKH (MpHItosKeHHE Ne
16 ot Hapenoa Ne 29 ot 2004 r.);

5.3. cimemu cepyMbT Ha OONHHS, B3€T NpPEIU KPHBONPETUBAHETO, M CaKhT C OCTAHAIOTO
KOJIMYECTBO KPBBEH MPOJIYKT B HETO JIa Ce ChbXPaHsBAT NpH Temiieparypa 4 - 8§ °C B npoabnkeHne Ha 24



h 3a quarHocTHKa Ha eBEHTYyaJIHA CICIKPHBOIIPEIMBHA PEAKIIUSI.

6. [Ipy HaCTHIHMIN HEXETIAaHH PEAKIIMU U YCIIOKHEHHSI IT0 BpEMe Ha KPhBOTIPEIIMBAHE JICKAPST:

6.1. mpekparsiBa He3a0aBHO MPETUBAHETO HA KPHBHUS MPOAYKT,

6.2. B3emMa crienM(UYHN MEPKH 3a OBJIJSIBAHEC HA PEAKIMATAa MM YCIOKHEHUETO ChOOpPa3HO
HETOBUS BHI,

6.3. u3mpaimia caka ¢ KpbBHHS MPOJIYKT 32 MHKPOOUOJIIOTUYHO HU3CIIC/IBAHE;

6.4. m3npama npoOu KPhB, B3CTH OT PEIMITMCHTA MPEAU WU Clel MPEITUBAHETO HAa KPHBHUS
MPOAYKT, KAKTO ¥ MPoda OT KPHBHHSI MPOAYKT OT CaKa 32 UMYHOXEMATOJIOTUYHO U3CIICBAHE;

6.5. korato mpoOKTE HE MOTaT Jia Ce U3MPATST BeIHAra 3a U3CJIeBaHe, ce ChXpaHsBar 10 72 h
pu Temneparypa mexay 4 - 8 °C;

6.6. HaHACS HACTBIMIIUTE PEAKIUU U YCIOXHEHHS B TpaHCy3MOHEH JIMCT 3a MpeliMBaHe HA
KPBB M KpbBHH ChcTaBKH (mpritoskenue Ne 16 or Hapenba Ne 29 ot 2004 r.);

6.7. crobmaBa He3abaBHO upe3 npuwioxkerne Ne 18 ot Hapenba Ne 29 ot 2004 r. Ha:

6.7.1. meueOHOTO 3aBeIeHUE, OT KOETO € MOJIyueHa KPbBTa U/WIIM KPhBHATA ChCTABKA;

6.7.2. KOMUCHHTE 32 KOHTPOJ BBPXY KaueCTBOTO, O€30MacCHOCTTA U pallMOHAIHATA yHoTpeOa Ha
KPBBTA U KPHBHUTE ChCTABKH.

7. HuKamm 3a KIMHUYHO IPUJIOKEHNE Ha KPBB U KPbBHU ChCTABKU

Tpancdysnonnarta Tepanus ce OChIIECTBSABA C KPBB M KPbBHU CHCTaBKU CIOPE] €CTECTBOTO Ha
3a00J15IBAaHETO, KOETO TPsIOBA Ja ce JIEKyBa, U MHOT'O PSAAKO C Lis1a KPbB.

7.1. KiiuHU4YHO NpUII0’KEHUE Ha LIs1a KPbB

7.1.1. Maaukanuu (moxa3aHus)

7.1.1.1. MmacuBHa BBHILIHA XEMOPArus C XUIIOBOJEMUS IPU TEXKKa TPaBMa WM Oepalus;

7.1.1.2. exccaHTBUHOTpaHCPY3Hs.

7.1.2. KonTpansaaukanuu (IpOTUBOMIOKA3AHHSI)

7.1.2.1. Bcnuku 3a00J11BaHuUs, KOUTO MOXKeE JIa c€ TPETHPAT ¢ KPbBHU KOMIIOHEHTH,

7.1.2.2. HOpPMOBOJIEMUYHN AHEMUYHH CHCTOSHHS;

7.1.2.3. anouMyHH3AIHS CIPSMO JIEBKOIIUTHU HIIM TPOMOOIIUTHH aHTUTCHH;

7.1.2.4. anouMyHHU3aIUs CIIPSMO HAKOH TUTa3MEHHU TIPOTEHHH.

7.2. KNMHUYHO NPUIIOKEHUE Ha epUTPOLIUTHU KOHIIEHTpaTH

EpuTponTHH KOHIIGHTpAaTH ce mpujaraT 3a moxoOpsiBaHE Ha TPAHCIOpPTa Ha KUCIOPOI OT
6enute A1poOOBE 0 ThKAHUTE U Ha BBIIEPOJEH JBYOKHC OT ThbKaHUTE /10 OenuTe IpoOoBe.

7.2.1. CrangapTHU €pUTPOIMTHU KOHIIEHTPATH

7.2.1.1. Uanukamuu

7.2.1.1.1. ocTBp KPHBOM3IUB MPH JIUIAa C HOPMATTHA KPHBHH MTOKA3aTEIH,;

7.2.1.1.2. XpOHUYHO aHEMUYHO ChCTOSIHHUE,;

7.2.1.1.3. onepaTHBHA WHTEPBEHIIHS MTPH JIUIIE C XPOHUYHO aHEMUYHO ChCTOSTHUE.

7.2.1.2. KoHTpauHIuKau

7.2.1.2.1. XpOHHYHO aHEMHYHO CHCTOSHHE, MOJUICKAIIO Ha JIEKAPCTBEHO JeucHHe (KeIe3HH
npenaparu, BuUTaMuH By, honmueBa kucennHa, epuTpOIIOSTHH);

7.2.1.2.2. anouMyHH3anuss KbM JIEBKOIIUTHU WM TPOMOOLMTHH aHTHTEHH W (eOpHIHU
HEXEMOJUTUYHH PEaKIINH,

7.2.1.2.3. iMyHH3anUs KbM IJIA3MEHH TPOTEHHU M HATMYHOCT Ha TEXKKU aJISPTHYHU PEaKIHH;

7.2.1.2.4. UMyHOKOMIIDOMETHUPAHHU TAIIMEHTH W TaKWBa, MOJJICKAIM HAa TPaHCIUIAHTAIMS Ha
OpraHu, ThKaHW WJIH KIETKH,

7.2.1.2.5. mapokcu3MaaHa HOILITHA XeMOTJIOOMHYPHS.

7.2.2. EpuTpOIMTHA KOHIICHTPATH C OTCTpaHEHa JIEBKOIMTHA TiesieHa. Upe3 Ta3u mporenypa ce
OTCTpaHSABAT MMO-TOJISIMATA YACT OT JICBKOLIUTUTE U TPOMOOLIUTUTE OT EPUTPOLIMTHUS KOHLIEHTPAT.



7.2.2.1. Uaaukanuu

7.2.2.1.1. cpIIuTe KaKTO MIPU CTAaHAAPTHUTE EPUTPOIIUTHUA KOHIICHTPATH,;

7.2.2.1.2. npu nanuenTy ¢ GeOpuITHN HEXEMOTUTUIHH PEAKIINU.

7.2.2.2. KoHTpauHAMKalUK - ChLIUTE KaKTO IPU CTaHJAPTHUTE EPUTPOLMTHU KOHLIEHTPATH

7.2.3.  OO0e31eBKOIUTEHN  EPUTPOLMTHU  KOHLEHTpaTH.  UYpe3  TOJd3BaHETO  Ha
o0e3/1eBKOLUTSABAILM  (QUWITPU C€ OTCTPAHABAT NPAKTUYECKM IIOYTH M3LIO JIEBKOLUTUTE OT
epUTPOLIMTHUS KOHLIEHTPAT.

7.2.3.1. Uanukamuu

7.2.3.1.1. cpmMTe KAKTO IPU CTAHJAPTHUTE EPUTPOLIUTHU KOHIICHTPATH,;

7.2.3.1.2. npu nanMEeHTH, MPU KOUTO TpsOBa Aa ce H30SMTBa AJOMMYHH3AIUS CIPSIMO
HLA-anturenn (HampyMep XPOHHYHH DPELUIUEHTH HA CPUTPOLMTHH KOHIICHTPATH, KaTo OOJHU C
TajaceMusl, arulaCTUYHa AaHEMUs, JIeBKEMHs, MMYHOKOMIIDOMETHpPAHM NAIMEHTH, KAKTO M TaKuBa,
MOJIS)KAIIM Ha TPAHCIUIAHTAIMSI HA CTBOJIOBU XEMOIIOCTUYHU KIICTKH);

7.2.3.1.3. npu manMeHTu ¢ J0Ka3aHa anoumyHuzanus cupsamo HLA-anturenu u ¢ ¢pedbpuinu
HEXEMOJUTHYHH PEaKIINH,

7.2.3.1.4. npu manUeHTH, TIPU KOUTO TPSAOBA Jla Cce MpUjarar CpPUTPOIMTHU KOHIICHTPATH C
OTPHIIATEIHU PE3YATATH 32 IIATOMETAIIOBUPYC.

7.2.3.2. KoHTpauHAUKaluy - ChLIUTE KaKTO MPHU CTAHIAPTHUTE EPUTPOLIUTHH KOHIIEHTPATH.

7.2.4. EpUTpOLIMTHA KOHIICHTPATH C aJWTHBEH (IOIBIHMUTENICH) pa3TBop. Upe3 mobaBsHe Ha
JOI'BJIHUTENICH KPBhBOKOHCEPBUPAILL PA3TBOP CE€ HaMallsgBa ChABPKAHUETO Ha IUIa3Ma B €PUTPOLUTHHUS
KOHIICHTpAT.

7.2.4.1. UnauKanmy - ChILUTE KaKTO MPU CTAaHAAPTHUTE €PUTPOLIUTHU KOHIIEHTPATH.

7.2.4.2. KoHTpanHAUKaUy - CHIIUTE KaKTO MPH CTAaHIAPTHUTE EPUTPOLIUTHNA KOHIICHTPATH.

7.2.5. Ilpomutu epuTpouMTHU KOHUEHTpaTH. C NPOMUBHHUTE MpPOLEIYypHU C€ OTCTpaHsIBaT
TUTa3MEHUTE MMPOTEHHHU U TOJIsIMa 4acT OT JICBKOIIUTHTE.

7.2.5.1. Uanukamuu

7.2.5.1.1. npu manMEHTH C JIOKA3aHW aHTUTENIA CIPSAMO IIa3MEHU MPOTEHHH Hai-Bedue Cperry
umyHOroOynuHM oT Kiac A (IgA) 1 TeKKH alepruvHi peakiyy;

7.2.5.1.2. mapokcu3MaHa HOIHA XeMOTJI00MHYpus (OTCTpaHsIBaHE Ha KOMILUIEMEHTA);

7.2.5.1.3. epUTPOLIUTHU KOHIIEHTPATH OT KpbBHA rpyna 0 npu UHTpayTepUHHU TpaHCPY3UH.

7.2.5.2. KoHTpanHAWKaIuy - CHIIUTE KaKTO MPH CTAaHIAPTHUTE EPUTPOIIUTHA KOHIIEHTPATH.

7.2.6. 3aMpa3eHH epUTPOLIUTHN KOHLIEHTPATH.

Upe3 3ampassiBaHe epUTPOIMTHUTE KOHIIEHTPATH MOTAT J1a C€ ChbXPAHSABAT B MPOJBIDKEHUE Ha
mazx 10 rogunau.

7.2.6.1. Unaukanmu - mpujiaraT ce 3a KOPEKIus Ha aHEeMHYHH ChCTOSHHUS TIPH

7.2.6.1.1. nuna ¢ peaKu KpbBHU IPYIIH;

7.2.6.1.2. muna ¢ aloMMyHH3AIHS CIIPSIMO MHOKECTBO €pUTPOIIMTHU aHTUTEHH,

7.2.6.1.3. npu nunca Ha CMV-0oTpunaTeTHH €PUTPOLUTHH KOHLEHTPATH WIM CHBMECTUMHU
00€3JIeBKOIIMTEHH EPUTPOIIUTHN KOHIICHTPATH.

3aMpa3eHH EepUTPOLMTHU KOHIEHTpaTH, ChbXpaHsABaHW HaW-MaJKo 6 Mecena, MoOXe Ja ce
M3IIONI3BAT 32 UMYHHU3AIUS CIPSIMO €PUTPOLMTHH AaHTHTEHH CIIE]] TOBTOPHO TECTyBaHE Ha JIOHOpa 3a
TPAaHCMUCHBHU MH(EKINH U JOKA3aHU OTPULIATEIHU PE3YIITATH.

7.2.6.2. KonTpanHauKauy - KakTo MPH CTAHIAPTHUTE EPUTPOIIUTHN KOHIIEHTPATH

7.2.7. O6rbUEHN €PUTPOLIUTHH KOHIIEHTPATH

Upe3 oOTPYBAHETO HA EPUTPOLUTHHUTE KOHIIGHTPATH C€ TIpeMaxBa BB3MOXKHOCTTA 32
npuxsaniane (engraftment) va T-mumouuTHTe MPU UMYHOKOMIPOMETHPAHN NAIUSHTH.

