HAPEJIBA Ne 9 OT 25 AITPHUJI 2006 I'. 3A YTBBPKIABAHE HA
MEJUIUWHCKHU CTAHAAPT "TPAHC®Y3UOHHA XEMATOJIOI'UA"

H30a0ena om munucmuvpa Ha 30paseonazsanemo

Oo6wn. J[B. 6p.42 om 23 Maui 2006e., usm. /IB. 6p.37 om 8 Mau 20072., usm. /{B.
0p.92 om 23 Hoemspu 2010z., usm. u oon. /[B. 6p.37 om 17 Maii 20162., uzm. u oon. /IB.

op.35 om 24 Anpun 20182,

Unen emunctieH. (1) (M3m. - IB, 6p. 35 ot 2018 r.) C Hapenbara ce yTBbpKIaBar:

1. mequnuHacku ctanaapt ''Tpancdy3rnoHHa XxeMaTonorus' cbriacHo npusaoxkenue Ne 1;

2. KpbBeH 00eM Ha KPbBOJAPUTENHN CHIIIACHO MpuiioxkeHue Ne 2.

(2) HeitnoctTa 110 TpaHC(Y3UOHHA XEMATOJIOTHSI C€ OCHIIECTBSIBA MIPU ClIa3BaHe HA CTaHIapTa
mo ain. 1 u ce M3MBNHABA OT BCHYKM JIeYeOHM 3aBEICHUS, B KOUTO CE€ OCBIIECTBABA ACWHOCT IO
TpaHc(y3MOHHA XEMATOJIOTHSI.

JlonbJIHUTEIHN pa3nopeadu

§ 1. ITo cmuchia Ha Ta3u Hapenoda:

1. "Banuaupane" e ycTaHOBsIBaHE HAa MMCMEHM J0Ka3aTeJICTBA, KOUTO JaBaT BHCOKA CTEIEH Ha
CUTYpHOCT, Y€ JaJIieH MpOIeC BOIU IO MOCTOSHHO HMPOHM3BOJCTBO HA MPOAYKTH WM IEHHOCTH, KOUTO
OTrOBapsT Ha MPeIBAPUTEIIHO ONpPEeNeHH crielu(pUKalUY U TapaMeTpy 3a KauecTBo.

2. "]JloOpa mpom3BoOACTBEHA MPAKTUKA' ca BCHYKH €JIEMEHTH OT JIaJIeHa AEWHOCT, KOMTO 3a€/IHO
BOJAT JI0 KpallHM MPOAYKTH WM JEHHOCTH, KOWUTO IOCTOSIHHO OTrOBAapsAT Ha OIpEeJesIeHUTE
Cre(pUKAIIH.

3. "Kapantuna" e ¢usnuecko n3onMpaHe Ha KPbBHUTE ChCTABKU WIJIM BXOJIIUTE MaTepHAIH
(pearenTn) 3a pa3NMYHU TMEPUOJM OT BpEMeE, JOKATO Ce 4Yaka MPUEMAHETO WM, pa3pellaBaHe Ha
U3I0JI3BaHEe MM OTXBBPIISTHE Ha KPBBHUTE CHCTABKH WIIM BXOSIINTE MaTepUali (pearcHTH).

4. "KauecTBeH KOHTPOJ' € YacT OT Iporpamara 3a OCUT'YpsiIBaHE Ha KauecTBO, KOSITO CE€ ChbCTOU
OT PETPOCHEKTHUBHH M3CIEIBAHUS WM MEPKH, KOUTO TpsOBa Jja aaaTr yJOBIETBOPUTEIHH PE3yJTaTH,
MIpe/IH J1a ce MPEeMUHE KbM CIIE/IBAII €Tall OT JaJeH MPOIIEC, U KOATO OTTOBAPS HA ONPENIEIICHN KPUTEPHH
U crienupuKaIum.

5. "KommroTbpHa MHpOpPMAIIMOHHA CHUCTEMa' € CHUCTeMa, BKIIIOYBAIlA BHBEXKIAHE Ha JIaHHH,
eJIEKTpOHHa 00paboTKa M MOJydyaBaHE Ha HM3XOAHA MHGoOpMalHMs, KOSTO C€ M3IO0JI3Ba 32 OTYETHOCT,
aBTOMATHYEH KOHTPOJI WM JIOKYMEHTAIIHS.

6. "[lonBukeH 0OEKT" € BPEMEHHO MJIM MOOWIIHO MSCTO, M3MOJ3BAaHO 3a B3€MaHE Ha KPHB U
KPBBHU CBCTaBKH, KOETO ce Hamupa u3BbH LleHTpoBere 3a TpaHcdysmonHa xemaroiorus (LITX) u
Otnenenusita 3a TpancdysznonHa xemaronorus (OTX) kpM 00nacTHUTE MHOTONPO(UIHN OONHUIHM 32
aktuBHO sieucHre (MBAJI).

7. "OcurypsiBaHe Ha KadyecTBO' ca BCHYKM JEMHOCTH OT B3€MaHETO Ha KPbB J0 HEHHOTO
pasnpezensHe, W3BBPIIEHH C IeJ1 Jla Ce TrapaHTHpa, Y€ KPbBTa W KPHBHUTE MPOIYKTH ca C
HE00X0AMMOTO 3a MpeTHa3HAYeHHETO UM KaueCTBO.

8. "CieneHe Ha Ka4ecTBOTO" € 4acTTa OT OCHTYpPsSBaHE Ha Kad4eCTBOTO, KOSATO CE OTHACS IO
NOJIbp)KaHe M IMOJ0OpsiIBAaHE HA KAayeCTBOTO M BKIIOYBA HJCHTH(HKALMATA M M3MOJI3BAHETO Ha
WH/INKATOPH 32 JIOJIaBSHE Ha OTKJIOHEHHS OT CTAaHAAPTUTE U crieln(DUKaIuuTe.

9. "IIpepaboTBaHe" € eTam OT MPUTOTBSIHETO HAa KPbBHA ChCTABKA, KOATO CE€ U3ITBJIHABA MEXKIY
B3€MaHETO Ha KPBB M €KCIIEIUPAHETO HA TOTOBA KPhBHA CHCTABKA.



10. "Excneaupane” e mpeaocTaBsHe OT 3aBelICHHE 3a TpaHC(HY3MOHHA XEMATOJIOTHS WM OT
OTJENICHHE 3a TPaHC(PY3MOHHA XEMATOJIOTHs B OOJIHUIA HA KPBB MJIM KPbBHHU ChCTABKH 3a MPEJIMBAaHE Ha
PELIUITUEHT.

11. "Cucrema 3a KadecTBO' BKJIIOYBA OpraHU3aIllMOHHATA CTPYKTYpa, OTTOBOPHOCTHTE,
IPOLElypUTE, IPOLIECUTE U PECYPCUTE 3a OCHILECTBSIBAHE HAa YIPABJICHNUE HA KAYECTBOTO.