7.2.7.1. Uanukanuu

7.2.7.1.1. TpaHCcTIIIaHTAIlMs HA CTBOJIOBU XEMOIMIOETUYHU KIIETKH;

7.2.7.1.2. cMHHIPOM Ha TEXBK UIMYHEH Je(DUIIHT,



7.2.7.1.3. manueHTy ¢ IMyHOCYNpecuBHA Tepanus (JIeBKeMUH, TMM(OMHU, KAPIIMHOMH);

7.2.7.1.4. uHTpayTepUHHU TpaHCDY3UH;

7.2.7.1.5. HeOHOCEHU HOBOPOJICHH JIEIIa,;

7.2.7.1.6. Tpancdy3un OT OJU3KU POJICTBCHUIIH.

7.2.7.2. KoHTpauHAMKaIUK - KaKTO MPH CTAHJAPTHUTE EPUTPOIIMTHU KOHLIEHTPATH.

7.3. Kpurepuu 3a npuioxeHue u J03UpOBKa HA €PUTPOLUTHUTE KOHIIEHTPATH

7.3.1. IlparoBuTte KOHIIEHTPALMU Ha XEMOTTIO0MHA, KOUTO HAJIaraT MpejrBaHe Ha epUTPOLIUTHH
KOHIIEHTpATH, ca’

7.3.1.1. npu mnagu 3apasu auna - 60 - 70 g/l

7.3.1.2. npu MyIau JTIa ¢ APYrH HEYCI0KHEeHU 3a0onsaBanus (Hanpumep auaber) - 70 - 80 g/l

7.3.1.3. npu Bb3pacTHu 37paBu Juia (Hax 65 r.) - 90 g/l

7.3.1.4. npu manMEeHTH ChC CHPACYHM 3a00JABaHUs, C IMOBUIICHA KUCIOPOJHA KOHCYMAaIlUs
(manpumep centuriemusi) - 100 g/l

7.3.2. Jlo3upoBKa

7.3.2.1. ipu oCTPH KPHBOU3IUBH - CbOOPA3HO CTEIEHTa Ha KPbBOM3IINBA,

7.3.2.2. ipy XpOHUYHO AaHEMUYHO CHCTOSHUE - CIIOPE]] CTETICHTA HA aHEeMHSTa U KIMHUYHUTE
IposiBY, Hali-uecTo 1o 1 E epuTponuTeH KOHLIEHTpAT AHEBHO.

7.3.3. [TongGop Ha EpUTPOITUTHUTE KOHIICHTPATH

7.3.3.1. epUTpOLMTHHUTE KOHIEHTPATH C€ MOAOMpAT IO KpbBHATA TpylNa Ha PEIUIHEHTA
cbobpazno ABO u Rh-anturennute cucremu;

7.3.3.2. npu cnenuaiHu ciydad (TaJaceMHM, XPOHUYHHM PCLMIIMCHTH, IOIJICKAIIH Ha
TPaHCIJIAHTAIlMsl HA CTBOJIOBH XEMOIOCTUYHH KJIETKH) CPUTPOIMTHUTE KOHIIEHTPATH MOXE Ja Ce
noaoupar 1o GEeHOTUN U MO APYTH €PUTPOLIUTHH AHTUTEHHH CUCTEMHU.

7.4. OueHka Ha pe3yATaTUTE OT MPUIOKEHUETO Ha EPUTPOLIMTHUTE KOHIICHTPATH

7.4.1. nogoOpsiBaHe Ha Oene3uTe Ha AaHEMUYHUS CUH]IPOM,;

7.4.2. moBUIlIEHUE HA KOHIIEHTPALIUATA HA XeMOTJIO0MHA.

8. KinmHn4HO npuItoskeHre Ha TPOMOOIIMTHA KOHIICHTPATH

TpoMOOLIMTHY KOHLIEHTpATH ce€ MpujaraT IpU HapylIEHUS Ha XeMocTas3aTa Mopajgy HamajeH
Opoii Ha TPOMOOIIMTHTE WM HapylIeHus Ha TexHuTe QpyHKiuu. [Ipumarar ce KakTo 3a Je4eHue, Taka u
3a mpo¢MIaKTUKA Ha KPHBOUBIUBH.

TpoMOOUIMTHY KOHIIEHTPATH Ce MpUiaraT 3a JieueHHe Ha KPbBOU3JIMBHU TPH MAIMEHTH C TEXKa
tpombouuTonenus (mox 10 - 20 x 10%/1) wn IpU HapyLIeHUs Ha TPOMOOLUTHUTE (PYHKIIMM U HOpMaJIeH
Opoit Ha TPOMOOITUTHUTE.

TpoMOOLIMTHY KOHIIEHTPATH c€ MpHJIarar 3a NpouiIakTHKa Ha KPbBOU3IMBY IPU MALUEHTH C
TEXKH TPOMOOIMTONEHUH WJIM HAPYHIEHH TPOMOOUMTHU (PYHKIUH U ONEPATUBHU MHTEPBEHLUH WIIH
WHBA3MBHU MPOIEIYPHU WU MPH KPATKOTPAWHH TEKKU XUIOMPOIYKTHBHUA TpoMOormToneHuu (moa 5 -
10 x 10% I) (;meBkeMUM, TpaHCIUIAHTALIMS HA KJIETKH, ThKAaHU U OPTaHH).

8.1. CranmapTHU TPOMOOIIMTHH KOHIICHTPATH

8.1.1. Uunukauuu

8.1.1.1. TpoMOOIIMTONICHNY TIOPAIU HapYIIeHA TPOIYKIHS HA TPOMOOIIUTHTE;

8.1.1.2. TpoMOOIIMTONEHNH TPU XUTIEPCINICHU3bM;

8.1.1.3. TpoMOOIIMTONICHNH TIPY CHHIPOM Ha IMCEMHHHUPaHa UHTpaBa3aiHa KOATryJIalus,

8.1.1.4. TpoMOOIIMTONIEHNHU TIPU MACUBHU TpaHC(y3UH U KapAUOIyJIMOHaJIEeH Oaiirac,

8.1.1.5. HeoHaTaTHa AJIOMMYHHA MypIrypa (0T CbBMECTUM JIOHOP WJIM OT MaiKaTa);

8.1.1.6. aBToMMyHHa TPOMOOLIMTONIEHUYHA ITypITypa (IPU )KMBOTO3AILIAIIBAIIN KPHBOU3IIHBH);

8.1.1.7. 3a0onsiBaHMs ¢ HAPYIICHHUS HA TPOMOOIIUTHUTE (PYHKIINH.

8.1.2. KoHTpaunaukamnuu

8.1.2.1. TpoMOOTHYHO TPOMOOIIUTOTICHUYHA ITYPIypa,



8.1.2.2. cnentpancdy3noHHa MypHypa;

8.1.2.3. xemapuH-UHIyIIHPaHa TPOMOOITUTOTICHUS.

8.2. TpoMOOLIMTHY KOHIICHTPATH, IOJIyYeHH 4pe3 adepe3Ha TeXHUKa (0T SAMHUYCH TapUTe)

8.2.1. Numnkanun

8.2.1.1. TpOMOOIIMTONCHUYHH CHCTOSHHS MIPH ATTOMMYHH3UPAHH MTALUEHTH,

8.2.1.2. TpOMOOIIMTONICHUH TIPY TTAIIUEHTH ¢ UMYHEH ACPHUIINT.

8.3. Orpuenu TpOMOOLIMTHH KOHIICHTPATH

8.3.1. Mumukanun

8.3.1.1. rpombonTONIeHNU Tpu OOJTHU C KOMIIPOMETHPAH UMYHHUTET;

8.3.1.2. mpu TpaHCIIaHTALMsI HA CTBOJIOBU XEMOIIOETUYHH KIIETKH;

8.3.1.3. mpu manueHTy ¢ MuenoadIaTuBHA Tepamnus,

8.3.1.4. HOBOpOACHH C MAaCHBHU TpaHC(Y3HUH;

8.3.1.5. HeTOHOCEHH HOBOPOJICHU JICIIA;

8.3.1.6. mpu poJCTBEHU JOHOPH.

8.4. IIpomuty TPOMOOIUTHHN KOHIICHTPATH

8.4.1. nauKanuy - Ipy MAIMeHTH ¢ J0Ka3aHW aHTHTENa CIPSIMO IUIa3MEHH MPOTEUHH (AHTH
IgA-anTHTena npu 60HYU ¢ aedumt Ha [gA-UMYHOTTIOOYIIMHH).

8.5. O06e31eBKOIMTEHH TPOMOOIIMTHA KOHIICHTPATH

8.5.1. Unnnkarmu

8.5.1.1. npu manmeHTH ¢ PeOPUITHN HEXEMOJUTUYHHN PEAKIUH,

8.5.1.2. 3a mpexamnasBaHe OT aJIOMMYHH3ALUS MPH MAUEHTH, OUICKANM HA TPAHCIIAHTAIHS
Ha OPTraHU U KJIETKH, UM XPOHUYHH PEIUITUEHTH Ha KPHBHU MPOAYKTH.

8.6. 3ampazeHrn TPOMOOIIMTHA KOHIIEHTPATH

8.6.1. Mununkanun

8.6.1.1. mpuioxxenne Ha cbBMecTuMH 10 HLA um HPA TpoMOOIMTHM KOHIIEHTpPATH, KOTraTo
JIMIICBA CbBMECTUM JIOHOD 32 MOJIy4YaBaHEe Ha MIPECHU TPOMOOLIMTHHU KOHIIEHTPATH,;

8.6.1.2. aBTONIOKHU TPOMOOIIUTHH KOHIIEHTPATH.

8.7. Jlo3upoBKa Ha TPOMOOIIUTHUTE KOHIIEHTPAaTH

8.7.1. 3a yieueHune HA KPHBOU3JMBH - TI0 1 eMHUIIA TPOMOOIIMTEH KOHIIEHTpAT Ha Bceku 5 - 10
kg Tenecna mMaca criope]] Bujia Ha TPOMOOIIMTONICHHUSITA U TEKECTTA HA KPHBOU3JIUBA.

8.7.2. 3a mpodmiakTiKa Ha KpHBOM3IMBY - 110 1 enuHuna TpomOonuTeH KoHieHTpar Ha 10 kg
TeJlecHa Maca Ipes3 JIeH.

8.7.3. OpHeHTHPOBBYHH ITOKA3ATEIH:

8.7.3.1. [IpounakTHUHO NPUTOKEHNE

8.7.3.1.1. paroB Gpoii(*) Ha TpomboumTHTE - o 10 X 101

8.7.3.1.2. mpurenen Opoit (**) Ha TpomOoOIIMTHTE - Hax 25 X 10%1

8.7.3.1.3. npurienen Gpoii Ha TpoMGOLHTHTE TIPH oneparn - Hax 50 - 80 x 1071

8.7.3.1.4. xonu4ecTBO MpeeTH TPOMOOLIUTH - HaT 4 X 101

8.7.3.2. TepareBTHYHO MPHIIOKEHHE

8.7.3.2.1. nparoB Opoit Ha TPOMOOLIUTHUTE - UHIUBHIyaJICH

8.7.3.2.2. npuuenen Gpoii Ha TpomboumTHTe - Hax 40 X 1071

8.7.3.2.3. Konu4ecTBO MpeeTH TPOMOOLIUTH - HaJ 6 X 101

3alenexka.

(*) nparoB Opoii - Opoit Ha TPOMOOLIMTHTE HA PELUNKEHTA, IIPH KOMUTO Ce Hajlara nmpujiaraHe Ha
TPOMOOIIUTHN KOHIIEHTPATH.

(**) npuuenen 6poit - Opoit Ha TPOMOOILMTHTE, KOMTO TPsIOBa Aa ce TIOCTUTHE B LIUPKYJIAIHATA
Ha PEIUIAEHTA CJIe]] MPUJIaraHe Ha TPOMOOIIMTHN KOHIICHTPATH.

8.8. [Togbop Ha TPOMOOIIUTHUTE KOHIIEHTPATH

8.8.1. [Ipu nanuenTtu 6e3 anonmynu3arus kbM HLA win HPA-aaTurenn



8.8.1.1. monGupar ce cbBMecTuMU 10 ABO-aHTUTeHHA cUCTEMa TPOMOOIIMTHH KOHIIEHTPATH,

8.8.1.2. wu30srBa CE€ TPWIOKEHHWE HA TPOMOOUMUTHH KOHIIEHTPATH, IIOJyYE€HHU OT
Rh-nionoxwurenaun nqonopu Ha Rh-oTpuiiaTenHu perunueHTH, 0COOCHO Ha Jela U KECHU BbB (epTUIIHA
BB3pact!

8.8.2. Ilpu nanmenTu ¢ anonmyHuszanus kbM HLA- anTurenu

8.8.2.1. monbupar ce MmakcumaiaHo cbBMecTHMH 110 HLA 1 ABO TpoMOOIIMTHH KOHIIEHTPATH,
Hai-100pe OT eANH JapuTe, MoJIydeHu upes adepesa,

8.8.2.2. npu nurica Ha ceBMecTHMH TI0 HLA 1 ABO TpoMOOUIMTHM KOHIICHTPATH MOXE Ja Ce
npujiarat TakuBa, KOUTO HE ca chbBMecTuMH 1o ABO,;

8.8.2.3. mpu nokazana crienuduuHocT Ha aHtutenata mo HLA wim HPA anTturennu cucremmu
ce moadupaT ChBMECTUMH IO ChOTBETHUTE AaHTUTECHH TPOMOOIIMTHH KOHIIEHTPATH.

8.8.3. Ilpm HeoHaTallHa aJOMMyHHA NypHypa ce IpHiaraT TPOMOOLMTHU KOHIICHTPATH,
MOJIy4eHU OT MaiikaTa, KaTo ce OTCTpaHsBa Iia3Mara W ce 100aBs Iuia3mMa OoT KpbBHA rpyna AB wmmun
MOJIXOJIAI €JICKTPOJIUTECH Pa3TBOP

8.9. OmeHka Ha pe3yATaTHTE OT NMPWIOKCHUETO Ha TPOMOOIIUTHU KOHIICHTPATH

8.9.1. mpu TPOMOOIUTOIICHUH

8.9.1.1. nmo xkuHNYHYU OelIesy,

8.9.1.2. mo KOpUrUPAHOTO TOBHUIIICHUE Ha OPOsI HA TPOMOOILIUTHUTE

(6poni cnen Gpon npean
KopurmpaHo npenveaHe - npenveaHe) X TI (kB.M)
NoBULLEHNE Ha =
Tpombounutute 6pow npenetn TpomboumnTtn (10(11))

TII - TenecHa NOBBPXHOCT

MuHUMAaITHA KEJIaTeTHA CTOMHOCTH Ha KOPUTUPAHOTO IMOBUIIICHUE HA TPOMOOITUTHUTE
- 1 h cnen npenuBane Ha TPOMOOIMTHUTE KOHICHTPATH - Hax 5 - 7,5 X 10% l;

- 24 h creq mpenuBaHe Ha TPOMOOIMTHUTE KOHIIEHTPATH - HaJ 5 X 10% l;

8.9.2. mpu HapyleHus Ha TPOMOOLUTHUTE (HYHKIIUU:

- 110 KJIIMHAYHU Oenesy,

- 110 KOPEKIIMS Ha yIBIDKEHOTO BpeMe Ha KbPBEHE.