12. "KoHTpos Ha KadecTBOTO' € 4YacT OT CHCTeMara 3a KayecTBO, 3aHMMaBalia ce C
U3IIBJIHEHUETO Ha U3UCKBAHMATA 33 KA4eCTBO.

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

14. "Crangaptu" ca KpuUTepUHUTE, CIIPSMO KOHTO MPOLECUTE U MPOAYKTUTE MOrar jaa Obaar
U3MEpBaHH KaueCTBCHO U/ KOJIMYECTBEHO.

15. "[lucmenu mporenypu (CTaHZapTHU pabOTHH TPOTOKONHU)" ca KOHTPOJIMPAHHUTE
JOKYMEHTH, B KOUTO C€ OIMCBA HAYUHBT, 110 KOMTO cie/iBa 1a Ce U3IIbJIHABAT IIOCOYCHUTE OIIEPALIUH.

16. "YmpaBneHue Ha KaueCTBOTO' ca KOOPAWHUPAHUTE JEHCTBUS 32 PHKOBOJCTBO M KOHTPOJI Ha
OpraHu3alMsATa 10 OTHOIIEHHE Ha KaueCTBOTO Ha BCUUKM HUBA B JIEUEOHUTE 3aBEICHUS, U3IBJIHABAILN
JIeWHOCTH 10 3aKOH 3a KPbBTa, KpbBOAApsiBaHEeTO U KpbBonpenuBaHeTo (3KKK).

§ la. (Hos - IB, 6p. 37 or 2016 r., mom. - /IB, 6p. 35 ot 2018 r.) C napenbaTa ce BbBEXaAT
u3nckBanusaTa Ha Jlupextusa 2014/110/EC na Komucusra ot 17 nexemBpu 2014 r. 3a u3MeHeHHE Ha
JHupexktusa 2004/33/EO mo OTHOILICHHWE HAa KPUTEPUUTE 32 BPEMEHHO OTXBBPJSHE Ha JOHOPH Ha
anorenHa kpbB (OB L 366, 20/12/2014) u na dupektuBa (EC) 2016/1214 na Komucwusra ot 25 ronu
2016 r. 3a usmenenne Ha Jupektua 2005/62/EO mo OTHOIIEHHE HA CTAHAAPTH M CIEU(BHUKALMHA Ha
cucTeMaTa 3a KauecTBo Ha kpbBHH IeHTpoBe (OB, L 199, 26/07/2016).

IIpexoaHu 1 3aK/II0YHMTEJHH pa3nopeadu

§ 2. JleueOHUTE 3aBeleHUS MPUBEKAAT JCUHOCTTa CH B CHOTBETCTBHE C M3HCKBAaHUATA IO
pasnein I, 1. 4 u pazmen I, 1. 3 u 4 oT NMPUITOKEHUETO B €THOTOMUIICH CPOK OT BIM3aHE B CHJIA HA
HapezOaTa.

§ 3. Ta3m Hapenba ce W3maBa Ha OCHOBaHWE Wi. 6, ail. 1 oT 3akoHa 3a JieueOHHUTE 3aBEIACHUS U
yi1. 1, an. 4 ot 3akoHa 3a KPbBTa, KPHBOAAPSIBAHETO U KPHBOIPEIUBAHETO.

§ 4. (Hos - IB, 0p. 92 ot 2010 r.) CrangapTHuTe 1 crieliuGuIHATEe 000pY/IBAHE U anmaparypa,
MIOCOYEHH B MPUIIOKEHUETO KbM UIEH €AMHCTBEH, aj. 1, ako He morar Ja ObJaT OCUTYPEHHU 3a BCSAKa
KJIIMHUYHA CTPYKTYpa, clie[iBa JAa ObJaT OCUTYpeHHU B JIe4eOHOTO 3aBelieHue B Opol U mo crnenuduka,
JOCTaThYHU 3a 00e3MeuaBaHe M3MBJIHEHUETO Ha M3MCKBAHUATA 32 KOMIIETEHTHOCT M 00eM JeWHOCT Ha
BCSIKA OT CTPYKTYPHUTE 110 HHBA.

[Mpunoxxenue Ne 1 kbM ujieH eqUHCTBEH, an. 1, 1. 1

(U3m. - 1B, 6p. 37 or 2007 r., u3m. - IB, Op. 92 ot 2010 r., nom. - /IB, Op. 37 ot 2016 r.,
npeauinHo [IpunoxkeHne KbM WIeH €IUHCTBEH, al. 1, u3M. u jor. - /1B, 6p. 35 ot 2018 1.)



MEJUIMHCKHN CTAHJAPT 110 TPAHCO®Y3NMOHHA XEMATOJIOI' A

Pazmen 1
bazoBa xapakTeprucTuka Ha CIEIMATHOCTTA ""TpaHC(y3NOHHA XEMATOJIOTUs

1. ledpunnniusi, OCHOBHU IIETH U 33a7a41

1.1. lepunumus

(u3m. - JIB, 6p. 35 or 2018 r.) Tpanchy3uoHHaTa XEMaTOJIOTUSI € OCHOBHA MEIUIIMHCKA
CIELMAIIHOCT ¥ HayyHa JUCLMIUIMHA, KOSATO IPEACTaBIsIBa ChbBKYIIHOCT OT OPraHU3UpPaHU JIEHHOCTH 3a
MIPOMOLIUSL ¥ OpraHu3anus Ha 0e3BB3ME3THOTO M JOOPOBOJIHO KPBBOAAPSBAHE, B3€MaHe, AMArHOCTHKA,
npepaboTBaHe, KOHTPOJI, ChbXpPaHEHUE, pa3lpeieieHHe, EKCNEAULIMS U KIMHUYHO IPUIOKEHHE Ha
KPBbBTa, KPBBHHUTE CBHCTABKH W IJIA3MEHHUTE MPOAYKTH, JUArHOCTHKA M JICYCHHE HA PEaKIUUTe H
YCIIOKHEHUATA CJe]l MPUJIOKEHUETO Ha KPbBTAa U KPBBHUTE ChCTaBKH, IUIAHUPAHE U OCUTYpsIBAaHE Ha
MEIULIMHCKUTE HYKIH Ha JIeYeOHUTE 3aBeICHHS 32 OOJTHIMYHA IIOMOI] U TUCIIAaHCEPUTE C JIeTJIa C KPbB U
KPBbBHM CBCTABKM IPU HOPMAJHM M O€ACTBEHU CHUTyallud, UMYHOXEMAaTOJOTMYHA JUArHOCTHKA Ha
MAUEHTH, TPAaHCPY3UOHEH HAJI30D.

Tpancdy3noHHata Xemarojorusi € CIEUUAIHOCT C HMHTEPAUCLUIUIMHAPEH XapakTep,
B3aMMO/ICHCTBAIIM C BCHUYKH OCTaHAIM MEAWIIMHCKHU CIENHUATHOCTU. B chiioTo Bpeme cnenuduaHocTTa
Ha JIeHHOCTUTE Ha TpaHC(y3MOHHATA XEMATOJIOTUS OIpeelis HAKOM CIeU(pUUHN XapaKTepUCTUKU Ha
obmrara 1 HopMaTHBHA 0a3a.

1.2. OcHoBHH 11€]IH

OCHOBHUTE LIETM HA Ta3U CIIEIHATTHOCT Ca OCUTYPSBAHETO Ha Oe30MacH M €(PEKTHBHUA KPHBHU
CbCTaBKHU 3a 33J0BOJIIBAHE Ha MEIMIMHCKUTE HYKIU Ha CTpaHaTa W 3a MPOU3BOJCTBO Ha JIEKApCTBa,
OCUTYpsIBAHE HA HMMYHOXEMATOJIOTUYHA JIMArHOCTHKA HA MAIUEHTH W TIOCTHUTaHE Ha IPaBHIHO
KJIMHUYHO NPUJIOKEHNE Ha KPbBHUTE ChCTaBKU.

1.3. OcHOBHYM 3a/1a4H:

OcHOBHHTE 3a7aud Ha CIENUATHOCTTa 'TpaHCy3MOHHA XEMaToJorus" ca CBBP3aHU C
MOCTUTAHETO Ha IMOCTaBEHUTE IENIN, 3 UMEHHO!

1.3.1. npomorus, opraHuzaiusi, HabupaHe U 3aAbp>KaHe Ha KPbBOJAPUTEIH;

1.3.2. nog6op Ha TOHOPH ¥ B3eMaHe Ha KPBB U KPHBHU CHhCTABKY,

1.3.3. npepaboTBaHe U JUArHOCTHKA HA KPbBTA U KPbBHUTE ChbCTABKU,;

1.3.4. BanuaupaHe Ha POLIECUTE;

1.3.5. cbxpaHeHue, eKCne U U AUCTPUOYIIUS Ha KPBB U KPbBHU ChCTaBKU;

1.3.6. mogrpprkaHe Ha pe3epB OT KPbBHU ChCTABKH;

1.3.7. u3BbpIIBaHE HA UIMYHOXEMATOJIOIMYHH M3CIIEBAaHMS Ha MAlMEHTH U M0J00p Ha KPbBHU
CHCTaBKH 32 BCEKH KOHKPETEH TalieHT;

1.3.8. xauecTBeH KOHTpOI Ha AeiHocTUTe B L[TX;

1.3.9. nocTurane Ha ONITUMAITHO KJIMHUYHO TIPUIIOKEHUE HAa KPBB U KPBHBHU CHCTABKH,

1.3.10. oka3BaHe Ha €KCIEPTHA, METOAMYHA M KOHCYJATAaTHBHA IIOMOIL BBB Bpb3Ka C
W3BBHPIIBAaHE HA JIEHHOCTHTE MO TPAaHCPY3MOHHA XEMAaTOJIOTHUS, PErJIaMEHTHPAaHU B 3aKOHA 3a KPBHBTA,
KPBBOJApSBAaHETO U KPHBOIPEIUBAHETO;

1.3.11. opram3anmus Ha BBHIICH KOHTPOJI HAa YMEHHUATA B HMYHOXEMAaTOJIOTHYHHTE
nabopaTopuu B CTpaHarta U B 1a00paTOpUHU, U3BBPIIBALIM UMYHOXEMATOJIOTMYHA JEMHOCT Ha MallUeHTH;

1.3.12. oOydeHune Ha CITyKUTEIIHTE;

1.3.13. TpaHchy3noHeH Haa30p.

1.4. Hattmonanmuust cranapt "TpaHcy3MOHHA XeMaToJIOTHs' periiaMeHTUpa:

1.4.1. ocHOBHUTE HW3MCKBAaHHUS, Ha KOWUTO OTrOBapsAT Je4eOHUTE 3aBeleHHs, B KOWUTO ce
U3BBPUIBAT JIEHHOCTH B 001acTTa Ha TpaHC(HY3MOHHATA XEMAaTOJIOTHS;

1.4.2. 3anbkuTeTHUAT (MUHUMAJICH) 00eM JIGHHOCTH B JICUCOHUTE 3aBEJICHUS, W3BBPIIBAIIN



NeHOCTH MO TpaHCc(y3nOHHA XeMaTOJIOT S,

1.4.3. 3aApKUTETHUTE W3WCKBAaHUS 3a OOOpYyIBaHE C amapaTypa, MEIUIIMHCKU W3JEIUS U
KOHCYMaTHUBH 3a YIpaXKHSIBAaHE Ha CIHEIHAIHOCTTA ''TpaHC()Yy3MOHHA XEMAaTOJIOTHUS W Ha Pa3IHYHUTE
HUBA,

1.4.4. npenopbuBaHUTE METOJAU M TEXHHUKH 3a OCBHIIECTBSIBAHE HA MAarHOCTHUKAa Ha KPbBTA U
MMYHOXEMAaTOJIOTHYHA JIUarHOCTUKA Ha MallUeHTH,

1.4.5. 3a1bKUTETTHUTE U3UCKBAHUS 32 CUCTEMA 32 KaUeCTBO Ha PerjJaMeHTHPAHUTE IeHHOCTH;

1.4.6. ocCHOBHHTE M3WCKBAHUS 32 KOMIIETCHTHOCT 3a MPAKTUKYBaHE Ha CIICIIMATHOCTTA.

2. OCHOBHHM KJIFOUOBH 00JIACTH Ha CIIELUAIHOCTTA "TPaHCPY3MOHHA XeMAaTOJIOTHS"

CrnenuanHocTTa ""TpaHc(y3MOHHA XEMaTOJIOTHS ' Ma CIICTHUTE KIIFOYOBH 00JIaCTH

2.1. Opranu3anus Ha KpbBOJAPSBAHETO M KPBBOIPEIUBAHETO C MO00IACTH, KAKTO CIIe/Ba!

2.1.1. mpomonus Ha TOOPOBOITHOTO U O€3BB3ME3THO KPHBOIAPSBAHE;

2.1.2. opranuzanus, IUTaHUpaHe W WH(POPMALMOHHO OCUTYpsIBaHE Ha TpaHc(]y3nOHHATA
NPaKTHKA,

2.1.3. opraHu3anus Ha KPHBOIPEIHBAHETO,

2.1.4. cucteMa 3a KaueCTBOTO B TpaHC(y3MOHHATA MTPAKTHUKA.