9. KnuHUYHO MpHIIOKEHNE HA TPAHYJIONUTHU KOHIIEHTPATH

I'paHynOIMTHUTE KOHIEHTPATH MPEACTaBIABAT CYCIEHCUS Ha TpaHYJIOLUUTH B IUIA3Ma,
noydeHu 4pe3 adepesa. M3monsBa ce Bb3MOKHOCTTA 3a (haroruTo3aTa Ha MUKPOOPTaHU3MHU U TbOUYKHI
OT TPaHyJIOLIUTHUTE.

9.1. Uaukanuy - orpaHuveHu

9.1.1. marnwenTH ¢ Texka Heyrpornenus (mox 0,5 X 10% I) ¢ nokasaH cercuc u Hepearupamy Ha
aJlekBaTHA AaHTUOMOTHYHA TEPAIUs ¥ TPaHYIOMUTEH KOJIOHHUCTUMYIHpAI] GaKTop;

9.1.2. HeOHATANICH CEIICHC ¢ peNaTiBHa HeyTpornenus (mox 3 X 107/1).

9.2. KoHTpauHIUKAIlMA - KPATKOTPAWHU HEYTPOIIEHUYHHU CHCTOSHUS 0e3 MH(EKIHS WIH C
uHEKIMs, MoJiaBalia ce Ha aHTHOMOTHYHA Teparus

9.3. [Toxbop Ha mapuTEeNUTe 3a TPAHYIOIUTHA KOHIICHTPATH

9.3.1. chBMECTHMOCT € penuIienTa no antureHauTe cucremu ABO u Rh (mopagu npumec Ha
CPUTPOIIUTH);

9.3.2. mpu aNoOMMyHHU3UPAHU PELUNUEHTH chBMecTuMocT o HLA-anTurenure;

9.3.3. mpu pEeUUNHMEHTH C KOMIPOMETHpPAaH UMYHHUTET C€ MpHjaraT OJbYCHH TPAaHYJOIUTHH
KOHIICHTPATH,

9.34. npm penunuenTtr, kouto ca CMV-orpunarelHd, W TPH HOBOPOJCHHW Jiela €
MPENOPBHUNTENTHO TPAaHYIOLUTHUTE KOHILIEHTpaTH Aa ca oT CMV-oTpHLIaTeIHU JOHOPH.

9.4. JTo3upoBKa Ha TPaHYJIOIUTHUTE KOHIICHTPATH



9.4.1. 3a BB3pacTHH MAIMEHTH - HAJ 2 X 10%° TPaHYJIOLMUTH Ha JIEH;

9.4.2. 3a noBopoaenu aerna - mo 0,1 x 1010/kg TeJIECHA Maca Ha JEH.

9.5. OnieHka Ha pe3y/ITaTUTE OT MPHJIOKESHUETO HAa TPAHYJIOIUTHUTE KOHIIEHTPATH - CTEIICH Ha
MOBUIIICHHUE HA OpOsI HAa TPAHYJIOIMTUTE B KPhBTA HA PEIIMITHCHTA.

10. KnuHUYHO pUIIOKEHUE Ha TUIa3Ma

OT pa3nuyHUTEe BB3MOXKHU BHJIOBE IIa3Ma Ha-uecTo 3a KIMHUYHO MPUJIOKEHUE ce Ipuiiara
NPSICHO 3aMpa3eHa Iia3ma.

10.1. Uanukanuu

10.1.1. xoarysjomnaTud, 3a JICYCHHUETO HA KOWTO HSIMa IUIa3MeHH mpernapatu (aepuuut Ha
koarynamuonaute dakropu I, XI, XI1I);

10.1.2. TpoMOOTHYHO TPOMOOIIMTONICHUYHA TYPITYPa;

10.1.3. cunapoM Ha AUCEMUHUpPaHA UHTPaBa3ajiHa KOaryJalus;

10.1.4. MacuBHM KpBHBONIPETUBAHMS U AUITYIIHOHHA KOATYJIOATHS,

10.1.5. Texxxu yepHOAPOOHH 3a00IIBaHMS C HAPYIICHH IPOTEUHCUHTE3UpAIy (HYHKIUH,

10.1.6. mpeno3upane Ha aHTHBUTAMHUH K-aHTHKOAryJIaHTH;

10.1.7. nedurut Ha anTUTpOMOUH |l MK MIa3MuUHOTEH;

10.1.8. gedurmur Ha C1 uaXUOHUTOD;

10.1.9. exccaHrBUHOTpaHCPY3HH.

10.2. KoHTpanuHuKamu

10.2.1. koarynonaTu#, 3a JEYEHUETO Ha KOUTO MMa TUIa3MEHH Mpenapary,

10.2.2. o6emMHO 3aMecTBaHe;

10.2.3. mapeHTepaHO XpaHEHE,;

10.2.4. 3amecTBaHe HAa UMYHOTJIOOYIINHY,

10.2.5. nmpu anouMyHH3aIUs KbM TUIa3MEHH IPOTEHUHHU.

10.3. [ToxGop Ha mpsICHO 3aMpa3eHaTa riazmMa

10.3.1. TBif KaTO MiIa3Mara ChIbp)Ka €CTECTBEHUTE KPBHBHOIPYIOBH aHTHTENA, ce MoAOupa
ChOOPA3HO KphBHATA IPyIa HA PEIUTIHCHTA;

10.3.2. mpu numnca Ha U30TPYNOBA IJa3Ma Ce€ JOMycKa M MPHIOKEHHE Ha Iula3Ma OT JApyra

KpbBHA TpyIa, KakTo € mocoyeHo Ha Tabmuia Ne 1.
Tabnuua Ne 1

anJ'IO)KeHVIe Ha NpACHO 3aMpas3eHa nja3ma

KpbBHa rpyna Ha peumnueHTa KpbBHa rpyna Ha nnasmarta
A A, AB
B B, AB
0 0, A, B, AB
AB AB

10.4. lo3upoBka

10.4.1. cranmaprtHa go03a - 5 - 10 ml/kg tenecna maca;

10.4.2. mpu TpomOoTHUHO-TpOoMOOIIMTONIeHHYHA myprypa - 30 mI/kg Tenecna maca (puck ot
xurepBoemusi!).

10.5. Ouenka Ha pe3ynTaTUTe OT KIMHUYHOTO MPUIOKEHNE Ha MPSICHO 3aMpa3eHara mia3Ma

10.5.1. npu KoaryialMOHHNA HAPYIICHUS - KIMHUYHU Oeyie3n (OBIaasiBaHe Ha KPHBOU3JIUBUTE)
U OIIpeelisiHe KOHLEHTpalHUATa Ha ChOTBETHUTE KOAryJallMOHHU (DaKTOpH B IJIa3MaTa Ha PelMIIUEeHTa,;

10.5.2. mpu TpOMOOTHYHO-TPOMOOIIMTOTICHWYHA TypIypa - HapacTBaHe Opos Ha
TPOMOOIIUTUTE, HAMAJIIBaHE KOHLEHTPAIMATA Ha JaKTaTAEXUAPOreHa3ara.



11. HexxenaHu peakluy U yCIOXKHEHUS IPU IPUII0KEHUE Ha KPbBHU IPOAYKTH

11.1. XxeMOJIUTUYHM CIAEAKPBBONPEIUBHU PEAKIINU

11.1.1. paHHM XEMOJIMTHYHHU CIACAKPHBONPEIUBHH PEaAKITUU

JIbKaT ce Ha MHTPABA3aIHO U MO-PSJIKO HA €KCTPaBa3ajHO pa3pyllaBaHE HA €PUTPOLUTHUTE
IIPU HECBBMECTHMO KPBbBOIIpelinBaHe Haii-uecTo 1o ABO- aHTUreHHara cucrema.

11.1.1.1. KnuHuYHY NposIBU:

11.1.1.1.1. noBuIIeHNE HA TEMIIEpaTypaTa CbC WU O3 BTPUCAHE;

11.1.1.1.2. 6onku B KpbCTa U HA MACTOTO HA KPBBOIPEIUBAHETO;

11.1.1.1.3. cTarane B rpbAHUS KO,

11.1.1.1.4. rnaBoOoinue, rajgeHe, MOBPHIIAHE, TUAPHUS;

11.1.1.1.5. 10K ¢ XHUIIOTEH3 U,

11.1.1.1.6. octpa 6B0peuHa HETOCTATHYHOCT;

11.1.1.1.7. JUK-cunapom;

11.1.1.1.8. xemornoObuHeMHUsI, XeMOTIOOMHYPHSI.

11.1.1.2. TepaneBTUYHO MOBE/ICHHE!

11.1.1.2.1. npeycTaHOBsiBaHE HAa KPHBOIIPEIHUBAHETO;

11.1.1.2.2. B3emaHe mnpoOU KPBB OT pEIUIMEHTa 3a JIOKa3BaHEe Ha XeMoJiM3aTa M 3a
MMYHOXEMAaTOJIOTUYHA JHATHOCTHKA,

11.1.1.2.3. BxiII0YBaHE HA COJIEBU MH(Y3MOHHH Pa3TBOPH;

11.1.1.2.4. npOTUBOIIOKOBA TEPATIHS;

11.1.1.2.5. KopeKIus Ha XeMOoCTa3arTa,

11.1.1.2.6. 0OMEHHO KpBHBOIIPEITUBAHE.

11.2. HexeMONIUTHYHH CIEAKPBHBONPEIUBHU PEAKIUU.

11.2.1. anadwminakTuyHu clieATpaHCc)y3NOHHU PEaKIUH.

[IpuumnHsSBaT ce OT HAIMYHOCTTA Ha aHTH |JA aHTHTena mpu JMLa ¢ BpoJeH AePUUIUT Ha
UMYyHOIJI00ynuHHU 0T Kitac IgA.

11.2.1.1. KnuHu4YHM TPOSIBU: TaJieHE, MOBpPBIIaHE, KOPEMHHU CMa3MH, AHapus, TPaH3UTOpHA
XHUIIEPTEHCHS, TTOCTIe/IBaHa OT XHMIIOTCHCHS, BTpHCaHe 0e3 TMOBUIIEHNE Ha TeMIIepaTypara, 3auepBsiBaHe
Ha KOXaTa, IIOKOBO ChCTOSHUE.

11.2.1.2. Inarno3a: noka3Bane Ha Aepuuut Ha IgA 1 Ha HATMYHOCT Ha crienuuIHN aHTH IgA
aHTUTeA.

11.2.1.3. TepareBTHYHO MTOBEACHHE:

11.2.1.3.1. npeycTaHOBsIBaHE HA NPEIMBAHETO HA KPBBHUS NMPOJYKT;

11.2.1.3.2. npunoxxeHue Ha enuHEeYPHH;

11.2.1.3.3. NpOTUBOIIOKOBH MEPKH.

11.2.2. AnepruyHu cieaTpaHCPy3MOHHH PEAKIINH.

[TpuunHSBaT ce OT HATMYHOCT HAa AaHTUTENIA KbM MPETUBAHETO HA HAKAKBB aJIepreH.

11.2.2.1. KiuHWYHH TIPOSBU. YpTHKApus, CBpPOEK, OCE3MOKONCTBO, TajcHe, JHCITHES,
XHUITIOTEHCHS, €JIEM Ha TII0THCA.

11.2.2.2. TepareBTHYHO MTOBECHHE:

11.2.2.2.1. npu s1eku ciiyyau NPUIIOKEHNE Ha aHTUXUCTAMUHHU TpenapaTH;

11.2.2.2.2. pu TeXKU CIlydal MEPKH KaKTO MpH aHAPHIAKTHYHUTE PEaKIHud - enmuHepuH,
MPOTHBOILIOKOBU MEPKH.

11.2.3. ®eOpritHN HEXEMOJIUTHYHHU PEaKITHH

[IpuumnHSBaT ce OT HAIMYHOCT HAa AHTUJICBKOLIUTHU aHTUTENIA B PELIMIIUEHTA U HAJMYHOCT HA
CHOTBETHU aHTUTEHU B TPEIMBAHUS KPBBEH MPOIYKT.

11.2.3.1. KnuHUYHM POSIBU: TIOBUIIIEHUE HA TEMIIepaTypaTa chC MM 0e3 BTpucaHe U 6e3 1aHHU
3a XeMOJIN3a, B MO-TEXKKHUTE ClIydau I1aBoOoIIne, rajieHe, OBPhIlaHe, TaXUKAPAHUS.



11.2.3.2. TepaneBTUYHO MOBEACHUE!

11.2.3.2.1. npexbCBaHEe HAa KPBBOIIPEITHBAHETO;

11.2.3.2.2. aHTUNIUPETHIIH.

11.3. XumnepBoaemus

[TpuunHsBa ce OT MpenuBaHe Ha TOJIEMH 00eMU KPbBHU MPOJIYKTH C TOJIIMA CKOPOCT.

11.3.1. KniuHUYHY NPOSIBY: MPOSIBU HA KOHTECTUBHA ChPJI€YHA HEJJOCTATHUHOCT.

11.3.2. TepaneBTUYHO MTOBEICHUE!

11.3.3. npekbCBaHe HA MIPUIIOKEHUETO HA KPHBHUS MTPOIYKT;

11.3.4. Tepamnus Ha ChpJeYHATA HETOCTATHYHOCT.

11.4. [lutpaTHa HHTOKCHUKAITUS U EJICKTPOJIUTEH qUcOaIaHC.

[TpuumnHSBAaT ce OT MpeTUBaHe Ha rojJeMHu 00eMH KPbBHH MPOIYKTH.

11.4.1. KnuHUYHYU TPOSIBH. XUITOKAIIIEMHsI, XUTIEPKATUEMHUs, METa0OJIMTHA alli]103a.

11.4.2. TepaneBTUYHO TIOBEACHUE. KAJIMEB XJIOPHJ, KOPEKIHMS Ha XWIIEPKATUEMHATA H
KOPEKIUs Ha alu03aTa.

11.5. IlpenuBaHe Ha GaKTEPUATHO 3aMbPCEHU KPBbBHU MTPOTYKTH

Manku xonmudecTBa OakTepuu, MOMAJHAIU B KPHBHUTE MPOJIYKTH, MOTAT Ja Ce€ Pa3BUAT U
pa3MHOXKar.