2.2. (mon. - 1B, 6p. 35 or 2018 r.) B3emane, auarHoctuka, mpepabOTBaHe, ChbXpPaHEHUE H
eKCIeIMpaHe Ha KPbB U KPBBHU ChCTABKHU C M0I00J1aCTH, KAKTO CJIC/BA:

2.2.1. B3eMaHe Ha KPBB U KPbBHU CHhCTABKHU,

2.2.2. npepaboTBaHE HA KPHB;

2.2.3. (u3m. - [IB, 6p. 35 or 2018 r.) quarHocTUKa Ha KPbB M KPbBHU ChCTABKH;

2.2.4. (uoBa - JIB, 6p. 35 or 2018 r.) cbxpaHeHHe, pa3npeaeeHue U SKCIEIUISI Ha KPBbB U
KPBBHU CHCTABKH.

2.3. JlabopaTtopHa XeMaToJorus U TPaHC(PY3HOIOTHS C MOA00IACTH, KAKTO CIIe/IBa:

2.3.1. xemomnoesa,

2.3.2. IMYHOXEMaTOJIOT U4

2.3.3. cnenmanu3upaHy U3CcJeIBaHUS Ha B3eTaTa KPbB,;

2.3.4. xemocTasa.

2.4. KnuHn4YHA TpaHCHY3HOIOTHS C TTOA00IaCTH, KAKTO CIIE/BA:

2.4.1. (u3m. - ]IB, Op. 35 or 2018 r.) neyeHue ¢ KPbBHHU ChCTABKH U IJIa3MEHHU MPOIYKTH;

2.4.2. (m3m. - JIB, Op. 35 or 2018 r.) peakuuu u YCIOXHEHHsI CJe] MPUIOKCHUE HA KPHBHU

CHCTABKH U IJIa3MEHH MTPOTYKTH.
2.4.3. (ot™. - [IB, 6p. 35 o1 2018 1.)

3. M3uckBaHus 32 KOMIETEHTHOCT 32 MPAKTHKyBaHE Ha CIEIIHATHOCTTA

(u3m. - JIB, Op. 35 or 2018 r.) OcHOoBHaTa MEOMIMHCKA CICHHANTHOCT 'TpaHC]y3HOHHA
xemaroyorus ce mpupoomBa mo pexa Ha Hapenba Ne 1 ot 2015 r. 3a npumoOuBaHe Ha CICIIMATHOCT B
cucTeMaTa Ha 3apaBeomnasBanero (JIB, 6p. 7 ot 2015 1.).

3.1. Jlekapcka KOMIICTEHTHOCT:

3.1.1. B oGnacrra Ha TpaHc(y3nOHHATa XeMAaTOJOTHUS JIeKapcKaTa KOMIIETEHTHOCT Ce pa3zess
Ha TPY HUBA HA CJIIOKHOCT:

3.1.1.1. uuBo 1 - ochILECTBsIBA CE OT JIeKap 0€3 CIEIMATHOCT H/HIIH OT JIeKap-CIeHaIi3aHT 0
TpaHc(y3MOHHA XEMaTOJIOTHS,

3.1.1.2. HUBO 2 - OCBILECTBSABA C€ OT JIEKap-CHEeLHUATHUCT 10 TpaHC(Hy3MOHHATA XEMATOJIOTHs U
BKJTIOYBA CAMOCTOSTEIHA JEWHOCT BHB BCHUKH KJIFOUOBH 00JIACTH OT CIIEIMAIHOCTTA,

3.1.1.3. (u3m. - 1B, Op. 35 or 2018 r.) HMBO 3 - WM3BBHpPLIBA CE OT CIEIHMAIUCTH, KOUTO
MpUTEKaBaT HeoOXoaWMaTa KBanH(HKanus 3a W3BBPIIBAHE HA y4yeOHA, HaydyHa M KOHCYJITAaTHBHA
JEMHOCT B CbOTBETHUTE KJIFOUOBU O00JIACTH U OJ00JIACTH HA TpaHC(y3MOHHATA XEMATOJIOTUSI.



3.1.2. (u3m. - 1B, 6p. 35 ot 2018 r.) Hauanuuim Ha otaeneHus u jgaboparopuu B LleHTpoBeTE
3a TpancdysuonHa xemaronorus (L{TX) u HavanHuM Ha OTHENEHHS B OOJIACTHUTE MHOTOIPO(QHIHU
OOJIHUIM 33 aKTUBHO JICUCHHE C OTeNIeHus 110 TpaHchy3uonHa xemaronorus (MBAJI ¢ OTX) morat na
OBIaT JeKapH ¢ IpU3HATA CIIECIUATHOCT 10 TPaHC(Y3MOHHA XeMaTOIOTHA.

3.1.3. Hauanaukbt Ha otaenenue win Jradboparopus B LITX u HagamuukeT Ha OTX B 00s1acTHH
MHOTOIPO(MUIHN OOJHUIM UMA CIIETHUTE 3aIbJIKCHUS:

3.1.3.1. muanupa, oOpraHu3upa, KOHTPOJMpa M OTroBaps 3a IPUIOCTHaTa JEHHOCT Ha
OT/eNICHHEeTo/Tab0paTOPHSITA;

3.1.3.2. KOHTpoJIUpa KayecTBOTO M CBOEBPEMEHHOCTTa Ha JEHHOCTHTE, ChOTBETCTBAILM Ha
M3MCKBaHUSATA Ha 100parta 1aboparopHa U MPOU3BOICTBEHA MTPAKTHKA;

3.1.3.3. yuacTBa B IpeKUTE ACHHOCTH Ha OTAEIeHUETO/TabopaTopusTa,;

3.1.3.4. pa3BuBa HEOOXOMMHUTE OPraHU3AIMOHHU BPB3KH MEKIY OTIe/IeHUEeTO/TabopaTopusTa
C IpyTUTE CTPYKTYpPHH 3BEHA Ha JIeYeOHOTO 3aBEJICHHUE,;

3.1.3.5. ochbliecTBsiBAa KOHTPOJ BBPXY TEXHHUECKaTa M3MPABHOCT Ha JaboparopHaTa
arnaparypa, TEXHUYECKUTE CbOPBKEHUS U U3MOI3BAaHUTE PEaKTHBH,

3.1.3.6. u3paboTBa nmporpama 3a KOHTPOJ BbPXY KaueCTBOTO M €(PEeKTHBHOCTTA HA JIEHHOCTTA,

3.1.3.7. ynmpaBisiBa pecypcuTe B OTAEICHHUETO, KaTo Ch3JaBa YCIOBHMS 3a PaBHOMEPHO
HATOBAapBaHE Ha MIEPCOHANIA B OT/ACICHUETO/TadopaTopusTa;

3.1.3.8. naBa ekcnepTHO CTAHOBHMILE 3a JOCTaBKa Ha PEAaKTUBH, KOHCYMAaTUBU U amaparypa H
KOHTPOJIMPA 3asBKUTE,;

3.1.3.9. ympaBnsBa CIEIIUIUVIOMHOTO OOy4YeHHE M TPOABDKUTENHATA KBalu(pUKALMS Ha
MEIUIIMHCKUTE  CICHUAIMCTH B  OTJCICHUETO/nabopaTopusaTa, M3rOTBS  IUIAH-Iporpama  3a
KBaJIM(HUKALMS Ha JIEKapy U JJaOOpaHTH;

3.1.3.10. opraHu3upa y4acTHETO Ha JIEKApUTE B  KOJIETHUYMH, KaTO DPBKOBOJIH
uH(pOpMallMOHHATa, MHOBALMOHHATA U HayyHaTa JAEHHOCT B OT/IEJIEHUETO, aKO B JIEUYEOHOTO 3aBe/ICHHE
Ce M3BBPIIBA MJIAHOBA HayYHA JICHHOCT.