11.5.1. KnuHuyHM TposSBU: TOBHILIEHA TeMIepaTypa, BTpPHCAaHE, TajJieHe M TOBPbBIIAHE,
JUCIHEsI, XUIIOTEHCHs 10 0K0oBO cheTosiuue, MK cunnpom, octpa Ob0peyHa HEJOCTaTBUYHOCT.

11.5.2. TeparneBTHYHO MTOBECHUE:

11.5.2.1. npexbCcBaHe Ha MPHJIOKEHUETO HA KPHBHUS TPOIYKT;

11.5.2.2. npoTHBOIIIOKOBA TEpaIus;

11.5.2.3. BeHO3HO MPHUIIOKEHHUE HA ITMPOKOCIEKTHPHU aHTHONOTHUIH;

11.5.2.4. repanus na JIUK cunnpoma.

12. AntepHaTHBY Ha TpaHCPY3MOHHATA TEPAINHUS C KPBBHU CHCTaBKU

12.1. ABTONIOKHH XEMOTpPaHCHY3HH.

12.2. MenukaMeHTO3HO JIEYeHHE. KOraTo uMa BB3MOKHOCT 32 MEIMKaMEHTO3HO TOBIUSBAHE
Ha OojecTHUS Mpolec, TO Ce NpPEeANoYMTa Mpel TpaHchy3HMOHHATa Tepamnus C KpbB WM KPbBHU
CHCTaBKH.

12.2.1. AnTepHaTuBHU Ha TEpanus C €PUTPOLIUTHN KOHIIEHTPATH:

12.2.1.1. ¢hapmMaKkoJOTUIHO MOBIUSBAHE HA aHEMHUATA - JIEKAPCTBA, CHIBPIKAIIN KeIs130, By,
¢donueBa KMCeIMHA WK €pUTPOTIOETHH,;

12.2.1.2. oBmangBaHe HAa KPBBOMBIMBH - C XHUPYPIrHYECKH METOTU WM XEMOCTa3HU
MEIUKAMEHTH.

12.2.2. AntepHaTuBM Ha Tepamnus ¢ TPOMOOLUTHU KOHLIEHTPATH - JIEKapCTBa 3a MOBIUSIBaHE HA
XeMOoCTa3ara.

12.2.3. AnTepHaTuBHU Ha Tepanus ¢ IPaHyJIOMUTHA KOHIIEHTPATH:

12.2.3.1. pactrexHu pakropwu,

12.2.3.2. aHTHONOTHIIN.

12.2.4. AnTepHaTHBY Ha Tepamus C TUIa3Ma:

12.2.4.1. nna3MeHu IPOAYKTH,;

12.2.4.2. XeMOCTa3H! MEAUKAMEHTH.

13. TepaneBTuuHa xemadepesa

TepaneBTnynara xemadepe3a € MeTOJ, 4Ype3 KOHTO ce OTCTpaHsBa OT IUPKYIAIUATA
OINpele]IeH KPBbBEH KOMIIOHEHT (KJIeThYeH WIM IUIa3MEH), KOWTO € NpUYMHA 32 CHOTBETHOTO
3abomsBane. OTCTpaHsIBAaHETO Ha KJIETKH ce 0O3HavaBa Karo muradepesa, a OTCTpaHsIBAHETO HA IJIa3Ma -
wia3madepesa.



13.1. TepaneBTuyHa nuTadepesa:

13.1.1. TepaneBTHYHA JIeBKOIMTO(Epe3a (IeBKadepesa)

Namukanun:

13.1.1.1. neBkeMUS C XUMEPIECBKOIMTEH CHHIPOM,

13.1.1.2. peBmaTounieH apTpurT.

13.1.2. TepaneBTruna TpomobonuTodepesa

13.1.2.1. TpombGouTeMusi ¢ u3pa3zeHa KIMHNYHA CHMITOMATHKA.

13.1.3. TepaneBtruna eputpouutodepesa:

13.1.3.1. chpIOBUIHOKIICTHYHA aHEMUS C KIIMHHYHA CHMITTOMATHKA,

13.1.3.2. Mmanapus ¢ XArepriapasuTeMus.

13.2. TepaneBTuuHa miazmadepesa:

13.2.1. aBTOMMYHHHM 3a00JIIBaHUs - OTCTPAHsIBaHE HA aBTOJIOKHHU aHTHUTEJIA,

13.2.2. XeMaTOJOTMYHH 3a00JIsIBaHNUS,

13.2.3. metabonuTHH 3a00/IABAHNU,;

13.2.4. neBponoruvyau 3a00JISIBAHHS;

13.2.5. 660peunn 3a00JsBaHHMS.

TepaneBTuuynata xemadepe3a ce H3BBHPIIBA C IMOMOINTAa HAa KJICTHYHH CEMapaTopH, KaTo
nporielypara € pa3jifyuHa Cliope/l BU/ia Ha arapara U KpbBHUS KOMIIOHEHT, KOHTO TpsOBa J1a ce OTACIIH.

Pasnen V
Tpancdy3noneH Ham30p

1. Onpenenenue

Tpancdy3noHHUAT HAI30p € CHUCcTeMa 3a HaOJI0AEHUE, KOSITO CE OCHOBABA HA!

1.1. moCTOSIHHO ¥ CTaHIAAPTU3NPAHO CHOMpPaHE HA JaHHH U aHAIU3 Ha MH)OpMALUATa;

1.2. MOHWTOPHMHT Ha HEXEIAHWTE PEAKIMH M WHIMICHTH, CBBP3aHH C BCSKA CTHIKA Ha
ISUTOCTHUS MIPOLIEC OT B3EMaHETO Ha KPbB A0 MPEIUBAHETO, BKIOUYUTEIHO IPELIKH PU MPEINBAHETO Ha
KPBHBHH CHCTABKH;

1.3. crOupane Ha mHpOpManus 3a 3a00JIEBaEMOCTTa U Pa3MPOCTPAHEHHETO HAa MapKepu Ha
MH(EKINO3HN 3a00JISIBAHUS Cpel IOHOPUTE HA KPBB,

1.4. uadopmanus 3a 001U OpOit peLUIUEHTH U IPEeeTH KPbBHU ChCTAaBKH,

1.5. KOHTpON TO OCHUTYpsIBaHE Ha KadeCTBOTO M OE30MacHOCTTa Ha KPBbBTA W KPHBHUTE
ChCTaBKH.

2. llen Ha TpaHchy3MOHHHS HAI30D
Kpaiinara nen Ha TpaHc(y3MOHHUS HAA30p € J]a OCUTypu 0€30MacHU KPBbB U KPBBHHU ChCTaBKU
U Ja IPeIOTBPATH MOBTAPSHETO HA HEXKEJAaHUTE peakliy U MHIUJIEHTH B TpaHC()Y3MOHHHUS MTPOLIEC.

3. Tpau]y3noHHHUAT HAI30p BKIIIOYBA:

3.1. mogawspikane Ha peructpu mo wi. 36 3KKK B crotBercTBHE ¢ Hapenba Ne 29 ot 2004 r.);

3.2. ycTaHOBsIBaHE M JOKJAJBaHE Ha HEXEJAHW peaklMM M WHIUJIEHTH MO BpeMe Ha
KpBhBOB3EMaHe, H3CJelBaHe, NpepadoTBaHEe, CHhXpPAHEHHWE W EKCIETUIMs Ha KpbBTAa W KPHBHUTE
CbCTaBKH,

3.3. ycTaHOBsIBaHE ¥ TOKJIQJBaHE HAa HEXKEJIAHW PEAKIIMH U HHIUACHTH MPH KPBHBOIIPEITUBAHHS;

3.4. BCUYKU MEpPKH, CBbP3aHHM C KayeCTBEHHs] KOHTPOJ Ha BCHUKH HHMBA OT TPaHC(HY3HMOHHHS
IPOIIEC;

3.5. IpopMIaKTUYHN MEPKH, KaTo MOCTOSHHO ChOMpaHe W aHaJM3 Ha JaHHU OT BCUYKU 3BEHA
Ha TpaHC(y3MOHHATA BEPUTA;

3.6. cpOupaHe Ha JaHHHU, CBBP3aHU C MOAOOpPAa HAa JOHOPHUTE, KaTO YeCTOTAa M NMPUYMHU 3a



OTJIaraHe Ha JOHOPH;

3.7. cpOupaHe Ha eMHUAEMHOJOTMYHU JAHHU 3a JOHOPUTE C IOTBBPICHU ITOJIOKHUTEIHU
pe3yATaTh OT CKPUHUHT 32 MHPEKIIMO3HU MapKepH,

3.8. cucrema 3a OAMTEIHOCT 32 OBP30 M CHT'YPHO MpEAaBaHE HA TOYHU W NPABWIHH JaHHU Ha
KOMIICTCHTHHU A HAIIUOHAJICH OpraH B CIIy4auTC HAa JOKa3aHH UJIA BCPOATHHU HpO6JIeMI/I;

3.9. KOpeKTHBHH MEpKH, OTHACSINM C€ JO KapaHTUHHpaHE WJIM BpbLIaHE Ha Je()EeKTHU
MaTepualid WM TPOAYKTH, HpOLEAypd 3a oOpatHo mnpociensBane Ha mpouecure (look-back
npouenypH);

3.10. oOyyeHue Ha mepcoHaja OT BCHYKM 3BEHA Ha TpaHC(Py3MOHHATAa Bepura U oOMEH Ha
nHpopmarus.

4. [IpocnensiBane Ha KPHBHUTE ChCTABKH

4.1. [IpocnensBaHeTO Ha KPHBHUTE CHCTABKH CE€ TapaHTHPa OT BH3MOXKHOCTTA 3a MPOCIICAIBAHE
Ha BCSKA OTJICJTHA SMHHIIA KPBB WIH IOJIydeHATa OT Hesl KpbBHA ChCTABKa OT JIOHOpA JI0 KPAaWHOTO i
npeAHa3HaueHue, 0e3 3HAUYCHHE Jalld TOBA € PEIUIIMCHT, IMTPOM3BOIUTEN HA JIEKApCTBa OT IUIa3Ma WIIH
MSICTO 32 YHUIIIOXKAaBaHE, U OT KPaWHOTO MpeJHA3HAYCHHE 10 JOHOPA.

4.2. JleueObnure 3aBenenus, u3pbpiBamy aeitnocty no 3KKK, ocurypsBart mpociensBaneTro Ha
KpBBTa U KPBBHHUTE CHCTABKH Ype3 TOYHU MPOILETYypH HA WIACHTU(UKAINS, BOJCHE HA JOKYMEHTAIMS U
MOAXO/IAMIA MPoLIeypa Ha €TUKETUPAaHEe U JTOKJIaBaT Ha KOMIETEHTHHS OpraH 3a CEPHO3HM HEeXelaHU
peakiuu U/ CepUO3HUA UHIIUICHTH.

4.3. (m3m. - JIB, 6p. 37 or 2007 r.) UTX u OTX keMm obmactaure MBAJI TpsiOBa na
mpearnpueMar MEpKH, KOUTO Ja TIO3BOJISIBAT MPOCICASBAHE HAa KPBBHUTE CBCTaBKH JO TAXHOTO
MECTOHA3HAUYCHHE U eTall Ha IpepaboTBaHe.

44, ITX u OTX xpM obmactaute MBAJI TpsiOBa na momabpikKaT cUCTEMa 3a YHUKAJIHA
uaeHTU(UKAIMS 32 BCEKU JIOHOD, 3a BCSIKA €AMHUIIA B3€Ta KPBB U BCAKA MPUTOTBEHA KPhBHA ChCTaBKa
HE3aBHCHMO OT IPEIHA3HAYCHUETO MM, KaKTO M Ha OOCKTHUTE, HA KOWTO € JOCTaBEeHa JlajicHa KphBHA
CBHCTaBKa.

4.5. JleueOnute 3aBenenusi, u3pbpiiBamm neidHoctd mo 3KKK tpsdBa nma mmar cucrema 3a
peructpanusi Ha BcsSKa IMOJIydeHa €IWHUIA KPbB WMIM KpbBHAa CBhCTaBKa, Oe3 3HA4YeHHE MJalud €
npepaboTeHa B JIe4eOHOTO 3aBEJICHUE WIIM He, 32 PETHCTPAIlHsI Ha KpaifHaTa JSCTHHAIINS Ha MTOJTydeHaTa
€IMHUIIa KPHB, HE3aBUCUMO JIAJIH € MpesTa, YHUIOKEHA UM BbpHATa Ha mpefoctaBuinte i UTX u
OTX xbM obmactaure MBAJL.

4.6. ITX u OTX xvMm obnactaure MBAJI TpsibBa na uMaT yHHKanHa HUISHTH(UKAIMOHHA
CUCTEeMa, KOSTO TO3BOJISIBA Jla CE HANpPaBH BPH3KA MEXKIY TAX M BCSIKA B3eTa OT TIX €AMHHIA KPbHB,
KakTo U Becska npurorseHa ot L[TX kpbBHA cbCcTaBKa.

4.7. UTX u OTX kM obnactHute MBAJI TpsiOBa 1a umar 3a caydyauTe, B KOUTO MPEIOCTABSIT
eJIMHUIIA KPBB WU KPBBHU CHCTABKH 32 KPHBOIPEIWBaHE, MPOIEAypa 3a MPOBEPKa, YAOCTOBEpsBAIIA
Jlay BCSIKA €KCTeNupaHa €IMHMIIA € TpeNsTa Ha PEIUNHeHTa, 3a KOroTo € MpelHa3HaueHa, WId B
CiIy4ai, 4ue He € IPeJATa, J1a MPOBEepAT KakBa € chaoaTa .

4.8. TIlpocneasBaneTo TpsiOBa na naBa nHGOpMAaILU 32 00U Opoil Ha:

4.8.1. narMeHTUTe, NOJYYWIH KPBB WIH KPBBHU ChCTABKH,

4.8.2. M3MONI3BAaHUTE SIUHUIM KPBB UIIH KPHBHU CHCTABKHU,

4.8.3. noHOpHUTE, OT KOWTO Ca IMOJYICHH MPEIIETUTE KPBB U KPHBHU CHhCTABKH.