3.1.4. JlekapsT CrienuaucT:

3.1.4.1. u3BBpIIIBa CAMOCTOSATEITHO JCHHOCTH, PETJIaMECHTHPAHU B CTAHIAPTA;

3.1.4.2. KoHTpOJIMPa IPOU3BOJICTBEHUTE MPOLIECH;

3.1.4.3. (mom. - JIB, 6p. 35 or 2018 r.) KOHTpONMpa AEHHOCTTa HA JeKapu 0e3 CIeIHaTHOCT,
010J1031, MEAULIMHCKHU CECTPU U TaOOpaHTH;

3.1.4.4. ocurypsiBa epeKTHUBHOCT M 06€30IaCHOCT Ha JEHHOCTHUTE U MPOIECHTE,;

3.1.4.5. yuacTBa B pa3paOOTBaHETO U BHEAPSABAHETO HA HOBU METOAM U TEXHOJIOIUH,

3.1.4.6. (u3m. - JIB, Op. 35 or 2018 r.) ruiaHupa, KOHTPOJIMpAa M OTYMTA HEOOXOJAUMHTE
MEIULUHCKHU U3/1EIHS;

3.1.4.7. nognomMara Ha4aJHHKA Ha CTPYKTYPHOTO 3BEHO B aHAIM3a M OTYETUTE Ha JAEHHOCTTAa U
ro 3aMecTBa IpU OTCHCTBUE;

3.1.4.8. naBa KOHCyNTallMM 3a BCSKa IMAarHOCTMYHA W JieueOHa Tpoleaypa NMpH MAaIHeHTH,
HY/Iaelly ce OT TpaHCc(y3HMOHHA Tepanus,

3.1.4.9. yuacTBa B JIeKapCKUTE M HAYYHH KOJCTHYMH.

3.1.5. Jlexap 0e3 crienuaaHOCT W/HMIIH JIeKap - CIICIHAIN3aHT O TpaHC(y3HOHHA XEMaTOJIOTHs:

3.1.5.1. u3BbpInBa IEHHOCTH, PETIAMEHTUPAHH B HACTOSIINS CTaHIaPT;

3.1.5.2. KoHTpoIMpPa IPOU3BOJICTBEHUTE MPOLIECH;

3.1.5.3. koHTpONHpa TEWHOCTTA HA OMOJIO3H, MEAWIIMHCKHN CECTPH U JTaO0paHTH;

3.1.5.4. ocurypsiBa epeKTUBHOCT U 06€30MaCHOCT Ha JEHHOCTUTE U MPOLIECUTE,;

3.1.5.5. ygacTBa B pa3pabOTBaHETO M BHEIPSIBAHETO HA HOBH METOJIN U TEXHOJIOTHH,

3.1.5.6. (u3m. - [IB, Op. 35 or 2018 r.) ruiaHupa, KOHTpOJMpa M OTYMTA HEOOXOAUMHTE
MEIUIUHCKY H3/ICIHS;

3.1.5.7. noanomara 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 KOJIECTHYMH.

3.2. ®apmarieBT

(u3m. - JIB, Op. 35 or 2018 r.) dapmarieBT ¢ MarucTbpcka oOpa3oBareiHa CTEIIEH MOrar ja
W3BBPIIBAT JICHHOCTH B 00JIaCTTa HA MPEpadOTBaHEe, CbXPaHEHHE U CKCIICIUpaHe Ha KPbBHU ChCTaBKH.

3.3. buomnor ¢ oOpa3oBareinHa CTeNeH MarucTbp

brono3u ¢ marucTppcka oOpazoBaTesiHa CTEIIEH MOTaT Jla U3BBPIIBAT JACHHOCTH B 00JacTTa Ha
MIPOMOIIUS U OPTaHM3AIMS HAa KPHBOAAPSIBAHETO, TUATHOCTHKA, KOHTPOJ, IpepaboTBaHe, ChXpaHEHUE U
SKCTeIUINS Ha KPBBHUTE ChCTABKH. 32 U3ITBIIHCHUE HA OTTOBOPHHU 3a]1a4H, BH3JIO)KEHU OT HAYaJIHUK Ha
CTPYKTYpHO 3BEHO, € HEOOXOJMMO Ja MPHUTEkKaBaT cepTU(HKAT 3a JONMBIHUTEIHA KBaTHU(PHUKAIUS B
CHOTBETHATA KIIFOYOBA O0JIACT.

3.4. JIabopasnr:

3.4.1. Bnamee BCUYKH JMATHOCTHYHM METOJM U amapaTypH, BKJIIOYEHH B CIHHCHKA C
MEIHUIIMHCKH TPOIIeypH Ha 3BEHOTO, B KOETO PaboTH;

3.4.2. (u3m. - JIB, 6p. 35 ot 2018 r.) TOYHO cma3Ba CTaHIAPTHHUTE OTMIEPATUBHU IPOIEAYPH 32
BCSIKA IMAarHOCTUYHA MIPOIEAYPA;

3.4.3. CTPUKTHO BOJM HEOOXOAMMATa JOKYMEHTAIHS,

3.4.4. yBenomsBa 3a HYKIUTE OT CHAOIsIBaHE C HEOOXOIUMHUTE WH BHUTPO JUATHOCTUYHU
U3JICNUSl 1 KOHCYMATHBH.

3.5. MenunuHCcKa cectpa:

3.5.1. Bnajiee BCHUYKHU MPOIICITYPH, BKIIFOUCHH B CIIMChKA C METUIIMHCKH MTPOIICIyPH HA 3BEHOTO,
B KOETO paboTH;

3.5.2. (ot™. - JIB, 6p. 35 o1 2018 1.)

3.5.3. yBemomsiBa 3a HYXKAUTE OT CHAOASIBAaHE ¢ MEAUIIMHCKY M3CIUS U KOHCYMaTHBH.

Paznen 11
Opranu3allioOHHH CTPYKTYPHU, JEHHOCTH U YOBEIIKH PECYPCH

1. Opranu3anmoHHU CTPYKTYPH, OCHOBHH XapaKTEPUCTUKU

OpraHnM3allMOHHUTE CTPYKTYpH, B KOWUTO C€ W3BBPIIBAT JEHHOCTH IO TpaHCHy3HOHHA
XEeMaToJIoTHs, ca!

1.1. llenTpoBere 3a TpaHc(hy3nOHHA XEMATOJIOTUS

1.2. BoeHHOMEAUIIMHCKA aKageMUS

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

1.4. JleueOHu 3aBefeHUs 3a OOJHUYHA TOMOIN, B KOUTO WMa pa3KpuTa JIabopaTopusi IO
tpancysznonna xemartonorus (JITX)

1.5. (u3m. - [IB, 6p. 92 or 2010 r.) JleueOHu 3aBeneHus 3a OOMHHYHA MOMOIL O€3 pa3KkpurTa
JITX

16. (u3m. - JIB, Op. 35 or 2018 r.) HMmyHoxemaroJoruyHu JabOpaToOpuu KbM
AMarHocTUUHO-KoHCyntaTuBHM neHTpoBe (JIKLI), memmmumuacku nentpoe (MLI), camocTostenHu
MEIUKO-TMAarHOCTUYHHA ~ JIA0OPATOPWH, W3BHPIIBAIIA  MMYHOXEMAaTOJIOTHYHA JWAarHOCTHKAa  Ha
amMOyJnaTOpPHU MAIMEHTH, ¢ U3KII0UYEeHUE Ha IPETPaHCPY3MOHHUTE TECTOBE 32 ChbBMECTUMOCT.

2. OCHOBHM JIeiiHOCTH

(m3m. - JIB, op. 35 or 2018 r.) Bcuukm AeHHOCTH, CBBP3aHH CBbC CIEIHATHOCTTA
"TpaHc(y3MOHHA XEeMaToJIOTHs ', Ce M3BBPILBAT MPH ClIa3BaHe Ha MpaBUjIaTa Ha JoOpaTa MpaKTHKA.

OcHoBuute neitHoctu ca pernamentupanu oT 3KKK u IlpaBuiHuk 3a ycTpoWcTBOTO U
JIeWHOCTTa Ha IIeHTpoBeTe 3a TpaHcdy3rnonna xemaronorus ([IB, 6p. 89 or 2000 r.) u ca, kakTo ciexasa:



2.1. BIITX ce u3BbpuIBaT CICIHUTE ACHHOCTH:

2.1.1. nnaHupaHe Ha HYXXJIUTE OT KPbB U KPHBHH ChCTABKH 3a 33/I10BOJISIBAHE HA MEAULIMHCKUTE
HYXKJU Ha JieueOHUTE 3aBEJCHUSI B TEPUTOPHAIIHUS 00XBaT Ha JEHHOCT U 3a MPOU3BOACTBO Ha JIEKApCTBa
OT IUIa3Ma,

2.1.2. nnaHupaHe Ha MEIUIIMHCKU W3JENUS 32 B3€MaHE U CbXpaHEHHE Ha KPbB U KPbBHU
CbCTaBKHU 3a JIeYeOHUTE 3aBEICHUS B TEPUTOPUAIHHUSA OOXBAT Ha JACWHOCT U MH BUTPO JUATHOCTUYHU
U3JIeNHs 32 HY)KJIMTE Ha LIEHTHPA;

2.1.3. mpomonusi, opranu3anysi, HabupaHe U 3aJbp)KaHe Ha KPbBOAAPUTEIIH;

2.1.4. mogGop Ha TOHOPH U B3€MaHEe Ha KPbB U KPbBHHU ChCTABKH;

2.1.5. mpepaboTBaHe Ha B3eTaTa KPbB;

2.1.6. ”MyHOXEMaTOJIOTUYHA TMAarHOCTUKA HA BCSKA €AMHMIIA B3€Ta KPBB U KPbBHHU ChCTaBKU;

2.1.7. nuarHOCTHKa Ha BCSKa €JMHMIIA B3€Ta KPBbB M KPBBHU CHCTaBKU 32 TPAHCMUCHUBHH
nHpeKuu;

2.1.8. BanuaupaHe Ha IPOLIECUTE;

2.1.9. (u3m. - JIB, Op. 35 or 2018 r.) chxpaHeHue, pasnpeacicHie H eKCIEIUIHS Ha KPbB H
KPBHBHH CHCTABKH;

2.1.10. moaabprkaHe Ha pe3epB OT KPbBHU MPOIYKTH,

2.1.11. u3BppuIBaHEe HA IMYHOXEMATOJIOTMYHH M3CIICABAHNS HA MAIEHTH U 000D Ha KPBB U
KPBBHU CHCTABKH 32 BCEKU KOHKPETEH MallUEHT;

2.1.12. mocTurane Ha ONTHMAJIHO MPUIOKEHUE HA KPbBHU CHhCTaBKHU,

2.1.13. ynpaBneHue Ha KaueCTBOTO,

2.1.14. xauecTBeH KOHTPOI Ha aeriHocTHTe B L[TX;

2.1.15. cp3maBaHe U MOAABPIKAHE HAa PETUCTHP HA BTOPO HUBO B CHOTBETCTBUE C U3UCKBAHUATA
Ha Hapenba Ne 29 or 2004 r. 3a ycimoBusitTa M pela 3a ChCTaBsiHe, 00pabOTBaHE, ChXpaHSBAHE U
npegocraBsiHe Ha uHpopmalust ot peructbpa mo wi. 36 3KKK u 3a popmuTte 3a noxkymenrarus (1B, op.
82 ot 2004 r.) (Hapenoa Ne 29 ot 2004 r.);

2.1.16. oka3BaHe Ha eKCIEpTHA, METOJWYHA M KOHCYNTaTHBHA MOMOII BBB BpPB3Ka C
U3BbpIIBaHE HA JEHHOCTUTE 1O TpaHc(dy3noHHa xemaronorus, pernamentupanu B 3KKK;

2.1.17. obyuenue Ha cayxurtenute Ha L[TX wm Ha cayxwurenure or OTX B chOTBETHUS
TepUTOpUAJIEeH 00XBAT HA JEHHOCT;

2.1.18. Tpancdy3noHeH HaI30D.

2.2. B Hanponanuus neHThp 1o xematojorust u tpancdysuonorus (HIIXT) ocBen mocoueHure
no T. 2.1 ot paznen |l neliHocTH ce U3BBPIIBAT U:

2.2.1. Hay4YHOUM3CJIEJOBaTeIICKa M TPWJIOKHA JCHHOCT B 00JlacTTa Ha TpaHC(y3MOHHATA
XEeMaToJIOTHS,

2.2.2. neHOCTH, CBBP3aHM C pa3padOTBaHE HA HAIMOHAIHATA IOJIMTHKA IO TpaHC()y3HOHHA
XEeMaToJIOT S,