5. BujioBe HexenaHu peakiyy Mpy NalueHTH:

5.1. HemocpeICTBEHM peaklud, BB3HUKHAIM 10 BpEME U HENOCPEACTBEHO Clel
KPBBOIIPEJIMBAaHe, KaTO XEMOJH3a, HEXEMONUTHUYHH (eOpuiIHM TpaHC(PY3MOHHU peakuuu, OOpHB,
epuTeM, ypTUKapus, aHaUIAKTUYeH HIOK, OaKTepHalIHO KOHTaMUHHUpPAHE, CBBP3aHO C IPEIMBAHETO
OCTpO YBpEKAaHe Ha Oenus apod u ap.;



5.2. 3a0aBeHM HEXENAaHU peaKkIMH Clel KPBBONpENnBaHe, KaTo xemonusa, octbp GVHD,
CJIEIKPBBOIIPEIMBHA MypITypa, yBennuenue Ha ALT, xemoxpomarosa u ap.;

5.3. anoumyHm3anus cpeury epurpouutu, HLA uiu TpoMOOIIMTHY aHTUTCHH;

5.4. BCUUKM HEM3BECTHU IO-PAHO HEXEJIAaHW PEaKIMU M WHIMICHTH, CBbP3aHH C MPEITUBAHETO
Ha KPHBHU CHCTaBKH;

5.5. cepno3HHTE HEXKEIIAHU PEaKIH BKIIIOYBAT:

5.5.1. umyHHa XemoJu3a, Ibokaia ce Ha ABO HechBMeCTUMOCT;,

5.5.2. uMyHHa XeMoJIn3a, IbDKAIlla ce Ha APYTH aJIOaHTUTENa,;

5.5.3. HEeMMyHHA XeMOJIN3a;

5.5.4. 6akrepuanHa uHMEKIMs, IpeaaaeHa Ype3 KPbBOIPEIUBaHE,

5.5.5. anadunakcust/cCBpbX4yBCTBUTEIHOCT;

5.5.6. cBBp3aHO ¢ KPBBOIPEIMBAHETO OCTPO YBPEXKIAaHE HA OeIus Apoo;

5.5.7. BupycHa undekuus, npeaaacHa upes kppponpenusane (HBV);

5.5.8. BupycHa undekuus, npeaaacHa upes kpbponpenusane (HCV);

5.5.9. BupycHa undekuus, nmpeaaacHa upes kppeonpenusane (HIV-1/2);

5.5.10. opyra BupycHa uHekus, mpeaaaeHa upe3 KpbBOIpelnBaHe,

5.5.11. napa3utHa uHbeKIHs, penaaeHa upe3 Kpbonpenusane (Manapusi);

5.5.12. apyra napasutHa uHpeKIHs, MpeaacHa upe3 KpbBonpenuBane (mocoyere);

5.5.13. mocrTpancdy3nonHa mypirypa,

5.5.14. GvHD.
6. HuBa Ha oTHAcsHE HA CEPHUO3HUTE HEXKEIIAHU PEAKIUU
HuBo Ha oTHacsHe Ob6sicHeHne
NA He noanexwu Korato HsAMa gocTtaTbyHO AaHHM 3a
Ha oueHKa OLIeHKa Ha OTHaACAHEeTOo

KoraTto nma ybeauTtenHu gokasaTtencrea, ve
HeXxenaHarta peakuus ce ObIDKU Ha APYTY MPUYMUHK
KoraTo uma sicHu gokasaTencTtsa, Ye HexenaHara
He e BeposTHO peakums ce Ob/MKN Ha MPUYMHUK, KOUTO He ca
CBbpP3aHu C KpbBTa MW KPbBHUTE CbCTaBKM
Korato HAmMa sicHn goka3saTtencrsa ganu

0 N3kno4yeHo

1 Bb3moxHo HexenaHaTta peakumsi ce AbIHKU Ha KpbBTa Unu
KPbBHUTE CbCTaBKW, UMK Ha APYrv NPUYKUHK

2 BeposiTHo, KoraTto gokasatencreaTta o4eBUAHO
no3BonsBarT Aa ce onpefeni, 4Ye HexenaHara

npeanonaraemo peakuus ce ObIKM Ha KpbBTa UMK KpbBHATA

CbCTaBka
Korato uma y6egutenHu gokasaTerncrea, ve

3 CurypHo HexxenaHaTa peakumsi ce AbIDKU Ha KpbBTa Uin

KPpbBHaTa CbCTaBKa

7. CpoO11aBaHe Ha HEXKEJIAHU PEAKIUH MPHU MallMeHTH

7.1. JlexapsT, U3BBPIIMI KPHBOIPETUBAHETO U YCTAHOBWII HACTBIIBAHE HA HEXKEJIAHU PEaKIUH
IIPY TIAIIMeHTa ¢ HUBO Ha OoTHacsHe 1, 2 1 3, choOIIaBa He3a0aBHO Upe3 MOMbIHEHO TpriioxkeHue Ne 18
ot Hapen6a Ne 29 ot 2004 r. Ha:

7.1.1. neueOHOTO 3aBe/IeHUE, OT KOETO € MOJIyueHa KPbBTa U/WIIM KPbBHATA ChCTABKA;

7.1.2. xoMucHMTE 32 KOHTPOJ BbPXY KaueCTBOTO, O€30MacCHOCTTA U pallMOHAIHATa ynoTpeba Ha
KPBBTA U KPHBHUTE ChCTABKH B CHOTBETHOTO JIEYEOHO 3aBEICHNUE.

7.2. (m3m. - JIB, 6p. 37 or 2007 r.) UTX wm OTX xbMm obOmactHute MBAJI, kouto ca
eKCTieMpain KPbBTa M KPHBHHUTE CHCTABKH, W3Mpamar He3a0aBHO B M3mbIHUTENHATa areHIHs IO
nekapcrBata (MAJI) momyyenoro npwuinoxxkenne Ne 18 or Hapemba Ne 29 or 2004 r. 3a HacThmmia



Cepro3Ha HeXKellaHa peaklus MPH MalUeHTa C HUBO Ha OTHACsHE 2 U 3.

7.3. KomucusTa 3a KOHTPOJI BbPXY KauecTBOTO, 0€30MacHOCTTa U palloHalIHATa yroTpeda Ha
KPBBTA M KPHBHUTE CHCTABKU B CHOTBETHOTO JIEYEOHO 3aBEACHHE:

7.3.1. mepuonnuno (Ha BCekH 3 Mecella) aHAJIM3MpA CEPUO3HUTE HEKEIAHH PEaKIUH IPU
MAIUEHTH, MTPaBU aHAJIM3 Ha MPEIOJIaTaeMUTE CEPUO3HU HEXEIIaHW PEaKIMH ChIIIACHO HUBAaTa UM Ha
OTHACSIHE;

7.3.2. NOTBBPIKAAaBa WK HE CEPUO3HUTE HEXKETAHU PEAKLIUH;

7.3.3. IpeAnpHUETUTE MEPKH 3a HEJOITYCKAHETO UM;

7.3.4. (u3m. - 1B, O6p. 37 ot 2007 r.) W3roTBs MOK/IaJ, KOHTO ChIbpKka HH(POpMAIUS OT
HaTpaBeHHsI aHAIIU3, IPESIIPUETUTE KOPESKTUBHHA M MPOPUIAKTUIHA MEPKH, KOMTO TOKJIa/ M3Mpalia Ha
JIeueOHOTO 3aBe/ICHUE, JOCTABUIIO KPbBTA U/WIH KPbBHATA ChCTaBKa, U Ha MAJI,

7.4. OTX xbm obOsmactautre MBAJI n IITX BB3 ocHOBa Ha mosydeHute chobmeHnus Nel8 ot
nedeOHUTE 3aBeACHUS 32 OOJIHUYHA ITOMOII ¥ JUCIIAHCEPUTE C JIETJIa 33 bJDKUTEIHO TOMBJIBAT pa3zel
IV ot npunosxxenue Ne 3 ot Hapenba Ne 29 ot 2004 r.

8. BumoBe HeXenaHu peakiuy Ipy JOHOPH:

8.1. HexxenaHu peakiuy, HaOJII0JaBaHu 110 BpeMe Ha KPhbBOB3EMaHe:!

8.1.1. okaHM peakIMu: HEYCIEIIHA BEHEMYHKIUS, XEeMaTOM, JIOKAJTHA TIOJJKOKHA WH()EKIIHS,
JIOKaJTHA aJlepruYHa KOXKHA PeaKIvsl, HHIUJICHTHO TYHKTUPAaHE Ha apTepus;

8.1.2. cucteMHU peakuu: Jieku 0e3 3ary0a Ha Ch3HAHHE, CPETHO TEKKHU - CHHKOIIATHH, TEXKKH -
KOHBYJICHBHH.

9. Peructpanus u cboOIIaBaHE HA HEXEJIAaHU PEAKIIMH TIPU JJOHOPH

9.1. 3a Bcska Bh3HHUKHAJIA HEKEIAHA Peakius ce mombiBa npriokenne Ne 19 or Hapemba Ne
29 ot 2004 r.

9.2. (u3m. - IB, 6p. 37 ot 2007 r.) Cepro3HuTe HEKETAHN PEAKIIUN TIPU JOHOPH CE ChOOIIABAT
¢ npuioxkenuero o 9.1 na MAJL

9.3. O60OImIEeHNTE TaHHU, CBBP3aHU C HEXKEJaHW PEaKIiy M0 BpEeMe U CIie]] KPhbBOB3EMaHE Ce
nomsiBar B pazaen V ot npunoxkenue Ne 3 or Hapenda Ne 29 ot 2004 r.

10. Cepro3HuTe WHIMIEHTH, CBBP3aHU C B3€MaHe, U3CieBaHe, MpepadoTBaHe, ChXPaHEHUE H
eKCIelupaHe Ha KPbB U KPbBHU ChCTaBKM, KOUTO Morar Ja JOBEAAT A0 HEXEJIaHH peakiu MpU
PELMITMEHTH WIIN JTOHOPH, Ca:

10.1. morpeuIHo eTuKeTUpaHe Ha KPbBHU IPOOH;

10.2. mponycky py AMArHOCTHLIMPaHE Ha WHPEKIIMO3HU areHTH;

10.3. rpemku npu onpeaensine Ha ABO kpbBHa rpyma,

10.4. mpomycku, CBbp3aHH ¢ IPepadOTBAHETO M ChXPAHEHUETO Ha KPBBTA,

10.5. mponycku, CBbp3aHH ChC ChXPAaHEHUETO Ha KPHBHUTE ChCTaBKU,

10.6. morpentHo eTUKeTUpaHe Ha KPbBHU CHCTABKH.

11. OTX xb»M ob6nactaure MBAJI u LITX TpsiGBa na:

11.1. mpeanpuemMaT MEpKH 3a BOJCHE Ha OTYET HA BCUYKU CEPHO3HM WHITUICHTH, KOUTO MOTaT
Jla OKa)KaT BIHUSHHUE BHPXY Ka4eCTBOTO MJIM 0€30MacHOCTTa Ha KPhBTA M KPHBHHUTE CHCTABKH,

11.2. w3BBpIIBAT aHAJIU3 Ha CEPUO3HHWTE WHIMJCHTH C OrJea UWACHTH(HUIMpaHe Ha
MPEeIOTBPAaTUMUTE MPUYUHU B PAMKUTE Ha Mpolleca W MpeArnpueMaHe Ha MPOPUIAKTUYHH MEPKH 3a
JOITyCKaHe Ha CEPUO3HY HHIIUJICHTH;

11.3. (m3m. - JIB, Op. 37 ot 2007 r.) m3npatsar He3abaBHO choOmieHne g0 MAJl B cienHara
dbopma, B KOeTO ca OTOeNsI3aHM JaHHHW 3a JIEYEOHOTO 3aBefCHHE, JaTaTa, Ha KOATO € BBH3HUKHAI
CEpUO3HUAT UHIUJICHT, ¥ MPUYMHUTE, KOUTO Ca OBEIN 0 UHITUICHTA!



Cepuro3eH MHUNAOEHT, Cneundukaumsa

KOMTO MOXE Ja oKaxe aedekTeH noepega yoBellka apyro
BNUSIHME BbPXY KayecT- npoayKT B obopya- rpeLuka (nocoueTe)
BOTO K Ge3onacHocTTa BaHeETO

Ha KpbBHaTa CbCTaBKa
nopagu OTKIOHEHUS! BbB:
B3emaHeTo Ha KpbB

B3emaHeTo Ha KpbBHU CbCTaBKM
ypes adepesa

IunarHocTukata Ha B3eTaTa KpbB
MpepaboTBaHeTO
CbxpaHeHuneTo

Ounctpubyumnsata

Matepuanure

Opyro (nocoyeTe)

11.4. (u3m. - JIB, 6p. 37 or 2007 r.) mpencraBsar exeromno Ha WAJl mbiaeH order 3a
CEpUO3HHUTE HHIUICHTH, KaTO M3IIOJI3BAT CiieqHara ¢popma:
dopma Ha roAuLLIHO CbOBLLEHME 33 CEPUO3HY MHLMAEHTH

OT4eTHO 3aBegeHune

OTt4eTeH nepuog | 1 aHyapw - 31 gekemBpu (roguHa)
06wy 6por npepaboTeHa KPbB U KPBbBHM CbCTaBKU

Cepuro3eH UHUNAOEHT, O6uy, Cneundukauns
okasBsall, BNusiHue Bpon
BbpXYy Ka4yecTBOTO aedek- noepe- YyoBeLLka apyro
n 6esonacHocTTa Ha TeH da Ha rpeuka (noco-
KpbBHaTa CbCTaBKa Mo- npoaykT obopya- yete)
paav OTKINOHEHWS BLB: BaHeTo
B3emaHeTo Ha KpbBHU CbCTaBKM Ype3

adepesa

[narHocTukata Ha B3eTaTa KpbB

MpepaboTBaHeTO

CbxpaHeHuneTo

Onctpubyumsata

Opyro (nocoyeTe)

11.5. (u3m. - IB, ©Op. 37 or 2007 r.) mpu HeoOxomumoct MAJI oOmeHns mHpopMmarms 3a
CEPHO3HH HEXXEJIAaHU PEAKIUH U CEPUO3HH MHIUICHTH C KOMIIETCHTHUTE OPraH! Ha IPYTH CTPaHHU.

11.6. (woBa - /IB, 6p. 37 ot 2007 r.) 10 30 rOHM Ha CHOTBETHATAa TOJWHA W3ITBIHUTCIHUSAT
mupextop Ha MAJI mpencrass Ha EBponelickaTa KOMUCHSI TOJIUIIIEH OTYET 33 ChOOILICHUSATA 32 CEPUO3HU
HE)XEJIAaTeIHN PEeaKIUU M CEPUO3HHI WHIMICHTH, TIOJTYYECHHU Tpe3 MPeIX0HaTa TOANHA.

12. TlpocneasiBane u u3TersHe Ha nmoteHnuanHo nHdekrusau enuauny (HIV, HCV unun HBV)

12.1. CaenkpbrBonpeaBHU HHPEKIIUU, KOUTO ce choOmasar Ha [[TX u OTX:

12.1.1. neuebnute 3aBeneHust nHGopmupar L[TX u OTX, xorato npu penuImeHT Ha KPHBHH
NPOJIYKTU CE€ YCTAHOBST JIAOOPATOPHH PE3yATaTH W/MIM CHMOTOMH Ha 3a00JsBaHE, HACOYBAIIM, Ye
JajieHa KpbBHA ChCTaBKa OM Morja jaa 0be nHpekTrBHa 3a xenatut (B wiu C) wim HIV.

12.1.2. ITX u OTX morar na M3UCKAT MOAXOJAIA KIMHUYHA MH(pOpMAIMS OT JIEUeOHOTO
3aBesieHuE 3a HHPEKLINATa U Pa3BUTHETO Ha 3a00JIIBAaHETO HA PEIUITHEHTA.

12.1.3. ITX u OTX BpeMeHHO OJ0KHpaT BCUYKH CBBP3aHHM JOHOPH 3a OBbJAEHIM B3eMaHUs Ha
KpbB, BpeMeHHO Osiokupar Bcuukd HanmuyHM B L[TX m OTX cbcraBku OT CBBp3aHUTE JAOHOPU U
U3TETJIAT BCUYKH MPOJYKTH B CPOK HA TOJHOCT.

12.14. ITX m OTX wm3rpaxnaT IUaH 3a MpPOYy4YBaHE, PE3YITaTHUTE OT KOETO Ja Obaar



JOKYMEHTUpPaHU. MoraT /1a ce aHalIu3upaT MOBTOPHO PE3yJTaTUTE OT M3CJIEBAaHHUATA Ha ChOTBETHHUTE
JOHOPY WJIM Ja €€ U3BBPLIAT JOI'BJIHUTEIHH WIM MOTBBPAMTEIHU H3CIEIBAHUS BbPXY apXUBHPaHU
poOu UM HOBU NPOOU OT ChOTBETHUTE JoHOPU ¢ 1en Aa ce u3kmoun HIV, HCV nin HBV undexuns
IIPU JJOHOPHUTE.

12.1.5. Koraro npu eauH NOJ03UpaH JOHOP Ce YCTaHOBH MOTBbpAeHa mpoda 3a HIV, HCV wm
HBV undexmmsa, [UTX u OTX TtpsabBa ga MOAXOAAT IO TMOIXOIAINl HAYWH IO OTHOIIEHHWE Ha
OTCTpaHsBaHE Ha JIOHOpa OT KpbBOoaapsBaHe W 1ga mnpexnpuemar look-back mpounenypa na
IpEeJIIEeCTBAIY TOTEHIUAIHO HH()EKTUBHYU B3€TH €AUHULIY.

13. TlpocnensBaHe Ha peHMIUEHTH Ha noTeHnHaiaHo uHpexktupana kpbB (look-back
npouenypa)

13.1. ITX u OTX npeanpuemar look-back npomuenypa ¢ nen ga ce npocneast perunueHTUTe
Ha KPBBHH CBHCTaBKM OT TIOTCHIMATHO WH(PEKTHBHO KpPHBOJApPSBAaHE W YBEIOMSBAaHE Ha TE3H
PELMITMEHTH OT JIEKYBAIIUTE UM JIEKapH, KOTaToO JapsIBAHETO € MOTIJIO Jla CTaHEe B MPO30PEUEH MEPHOA
npu noBTtopeH goHop ¢ morBbpaeHa HIV, HBV u HCV wundexnus. CbMHUTETHUTE napsBaHUs
BKJIIOYBAT TE€3HM B MEPHOJ OT BpEME, paBEH Ha MaKCHUMAaJHUs MPO30pedeH MepHoa Ha MH(EKIuaTa 3a
crienu(UIHUS TECT, MPEANISCTBAI OTPUIIATEICH PE3YJITAT OT CKPUHUHT TIPU JIAPUTEIIS.

13.2. ITX u OTX wuHpOpMHUpaT MUCMEHO JIEUEOHOTO 3aBEICHUE 3a WHIMJCHTA, CHBETBAT
Je4eOHOTO 3aBelICHHUE Ja TPOCIIEN PEIUITMEHTHTE Ha CbMHUTEITHUTE KPBBHU ChCTABKH, KAKTO M Ja CE
nHOpMEpA JIEKYBAIUAT JIEKap 32 OTCHIIMATHO HH()EKTUBHO KPBHBOIIPEIHBAHE.

13.3. JlekyBamusT JieKap HOCH OTTOBOPHOCT Ja WH(OpPMHpa PEUUIUCHTA 32 MOTEHIHATHO
MH(PEKTUBHOTO KPBBOIPEIMBAHE, OCBEH aKO HjIMa MEAMIMHCKH apryMEHTH Ja He ro HampaBu. AKO
PELMITMEHTHT € U3CIeNIBaH, 3a Jia ce yctaHoBU WK u3kioun uHbeknus, L{TX u OTX tpsoBa na Obnat
WHGOPMHUPAHH 33 PE3YNTAaTUTE OT M3CIEABAHMUATA. AKO penunueHThT He € miciensad, UTX n OTX
TpsiOBa ChHIIO Taka Ja ObJIaT YBEAOMEHH OT JICYCOHOTO 3aBE/ICHUE.

Pasznen VI
CucreMa 3a KauecTBO

1. OTX u OTX m3rpaxaar cucreMa 3a KauecTBO. B Hes ce omucBar He MO-MaJIKko OT CJIEIHUTE
MPOIIECH:

1.1. ynpaBieHrne Ha KayecTBOTO, OCHUTYpSIBAHE Ha KadecTBO, MOCTOSHHO Toa00psiBaHE Ha
KaueCcTBOTO, KOHTPOJI Ha/l MPOMEHUTE U BaTUANPAHE HA MIPOIIECHUTE;

1.2. mepconan u opraHuzarus;

1.3. momemeHus: ¥ CKUTUPOBKA;

1.4. noxymeHTanus,

1.5. B3emaHe Ha KpbB U KPbBHU CHCTABKHU,;

1.6. nuarHocTuka u npepaboTBaHe HA KPBB M KPHBHU CHCTABKH,

1.7. cbxpaHeHue, eKcriequIus U TUCTpUOyLHs Ha KPbB U KPbBHU ChCTABKHU,;

1.8. mpocrnensBane Ha Ka4eCTBOTO;

1.9. kadecTBEH KOHTPOIT,

1.10. oTkJOHEHUSs, OIJIAKBaHWs, HEXKETaHW SBICHHS WIM DPEaKIMH, H3TETIsSHE Ha KpPBbB,
KOPEKTUBHU U MPOPHIAKTHIHU MEPKH;

1.11. camouHCHIEKIINHT, IPOBEPKH U MOAOOpEHNE Ha Ka4eCTBOTO;

1.12. ynpaByieHue Ha JTOTOBOPH.

2. YripaBiieHHE Ha Ka4eCTBOTO, KOHTPOJI HaJl MPOMEHUTE U BAIUMPAHE Ha MPOLIECUTE
2.1. OTroBOpHOCT Ha PBKOBOJICTBOTO - pbkoBOicTBOTO HAa LITX 11 OTX pa3zpaborBar momuTuka
3a MOCTUraHE U NMOAIbPKAaHE HA KaueCTBO.



2.2. Opramm3amusa - HUTX u OTX TpsabBa na mMMar OpraHuM3allMOHHA CTPYKTYpa, KOATO
MO3BOJISIBA J1a CE MOCTUTHE MOJMTUKATA 32 KaYeCTBO.

2.3. CpenctBa 3a mocturane Ha kaudectBo - LITX TpsiOBa na pasmonaraT ¢ HEOOXOAMMHUTE
CpeICTBa 3a MPOU3BOACTBO HA KPbBHHU ChCTaBKH, CHOTBETCTBAIIM HAa MOCTABEHUTE IEJIM 32 KAUeCTBO.

2.4. OTTOBOPHHUK I10 Ka4€CTBOTO

2.4.1. BB Bcnuku L[TX ce dpopmupa 3BeHO 3a ocurypsiBane Ha kauectBo (OK), ppbkOBOIEHO OT
OTTOBOPHUK MO0 KAa4eCTBOTO, MOMYMHEHO NPSIKO HA JTUPEKTOpa. 3BEHOTO ce 000co0siBa KaTo
camMocCTosITeNTHa CTPYKTypa B cTpykrypara Ha LITX unu ce chopmupa paboTHa rpyna oT CHEHAINCTH,
paboTemy B pa3IinyHu OTICIICHUS.

2.4.2. ®ynkuuute Ha 38eHOTO Mo OK BKIIOUBAT CIIEHUTE ACHHOCTH:

2.4.2.1. npernen u og00psiBaHE HA CTaHAAPTHHU PAOOTHU MPOTOKOJHM, TUIAHOBE 3a 0OydeHHeE,
IUTAHOBE 32 Pa3BUTHE Ha HOBU IPOIECH;

2.4.2.2. npernen u ono0psiBaHe Ha BAJUAMPAHE Ha IMPOLECHUTE, IJIAHOBETE 32 BAIUAMPAHE U
pe3yNnTaTUTe OT BAIUIUPAHETO;

2.4.2.3. npernen u onoOpsiBaHE Ha KOHTPOJIA HA JJOKYMEHTHUTE;

2.4.2.4. onoOpsiBaHe Ha OCBOOOJK/IaBaHE HA MMAPTUIUTE,

2.4.2.5. mpoBepKH HA CHCTEMHUTE;

2.4.2.6. nperien u ogoOpsiBaHE Ha MJIAHOBETE 32 KOPEKTHUBHU JCHCTBUSA;

2.4.2.7. pa3zpaboTKa Ha KpUTEPUH 3a MPELIEHKA HA CUCTEMUTE U TCHJICHIIUUTE,

2.4.2.8. nabmoeHre Ha MPOOJIEMUTE, KaTO HANpUMEDP JIOKIATUTE 3a T'PEIIKH W HHIMICHTH,
TOJUIIHATE OTYETH, MIPESAMPUCTHTE KOPSKTHUBHU U MPOPHIAKTUIHN MEPKH.

25. BB Bcmukun OTX 3BeHOTO 3a oOcuUTypsiBaHE Ha KauecTBOTO ce cdopmupa Ha
(YHKIIMOHATICH TPUHIIMII, KaTO 3aJauuTe Ha BCCKU CIYKUTENI CE€ ONPENeNIAT OT Ha4YaJlHWKAa Ha
OTJICIICHUETO B ChOTBETCTBUE C T. 2.4.2.

2.6. Bammaupane Ha nporecure - Bcuuku L[TX u OTX usrpaknar nmpaBuiia 3a BaTUIUpPaHE HA
EKUIIMPOBKaTa, MOMEIICHUSTA, IPOIIECUTE, AaBTOMATU3UPAHUTE CUCTEMH U J1a00paTOPHUTE U3CIECABAHUS
MEPHONYHO, HAa PSIOBHU MHTEPBAIH OT BpEMe, ONPEICIICHU B PE3YJITAT HA TE3U JICHHOCTH.

3. Ilepconan u opranusanus

3.1. Bewmukn ITX m OTX cw3maBar ycraHOBEHa IIpoleaypa 3a MMoadop Ha Jo0pe
KBaJTM(HUIHUPaH EPCOHAT ¢ MOAXOASII0 00pa3oBaHue, 00yUYeHHE U OIUT.

3.2. 3a Bcsko pabOTHO MSCTO ce pa3paboTBaT UTHKHOCTHU XapaKTEPUCTUKH, KOUTO BKIIIOYBAT
3aJjauuTe, OTTOBOPHOCTUTE M M3MCKBAHUATA 3a KBATU(UKALUsA, KAKTO U 00y4EHHETO, 3HAaHUATA U OIUTA,
HEOOXOIMMH 3a JaJieH IOCT.

3.3. Bemuku HTX u OTX cp3maBar mnporpama 3a oOydyeHME M 3a INpOBepKa Ha
KOMIIETEHTHOCTTa Ha nepcoHana. O0y4eHneTo U MPOBEPKUTE ce IMIaHUpaT U JOKYMEHTHUPAT.

3.4. IIporpamuTte 3a 00y4eHHE CE PEPA3TIASKIAT U AKTYAITU3UPAT ITEPUOIUIHO.

3.5. KomneTeHTHOCTTa Ha NEpCOHaja ce MPOBEPsiBa PEIOBHO.

3.6. Cp3maBar ce mOIXOJAIIH 32 crienudukaTa Ha paboTaTa HHCTPYKIIUHU 3a Oe3omacHa pabora
U TIOJ/IbpKaHe Ha XUTHUeHaTa.

4. [TomenieHus: ¥ EKUMTUPOBKA

4.1. ITomenieHus

4.1.1. Benukn LTX n OTX crnensa ma ObaaT MpOEKTUPAHU, M3TPaAcHH W/WIM adanTHPaHd
Taka, 4e MPOU3BOJICTBOTO HA KPHBHU CHCTABKHU Ja 0B/Ie KAUECTBEHO U CUTYPHO.