2.2.3. eKcrepTHa, KOHTPOJHA, peepeHTHa W KOHCYJITAaTHBHA JeHHOCT B oOjacrtra Ha
TpaHc(y3MOHHATa XeMaTOJIOTHs;

2.2.4. opraHn3anys Ha BHHIICH KOHTPOJI Ha yMEHUAITA B UMYHOXEMATOJIOTUIHHTE JIAOOPATOPUH
B CTpaHarta U B Ja00OpaTOpHH, U3BBPIIBAIIY UIMYHOXEMATOJIOTMYHA JEHHOCT Ha MalUEHTH,;

2.2.5. oOydyeHHWe Ha JIEKapu, MEIUIIMHCKU CICIUAINCTA W OWOJIO3W OT IislaTa CTpaHa B
obyacTTa Ha TpaHc(y3MOHHATA XEeMAaTOJIOT U,

2.2.6. METOAMYHO PHKOBOJICTBO BBPXY jAeiHocTTa Ha L[ TX;

2.2.7. cp3aaBaHe M MOAIbpIKaHe Ha PETUCThP Ha TBPBO U BTOPO HUBO;

2.2.8. mnanupane o wi. 26 3KKK.

2.3. (m3m. - ]IB, 6p. 92 ot 2010 r.) B MBAJI ¢ OTX ce u3BbpuIBar CjaeIHUTE JCHHOCTH:

BosiHnYHA CTpyKTYpa OT BTOPO HUBO HA KOMIIETEHTHOCT:

2.3.1. mpomonusi, opraHu3anysi, HabupaHe U 3abp>KaHe Ha KPbBOAAPUTEH;



2.3.2. CbXpaHEHHE U SKCIIEAUINS Ha KPbBHU ChCTaBKH,

2.3.3. u3BBpIIBAaHE HA UMYHOXEMATOJIOIMYHH W3CIECABAHMS HA MAlMEHTH U MOJ00p HA KPBB H
KPBbBHM ChCTABKH 33 BCEKU KOHKPETEH NalUEHT;

BosnnuvHa CTpyKTYpa OT TPETO HUBO HAa KOMIETEHTHOCT:!

2.3.4. nnaHupaHe Ha HYXXJIUTE OT KPbB U KPbBHH ChCTABKH 3a 33/10BOJISIBAHE HA MEAULIMHCKUTE
HYX/IM Ha JIeueOHUTE 3aBe/IeHUs B 00acTTa,

2.3.5. IaHUpaHe Ha MEIMLMHCKU M3JeNMs 3a B3€MaHE M CbXpaHEHHE Ha KPbB U KPbBHU
CbCTaBKU 3a JieyeOHUTE 3aBeleHHs] B 00JAaCTTa M MH BUTPO JWATHOCTUYHM M3JENUS 33 HYXKIUTE Ha
OT/EJICHUETO;

2.3.6. mpomonusi, OpraHu3anysi, HabupaHe U 3aJbp)KaHe Ha KPbBOAAPUTEIIH;

2.3.7. mogbop Ha JIOHOPH U B3€MaHEe Ha KPbB U KPbBHHU ChCTABKH;

2.3.8. BanuaupaHe Ha IPOLIECUTE;

2.3.9. (u3m. - JIB, 6p. 35 or 2018 r.) chxpaHeHHE U SKCIEIUIHS Ha KPbBHU ChCTABKH,;

2.3.10. mogrppxane Ha pe3epB OT KPbBHU ChCTABKY,

2.3.11. u3BbpLIBaHE HA UMYHOXEMATOJIOIMYHH M3CJIEABAHUS Ha MALMEHTH U N0J00p Ha KPBB U
KPBBHH CHCTABKH 33 BCEKM KOHKPETCH MAIMEHT;,

2.3.12. ynpaBneHue Ha KauecCTBOTO,

2.3.13. xauecTBeH KOHTPOJI Ha JCHHOCTUTE B OT/EJICHUETO,

2.3.14. cp3naBaHe U NOJIBPKAHE HA PETUCThP HA TPETO HUBO B ChOTBETCTBUE C M3UCKBAHUATA
Ha Hapen6a Ne 29 ot 2004 r.;

2.3.15. oka3BaHe Ha KOHCYJITaTHBHA IOMOLI 10 OTHOLICHME HAa HW3IOJ3BAHETO Ha KPbBTA U
KPBBHHUTE CHCTABKM HA CTPYKTYPHUTE HAa CHOTBETHATA OOJHUIIA U HA TE3U HA TEPUTOPHTA HA 00JIacTTa,

2.3.16. obyuyenue Ha ciyxurenure B OTX u Ha ciayxurenu B JpyruTe OTAEICHUS Ha
OoJHUIaTa, KOWTO Ca aHTAKUPAHU C KIMHUYHO M3IOJI3BaHE HA KPHB U KPHBHU CHCTABKU,

2.3.17. TpaHcy3uOHEH HA30D.

2.4. B neueOHM 3aBeneHUs 3a OOJHUYHA TIOMOIN, B KOUTO MMa pa3kpuTa jaboparopus IO
TpaHc(y3MOHHA XEMATOJIOTUs, C€ U3BBPLIBAT CIEIHUTE AEHHOCTH!

2.4.1. mpomonus Ha JOOPOBOITHOTO M 0€3BB3ME3THO KPHBOAAPSIBAHE;

2.4.2. n3BbpIIBaHE HA UMYHOXEMATOJIOIMYHH W3CJIEIBAHMs Ha MallMEeHTH U MO0J00p Ha KPbB U
KPBHBHH CHCTABKH 33 BCEKM KOHKPETCH MAIlMEHT;,

2.4.3. cbXpaHeHHUe Ha KPbB U KPbBHU ChCTABKH,

2.4.4. oka3BaHe Ha KOHCYJITaTHBHA IMOMOII 10 OTHOIICHHWE Ha M3IIOJ3BAHETO HA KPBBTA U
KPBbBHHUTE ChCTABKU HA CTPYKTYPUTE HA CbOTBETHATa OOJHUIIA;

2.4.5. TpaHcdy3HOHEH HAA30p;

2.4.6. B nabopaTopusTa 1o TpaHc(y3MOHHA XeMaTOJIOTUsl HE MOraT J]a e U3BbPILIBAT JAEHHOCTH
o 1moA0Op Ha JOHOPH, KPBBOJApSIBAaHE W B3eMaHE Ha KPHB MO cMuchia Ha wi. 6, an. 1 3KKK; B Te3u
nabopaTopuM B3eMaHe Ha KpbB C€ M3BBPIIBA CaMO 3a HYXAWTE Ha HMMYHOXEMaTOJOrMYHaTa
JMAarHOCTHKA HA TIAIIMEHTHTE Ha JIeueOHOTO 3aBE/ICHUE;

2.4.7. (noBa - JIB, Op. 35 ot 2018 r.) B maboparopusra 1Mo TpaHC(Hy3MOHHA XEMATOIOT U MOXKE
71a ce B3eMa MPeIoTepaTUBHO KPBB OT MAIMEHTH 332 aBTOXEMOTpaHC]Y3HH.