4.1.2. Pa3nosoxeHneTo Ha TIOMEIICHHATa U 003aBeXkIaHETO UM TPSOBa J1a ce Toa0epaT Taka,
Ye /1a ce CBeJie O MUHUMYM BBh3MOXHOCTTA 32 JIOMYCKAaHE HA IPEILKH.

4.1.3. Tlo BB3MOXHOCT TIOMEIICHHATA TPsOBa na OBJAT TUTAHWpPAHW Taka, 4€ OTACTHHUTE
orepariu 1a ObJaT U3BBPIIBAHU B ONPEACIICH pell, KaTo ce u30srea KPhCTOCBAHE HA MOTOLIUTE.



4.1.4. (uam. - JIB, 6p. 92 or 2010 r.) HeoOxoauMu ca OTIACITHU MOMEIICHHS 3a MOI00P Ha
JOHOPH, BKITFOUUTEITHO MSCTO 3a KOH(PHUICHIMAIHO UHTEPBIO ¢ KaHIUAAT-IOHOPHUTE, B3eMaHe Ha KPbB,
npepaboTBaHe Ha KPBHBTA, JIAOOPATOPHU HM3CIICBAHUS, ChXPAHEHHUE HA MaTEPHAU, PEareHTH U KPbBHU
MPOJYKTH.

4.2. ExunmpoBka

4.2.1. ExunmpoBkaTta TpsOBa na Obje IJIaHUpaHA, BaJUAUpaHA W TMOIAbpKaHA Taka, 4e Ja
OTroBaps Ha MPEIHA3HAYCHUETO CH W JIa HE HOCH OMACHOCTH 3a JOHOPUTE, KPHBHUTE CHCTaBKU U
MepcoHaIa.

4.2.2. 3a BCUYKH anapart, ypeau U KOHTPOIHO-U3MepBaTeIHU MPUOOPHU Ce N3TOTBS porpama u
rpad¥K 3a BaIMIUPaHe, KaTMOpUpaHe U MPOPUIaKTHIHA TOAPHKKA.

4.2.3. Bcuuky TPOTOKONW TIO MOAJAPHKKATA, TOMPABKU, PEBATUAMpPAHE M KATHOpHpaHE ce
ChXpaHsIBaT M MPETJICKIAT IEPUOTUIHO.

5. JoxymenTarus

5.1. Joxymenranusara Ha L{TX u OTX tps6Ba na oOxBaIia Hali-MalKo:

5.1.1. PbKOBOJICTBO 3a KaU4€CTBO.

5.1.2. Cnenudukanuy Ha U3MOI3BaHU MaTEPHUAIU, pEareHTH, eKUITUPOBKA, KPbBHU CHCTABKH.

5.1.3. CrangapTau pabOTHH MPOTOKOJIH 32 BCHYKH KPUTHYHH MTPOLECH U TIPOLICIAYPH.

5.1.4. PaGoTHU UHCTPYKIIMH.

5.1.5. Kypnanu 3a JOKyMeHTHpaHE Ha NPOLEAypUTE.

5.1.6. Onucanne Ha HHPOPMAIIMOHHUTE CUCTEMH

5.1.7. [IpoTokoinu 3a MPOBEPKHU, PEKIaMaIMU, TPEIIKH U UHIIUICHTH.

5.1.8. IIpoTokomau 3a 00yueHHe Ha MTePCOHAIA.

5.1.9. UndopmanimoHHM JTHUCTOBKH 32 MPOAYKTUTE, IPEIHAZHAYCHH 32 TOTPEOUTEITHUTE.

5.2. 3a edextuBeH koHTposn Hapn nokymeHrtanusata B LITX u OTX ce usrpaxnma moOpe
nepuHUpaHa CTPYKTYpa, KOATO Ja ObJe B CHCTOSHHE J1a CBBbpXKE NpHUETAaTa MOJUTHKA 32 KadeCTBO,
OIKMCaHME Ha MpolecuTe, mpouenrypure, GopMuTe U pabOTHUTE TOKYMEHTH B €JHAa J0Ope OpraHu3upaHa
M JieiicTBaIa CUcTeMa.

5.3. Pazpa0boTka Ha TOKyMEHTHTE

5.3.1. Benuku LUTX n OTX pazpaboTBar mporenypa, onpesensiia HaduHa 3a MOJITOTBSHE U
MOAIBbpPKAHE HA TOKYMEHTAIUSATA.

5.3.2. [Ipeny BbBEX/TaHETO HA HOB IOKYMEHT MPOIEAYPUTE, OIMCAHHU B HETO, C€ BAJIUAHUPAT.

5.3.3. IIpu u3roTBsIHETO Ha TOKYMEHTHUTE CE CIIa3BaT MpaBUiIaTa 3a 3allUTa Ha JaHHUTE.

5.3.4. Bcuuku JOKyMEHTH, CBBpP3aHU C 1MOAOOpa Ha TOHOPHUTE, MOJy4aBAHETO M KAYEeCTBEHHS
KOHTPOJ Ha KPBBHUTE ChCTaBKHU, CE ChXpaHABaT Haii-manko 3a 30 ToauHH.

6. B3emaHe Ha KpbB U KPBBHU ChCTaBKU

[Tponeypute 1Mo B3eMaHe Ha KPHBTA C€ KOHTPOJIMPAT IATEITHO, KaTO CE OCUTYPH:

6.1. [TbaHO MAEHTUHUIMPAHE HA TOHOPUTE U €AUHULIUTE.

6.2. TlpoBepka Ha CHCTEMHUTE 3a B3E€MaHE€ Ha KpBB Ipenu yrmoTpeda 3a aedexktn u
3aMbpCSABaHUS.

6.3. OOpaboTkara u Je3uH(EKIUATA Ha MACTOTO 3a BEHEMYHKIHS, H3BBLPIIBAHETO HA
KPBHBOB3EMaHETO, B3€MaHETO HAa KOHTPOJIH, HICHTU(UKALIMATA HA B3ETUTE EAMHUIIU KPBB U KOHTPOJIUTE,
JOKYMEHTUPAaHETO Ha BCHYKM KOHTPOJIHHM TapaMeTpH Jla C€ HW3BHPIIBAT CBIJACHO BATWIAWPAHU
CTaHJapTHU PaOOTHU MPOTOKOIIH.

6.4. [IpaBWIHO ChXpaHEHHE M TPAHCIIOPTHPAHE HA CIUHHUIINTE KPBB J0 MPEPadOTBAHETO UM.

7. [lomyuaBaHe Ha KPbBHU ChCTaBKU
7.1. HUTX wuspaborBaT crneuupuKamuu 3a M3MOI3BAHUTE MaTEepHAIM 3a B3EMaHE U



npepaboTBaHEe HAa KPbB.

7.2. ITX nedbuHMpaT mapamMeTpHUTe 3a Ka4eCTBO HAa MPOU3BEKIAHWTE KPHBHU CHCTAaBKH. 3a
BCSIKa ChCTaBKa ce AePUHHUPAT CICTHUTE IMapaMeTpu:

7.2.1. Onpenenenuie Ha ChbCTaBKaTa

7.2.2. CBONCTBa - TEpaleBTUYHHU €JIEMEHTH, KOJMYECTBO, HAJIMYKUE Ha JPYTH MPOAYKTH WIH
KJICTKHU.

7.2.3. Merox Ha moJlydyaBaHe C OMMCAHUE HA OCHOBHHUTE TEXHOJIOTHYHU TPUHITUIIH.

7.2.4. ETuketupane.

7.2.5. Undpopmanus 3a noTpeOUTENNTE HAa KPHBHUTE ChCTaBKU.

7.2.6. YcnoBusl Ha ChbXpaHEHHUE U CPOK Ha TOTHOCT.

7.2.7. OcurypsiBaHe Ha Ka4€CTBO C BKIIFOUBAHE HA BCUYKU M3UCKBAHU MAapaMeTPH 3a OTIICITHHUTE
CbCTAaBKH, Y€CTOTa Ha IMPOBEXKIaHE Ha M3CIEABaHMS 3a Ka4yeCTBEH KOHTPOJ M Opoil HAa eJUHHUIIMUTE 3a
U3CIIe/IBAHE.

7.2.8. TpancnopTrupaHe Ha €AMHUITUTE JI0 JICUSOHUTE 3aBEICHHMS.

7.3. LITX pa3paborBar u cra3BaT CTaHAAPTHH PAOOTHU IMPOTOKOJM 32 BCUYKHU JCHHOCTH B
MIPOM3BOJICTBEHATa BEpUra OT TMOJy4YaBaHETO HA EJMHULIMTE B3eTa KpPbB 3a IMpepadoTBaHe 110
EKCIICANPAHETO M.

7.4. ITX pa3paboTBaT mpoienypu 3a KOHTPOJ HaJl BbBEXKJIAHE HA NMPOMEHHU B IMPOLIECUTE U
MIPOLICAYPHTE.

7.5. ITX peTpoCreKTUBHO WM MPOCIIEKTUBHO BATUIUPAT BCUYKU MPOLECH U MPOLIETYPH.

7.6. ITX mpociensBar ¥ KOHTPOJIUPAT IPOU3BOJICTBEHUTE IMPOIIECH.

7.7. UTX w3rpaxmar cxeMH 3a KaueCTBEH KOHTPOJI M CleJleHe Ha KadecTBOTO Ha
MIPOU3BEKIAHUTE KPBHBHU CHCTABKH.

7.8. IUTX neduHupar m3ucKBaHUATA KbM JOCTABUMUIIUTE HA M3XOJHU MaTepUalld, PEarcHTH,
KOHCYMAaTHBH, EKUITHUPOBKA.

7.9. UTX wusrpaxxgar cuctemMa 3a KOHTPON HaJA MPOAYKTHTE, KOUTO HE OTroBapsAT Ha
W3HCKBAHUATA.

7.10. LITX BHenpsBaT cUCTeMa 3a CTATUCTHYECKH KOHTPOJ HA MIPOU3BOJICTBEHUTE MPOIIECH.

8. C”I)XpaHeHI/Ie " CKCIICAMLIUA Ha KPbB U KPbBHU CHCTAaBKU

8.1. CpxpaHeHHETO W EeKCIEAUIMITa Ha KPbB U KPBBHU CHCTaBKU C€ W3BBPIIBA MO HAYHH,
rapaitvupany KadeCTBOTO MM IIpPE3 MNOCIHMd MNEpHoaA Ha CbXPAaHCHUC MW HCEAOIMyCKall TI'pPCHOIKM B
UICHTU(PHUIIUPAHETO UM.

8.2. 3a enuHUIINTE KPHB U KPBBHU CHCTABKU CE€ M3TPAXK/Ia CHCTEMA 32 MOAIPHKKA U KOHTPOI
Ha YCIOBHUSTA Ha ChXPaHEHHE TMpe3 IeNHs MEepUoJl Ha TOJHOCT, BKIIOYUTENIHO M TIO0 BpeMe Ha
TPAHCTIIOPTUPAHETO UM.

8.3. TemmeparypaTa ¥ XUTHEHHOTO CHCTOSHHE HA MECTaTa 3a ChXpaHEHHE Ha KPbB M KPHBHHU
CHhCTABKH C€ KOHTPOJIUPAT PEIOBHO.

84 ABTOJIOKHUTE CAVMHUIM KPBbB W KPBBHU CBCTABKU CC€ CbHXpPaHABAT HAa OTACIHHU OT
XOMOJIOKHHUTE SAMHHIIA CIISITUAITHO 0003HAUEHU MECTa.

8.5. Excnienupane Ha KpbB U KPBBHU CHCTABKU

8.5.1. Ilpemu ekcmemupaHe ce U3BBPIIBA BHU3YaIeH OrJie]] Ha eAWHUNUTE. Boam ce
JOKYMEHTAITUS 32 JINIATa, CKCISUPATH U TTOTYIHITH CTUHUITUTE.

8.5.2. Excrienupanu KpbBHU CHCTaBKH HE CE€ MpHUEMaT 3a TMOBTOPHO €KCIIeTUpaHe, OCBEH B
CIIy9anTe, KOTaTo:

8.5.2.1. mpoueaypara 3a BpblllaHe HAa KPbBHH CHCTaBKU € PETJIAMEHTHPAHA C JOTOBOD;

8.5.2.2. 3a BcsAKa KpbBHA ChCTaBKa MMa JIOKA3aTEICTBA, Y€ YCIIOBUATA 32 ChbXPAaHECHHE ca OWIIH
Cra3eHy,

8.5.2.3. mma nocTaThYHO MaTepHrai 3a U3CJIeIBAaHE 32 ChBMECTUMOCT.



8.5.3. Ilpenn mMOBTOPHOTO eKCIIEUpaHEe HAa KPHBHH CBHCTABKM CE€ BOJU JIOKYMEHTAIIMS,
YA0CTOBEpPsIBAIlA, Y€ € OUJT U3BBPIIEH BU3YyaJIeH OTJIe]] HA ChCTaBKHUTE.

9. IlpocnensiBane Ha Ka4ECTBOTO

9.1. ITX nomnbpxaTr 6a3a JaHHHU 3a BaJMJUPAaHE HA BCSAKO CTHIAIO B MPOU3BOACTBEHHUTE
IIPOLIECH.

9.2. ITX Banuaupar BCHYKH KPUTUIHH TIPOIECH.

9.3. UTX noaabpskat 0a3za JaHHU 32 KAUECTBEH KOHTPOI.

9.4. Kpurepuure 3a n1omyckane A0 ynorpeda Ha KpbBHH ChCTaBKU ce 0a3upar Ha ONpe/lelICHUTe
UM CHICTIH(PUKAIIH.

10. KauecTBeH KOHTPOJI

10.1. OTX ocurypsiBar AocTaTbueH Ha Opod M KBaTU(UIMPAH TEPCOHAN, HE3aBHCUM OT
MPEKUTE IPOU3BOJCTBEHH NPOIECH, MOIXOMASIIM TOMEIICHUS W CKHIIMPOBKAa 3a W3BBHPIIBAHE Ha
W3UCKBAaHUTE M3CIICIBAHUS HA MATCPUAIIUTE U MIPOJTYKTHUTE.

10.2. B3emaneTro Ha mpoOM W HEOOXOAMMHUTE M3CIICIBAHHMSA CE€ W3BBPIIBAT CHIJIACHO q00pe
neuHUpaHd pabOTHH MPOLICTYPH.

10.3. Bcuyku MeToIu ¥ ITPOIEIypH HAa Ka4eCTBEH KOHTPOJI C€ BAJIUIUPAT.

10.4. JlokyMmeHTanusiTa Ha Ka4yeCTBEHUS KOHTPOJ HEJIBYCMHCICHO IIOKa3Ba, Y€ BCHYKH
W3WCKBAaHU W3CJICIBAHUS ca OWJIM HM3BBPIICHH, a PE3YJITATUTE OT M3CICABAHUATA HAa MATCPUAIATE U
MPOAYKTUTE OTTOBAPSIT HA MPUETUTE CIICIIUDUKAIIHH.

10.5. JlokymMeHTHpaT ce W ce MPOydYBaT MPUYMHHUTE 32 BCHUYKH YCTAHOBCHHW OTKIIOHCHHS OT
W3HUCKBAHUSATA.

10.6. KauecTBeHUAT KOHTPOJI 0OXBallla BCHYKH MPOIIECH B TpaHC(Y3MOHHATA BEepUTa, KOUTO CEe
OTpa3siBaT BbPXY Ka4eCTBOTO HAa KPAHHHUTE TPOTYKTH:

10.6.1. KOHTpOJI Ha MOCTHITBAIUTE MATEPHAIH,

10.6.2. KOHTpPOJI Ha EKUIIMPOBKATA U TOMEIIIEHUSATA,

10.6.3. koHTpOJI Ha TaOOPATOPHHUTE M3CIICABAHNS,

10.6.4. KOHTpPOJI Ha IPOJYKTHUTE;

10.6.5. koHTpOJ HAa HH(DOPMAITMOHHHUTE CHCTEMH,

10.6.6. KOHTpOJ HA JOKYMEHTAIIHATA.

11. OtkioHeHus, OIUIaKBaHUs, HEXKEJIAHU SIBJICHUS WJIM PEAKIMU, U3TETJIIHE OT yrnmoTpeda Ha
KPBB U KPbBHH CHCTaBKU, KOPEKTUBHH U MPOYUITAKTUIHH MEPKU

11.1. JleueOGHuTEe 3aBefcHUsS, KOUTO B3eMaT, MpepaboTBaT, ChXpaHSIBAT, EKCHEAUPAT WA
MpenuBaT KPbBHU ChCTAaBKH, U3TPAKIAT CUCTEMA 3a JOKYMEHTHpPaHEe Ha TPEIIKH U WHIIUACHTH.

11.2. Beuukn omutakBaHHWs W BCsika WH(oOpMarmms, TOJCKa3Balld, Y€ ca OWIIM eKCIIeIUPaHd
neeKTHH KPBbBHU CHCTaBKH, CE€ MPOydYBaT BHHUMATENTHO. Pa3paboTBaT ce MHUCMEHU MpoUeaypu 3a
OJIOKMpaHe W U3TETJISTHE OT yrmoTpeda Ha MeeKTHU KPBBHU CHCTAaBKH WM KPBBHH CHCTaBKH, 32 KOUTO
ce MoA03Mpa, 4e MoraT Jia UMaT Ae(eKTH.

11.3. OmnakBaHus - JiedeOHHUTE 3aBEJACHHUS HM3TPaKJIaT CHUCTeMa 3a MPOyYBAHE M aHAJIU3 Ha
BCHUYKH OTIAKBAHHS OT JIOHOPH M PEIUTHECHTH.

11.4. Pexmamanmu Ha KpbBHH cbcTaBku - I[TX wm OTX ompenensiT OTrOBOpHO JHUIE 3a
MPOYYBaHE U aHAJIM3 Ha OTUIAKBAHMSI OT MOTPEOUTENN HA KPHBHH ChCTaBKHU.

11.5. Uzrernsue ot ynorpebda Ha KPbB U KPbBHU ChCTaBKU

11.5.1. ITX u OTX u3rpaxxaat MexaHus3bM, upe3 KOUTo Obp30 Ja mMorar aa ObAatr OJ0KupaHu
Y U3TETJICHU OT yroTpebda eKcneaupany Be4e KPhbBHU ChCTABKU WJIM TaKWBA, MPH KOUTO CE TIOJI03HPA, Ye
MOTaT J1a UMaT 1e(eKT.

11.5.2. Pemenue 3a u3TerNIsiHE OT ynoTpeOa Ha KPbB M KPhBHU ChCTaBKH, ChXxpaHsBaHu B [[TX,



ce B3eMa ot aupekropa Ha [[TX Bb3 ocHOBa HAa CTAHOBHIIE OT CIIEIIMAITHO HA3HAYEHA OT HETO KOMUCHSI.

11.5.3. Pemenne 3a um3TerisiHe OT ynmoTpeda Ha KpbB W KPBBHU CHCTAaBKH, ChXpaHSIBAaHHU B
nedyeOHm 3aBeneHus u3BbH LITX, ce B3ema ot komucusta 1o wi. 41 3KKK Bb3 0CHOBa Ha CTaHOBHIIIE OT
JeKap WM MEAMIIMHCKA CeCTpa, YCTAaHOBWJIM HECHOTBETCTBUSATA C M3MCKBaHHUATA Ha CTaHAapTa IO
TpaHCc(y3MOHHA XEMAaTOJIOTHSI.

12. CamouHCIIEKITMH, IPOBEPKH U MMO00psBaHE HA KAYECTBOTO

12.1. UTX n OTX usrpaxnaT cuctema 3a BbTPEIIHU POBEPKU M CAMOUHCIIECKIIHH.

12.2. CaMOMHCTICKIIMUTE U BBTPEIIHUTE MTPOBEPKH CE€ U3BBPIIBAT OT OOYUYEHHU W KOMIIETEHTHHU
CHEIMAIMCTH OT ChCTaBa HA OPTAHU3AIHSITA.

12.3. CaMOMHCHEKIIMUTE U BBTPEIIHUTE MPOBEPKH CE U3BBPIIBAT CHIVIACHO IMPEIBAPUTEITHO
0J1I00pEHU TPOTOKOJIH.

12.4, Bcuuku pe3ynTatd OT HMHCIEKIIMUTE W BBTPEIIHUTE IMPOBEPKU CE JTOKYMEHTHpAT U
nokiaaBaT Ha pbkoBoicTBOTO Ha LITX 1 OTX.

12.5. Ilpennpuerute npopuIaKTUYHN U KOPEKTUBHH MEPKH 3a MOJ00psABaHE Ha KAa4eCTBOTO CE
JOKYMEHTHUPAT, KaTo ce MPOBepsBa TSIXHATA €PESKTUBHOCT.

12.6. UTX 1 OTX u3rpaxkaaT cuctema 3a OCTOSTHHO IMOA00psBaHEe Ha Ka4eCTBOTO.

13. 3amaunTe, M3NBJIHIBAHU OT BBHIIHM OPTraHM3aIldH, CE OMNPEACNAT B KOHKPETCH IMUCMEH
JIOTOBOD.

Paznen VII
[IpaBa Ha AOHOpWUTE W MANUEHTUTS M 3alIMTa HA MEIUIMHCKATE W HEMEAWIIMHCKUTE
CIIEIUAIUCTH

1. [IpaBa Ha fOHOpUTE

Bceku noHOp MMa npaBo:

1.1. Ha paBHONIOCTABEHOCT I10 OTHOIICHUE Ha TI0JI, COLMAITHO IMOJIOKEHHE, BEPOU3IIOBEIAHNE,

1.2. na nomyun uHpopMaIys 3a Mpoleaypara 1Mo B3eMaHe Ha KPbB WIM KPBBHH ChCTAaBKH, 3a
(U3NONIOTHYHUTE TPOMEHH, KOMUTO HACTHIIBAT B OpPraHW3Ma BCIEACTBME Ha TOBA, 32 MEPKUTE 3a
0e30macHOCT M 3a MOTEHLUHUAIHUTE PUCKOBe, cbriacHo pasaen IV, 1. |. U3ucksanus 3a moadop Ha
JIOHOPH U B3€MaHe Ha KPbB;

1.3. na nmonyun uHdopMays 3a 34paBOCIOBHOTO CHU ChCTOSIHUE, YCTAHOBEHO IPU Mperiena, u
3a pe3yNTaTUTe OT U3BBPIICHUTE JIAOOPATOPHH U3CIICIBAHUS,

1.4. na ochLIeCTBH JIMYEH KOHTAKT C pPBKOBOJUTENS HAa €KUIa 3a KPbBOB3EMaHe IpU
MOBEpUTETHA 0OCTAHOBKA;

1.5. na 6bae mox HaOMOAECHUWE M Jla ce MojaraT TPHXKHM 3a HEro Ipe3 IUIOTO BpeMe Ha
B3EMaHETO Ha KPBB H CJIE]] HETO JI0 YCTAHOBSIBAHE Ha YJOBJICTBOPUTEIHO ChCTOSHUE;

1.6. 1a moy4M CHBET 3a TPHXKUTE 32 MACTOTO Ha (IIeOOTOMUSATA,

1.7. na mony4m yka3aHwus 3a MOBEJCHUETO CH B CIICABAIINATE 3 JTHH,

1.8. 1a noay4M mMoJKpenUTENIHO TOHU3HMpAILA XpaHa Clie]l KpPbBOB3EMaHe.

2. Bceku manueHT, KOHTO OTroBapsi Ha MHIMKAIIMKATE 3a BKIIFOUBAHE B MHIMBHUIyalTHA IIpOrpama
3a aBTOXeMOTpaHC(y3usi, ©Ma MPaBo Ja MoIydd HHPOpMaLus 3a:

2.1. mporenypata 1Mo B3eMaHe Ha KPbB MM KPbBHU CHhCTaBKH, 32 IPOMEHUTE, KOUTO HACTHIIBAT
B OpraHu3Ma BCJIEJICTBHE HA TOBA, 32 MEPKUTE 3a 0€30MaCHOCT M 3a MOTEHIIUATHUTE PUCKOBE CHITIACHO
paznen IV, 1. | - u3uckBanus 3a nog00p Ha JOHOPHU U B3€MaHe Ha KPbB;

2.2. M3M0N3BaHUTE MPOTOKOJIU MIPU aBTOXEMOTpaHCc)y3us,

2.3. 3a IpeAMMCTBAaTa Ha aBTOXeMOTpaHCDy3HsITa,



2.4. 3a pe3ynTaTuTe OT MPOBEACHUTE HM3CICABAHMS HA B3ETaTa OT HErO €IMHMULA KPBB HIU
KPBBHU ChCTaBKU,

2.5. KIMHUYHOTO MY CBCTOSIHME, KOETO TI03BOJIIBa Ja ydacTBa B Iporpamara 3a
aBTOXEMOTpaHchy3us;

2.6. 1a OTKaXKe BKJIIOUBAHE B MHMBHyaJHA [IpOrpama 3a aBTOXEMOTPaHCY3Hs.

3. Bceku pernunueHT uMa mpaso:

3.1. Ha PaBHOIIOCTABEHOCT IO OTHOIIICHHUE Ha TI0JI, COITUATHO TIOJI0KEHHUE, BEPOU3IOBEIaHNUE,

3.2. na nmoxyuyu uHpOpMaIs OT JICKYBAIIUsI JIeKap:

3.2.1. 3a IpUYMHAUTE, KOUTO HAIaraT MpeIrBaHe Ha KPbB M KPbBHU ChCTABKH,

3.2.2. 3a 1ienTa Ha MIPETMBAHETO U OYaKBAHMS PE3yJITaT,

3.2.3. 3a CHITHOCTTA Ha MpoIeaypaTa "KpbBONpeIrBaHe,

3.24. 3a BB3MOXXHUTE HEKEIAHW pEAKIUH W TOTCHIMAIHUTE PHUCKOBE, CBBP3aHH C
MPEIMBAHETO HA KPHB ¥ KPbBHU CHCTABKH,

3.2.5. 3a ChIIECTBYBAILIUTE AITEPHATHUBH,

3.3. 1a oTKaxe KPhBOIIPEIINBAHE;

3.4. na Obne moa HAOMIOJCHHWE W Jla CE MoJjlaraT TPHKU 3a HEro Npe3 IUIOTO BpeMe Ha
KPBBOTIPEIIMBAHETO ¥ CJIC]] HETO JI0 YCTAaHOBSIBAHE Ha YIOBIECTBOPUTEITHO CHhCTOSHHUE, KOHCTATUPAHO OT
JICKyBaIIHsl JIeKap.

4. 3amuTa Ha METUIIUHCKUTE U HEMETUIIMHCKUTE CTICUAINCTH

Bcenuku cnyxutenu, padotemu B jgedeOHUTE 3aBeneHust, n3nbingBaimm aeiHoctu mno 3KKK,
UMarT MpaBo Ha:

4.1. o0yuyeHue u KBUTH(PHUKAIHS, TOCTHIT A0 HAYYHO-TEXHUUYECKUTE TIOCTHKCHHUS

4.2. eTUYHU B3aMOOTHOILICHUS;

4.3. 3ama3BaHe Ha YOBEIIKOTO JJOCTOWHCTBO M MPO(PECHOHATHOTO MHEHHUE,

4.4. Ge3omacHU, XUTHEHHU U 37JPaBOCIOBHU yCIOBUS HA TPY/,

4.5. cripaBeyIMBa OLIEHKA Ha Pe3yJITaTUTE OT U3BBPIICHATA IEHHOCT,

4.6. yyactue B ChOOIICHUS, aHATU3H U MyOJIMKAIIMU Ha PE3yNTaTUTE OT AEHHOCTTA;

4.7. uapopmanus ¥ oOydyeHHE MO clenuanHocTTa 'TpaHcdy3nOHHa XeMaToJOrusi U IO
MpOo(UITHYU CIEIMATHOCTH, CBbP3aHU € TpaHC(Yy3MOHHATA XeMaTOJIOTHS;

4.8. Ha MOTHBHpaH OTKa3 3a W3BBPIIBAHEC HA W3CICABAHUS W MaHUNYJIAIWH BBPXY
HEMOIXO/ISIIN UITU HETOIHU OMOJOTUYHU MaTepUay.