2.5. (m3m. - JIB, 6p. 92 ot 2010 r.) B neueOHu 3aBeieHus 3a OOJHUYHA MTOMOII 0€3 pa3KpuTa
nmabopaTtopusi o TpaHC(Hy3MOHHA XEMATOJIOTHSI CE U3BBPIIBA!

2.5.1. mpenuBaHe Ha KPbB U KPBBHU CHCTABKH;

2.5.2. TpaHcdy3HOHEH HAI30D.

2.6. (u3m. - IB, Op. 35 ot 2018 r.) B umyHoxemaronornunu naboparopuu kM JIKL[, MI[ n
CaMOCTOSITEITHN MEKO-IHAarHOCTHYHH JJAOOPAaTOPHH c€ U3BBPIIBA HIMYHOXEMATOJOTHYHA THAarHOCTHKA
Ha aMOYJIaTOPHU MALMEHTH C U3KIIIOUEHHE Ha MpeTpaHCc(y3MOHHUTE TECTOBE 32 CbBMECTHMOCT.

3. Ctpyktypa Ha LITX 1 OTX kM MBAJI



3.1. Crpykrypata Ha IITX 3agp/KHTEIHO BKIIOYBA CIACIAHUTE aIMHUHHCTPATHBHO W/HIIH
(byHKIMOHATHO 000CO0EHU CTPYKTYPH 3a:

3.1.1. (mom. - JIB, 6p. 35 or 2018 r.) ympaBjieHHe Ha KauyeCTBOTO M KOHTPOJ Ha KPbBTA H
KPBBHUTE ChCTAaBKH, KAKTO U TPaHC(HY3UOHEH HAI30pP;

3.1.2. mpomonus ¥ OpraHu3anys Ha KpbBOIapsSBAHETO,

3.1.3. (m3m. - IB, 6p. 92 or 2010 r.) kpbBOgapsiBaHe C OOOCOOCHOCT 3a CTAllMOHAPHH H
TIOJIBMYKHU CKUIIH;

3.1.4. mpepaboTBaHe Ha KPHBTA;

3.1.5. TnarHocTuka Ha KpbBTa U KPHBHUTE ChCTaBKH,

3.1.6. (u3m. - /IB, Op. 35 or 2018 r.) cbxpaHeHue, pa3npenelicHHe U SKCIeAUIUS Ha KPBB U
KPBHBHH ChCTaBKH;

3.1.7. xmuHIYHA TpaHC()Y3UOJIOTHS U UMYHOXEMATOJIOTUYHA TMarHOCTUKA Ha MAIUCHTH,

3.1.8. aTMUHHUCTPATUBHO-CTOMAHCKU U (PMHAHCOB OTJEN.

3.2. Ctpykrypata Ha HIIXT ocBen nzbpoenure B T. 3.1 BKIItOUBa U:

3.2.1. 3BeHO 3a MOHHWTOPHWHT, aHalM3, OpraHW3anus W HHOOPMAIMOHHO OCUTYpsSBaHE Ha
Tpancdy3noHHaTa cucreMa B P. brirapus;

3.2.2. TpOM3BOJCTBEHM 3BEHA 3a IPOU3BOJACTBO HA JIEKAPCTBA OT IUIa3Ma M WH BUTPO
MEIUIIMHCKYU U3/CIUs OT KPbB.

3.3. (u3m. - /1B, 6p. 92 ot 2010 r.) B OTX 3aabJI)KUTEIIHO CE OCUTYPSBAT ACHHOCTH TIO:

3.3.1. mpomonus 1 opraHu3anms Ha 6€3BB3ME3THOTO U JOOPOBOJIHO KPBBOAPSBAHE;

3.3.2. KpbBOJAPSABAHE CHC CTAIIMOHAPHU M MOJIBUKHU CKHUIIH;

3.3.3. kmuHUYHA TpaHC(y3HOIOTHI U IMYHOXEMAaTOJIOTHYHA JIAOOpaTOpus;

3.3.4. cbXpaHECHHE B CKCIICTUITHA.

4. YoBelKkH pecypcH - OMpeNeNsT ce OT o0eMa Ha U3BbpPIIBaHATA JEHHOCT, KATO MUHUMAITHUTE
W3HCKBAHUS KbM OpOsi Ha MEAMIIMHCKUS TICPCOHAN, ca KaKTO CJIe/BA:
4.1. MyuHUMaJTHY M3UCKBAaHKSA KbM Opost Ha MeIuIMHCKuUs niepconan B [[TX

Jlekapn 15
Meg. cecTtpu 14
Meg. nabopaHT 14

4.2. (m3m. - JIB, 6p. 92 ot 2010 r.) MuHMMaTH! WU3UCKBAaHHUS KbM OpOil Ha METUIIMHCKHS
nepconan B OTX:
Jlekapu:
nekap-cneLmanucT 3a CTpykTypa oT MbPBO HUBO Ha
KOMMETEHTHOCT
nekapu, oT KOUTO eMHUST CNeLuanucT - 3a CTpyKTypa oT
BTOPO HWBO HA KOMMETEHTHOCT
Meg. cectpu 4
Mega. nabopaHTn 5

4.3. (3anmuena - JIB, 6p. 37 ot 2007 1.)
4.4. (3anmuena - JIB, op. 37 ot 2007 1.)

Paznen [
bazoBa xapakTepucTMKa Ha MecTaTa 3a YIPaKHABAaHE Ha CIHEIUAIHOCTTA ''TpaHc(hy3nOHHA

XeMaroJiorus'

|. OcHOBHM 3/1paBHU H3HMCKBaHUS 3a YIOPAXKHSABAHE Ha CIEHUATHOCTTa TpaHC()y3MOHHA
XEMAaTOJIOTHs Ha PAa3JIMYHUTE HUBA HA IEHHOCT

1. O0wM monoXKEeHUA



1.1. Pa3monoxeHneTo Ha MOMEIICHUATA, B KOUTO CE M3BBPIIBAT ACHHOCTH MO TpaHC(y3HOHHA
xemaroJiorus, € Ha kora 0" unu Ha kora, mo-sucoka ot "0".

1.2. MuHnManHaTa cBeT/ia BUCOUYMHA Ha noMemenusra € 2,50 m.

1.3. Crenure:

1.3.1. na noMenieHusTa, B KOUTO C€ U3CIIEeABAT U MpepaboTBaT B3eTara KPbB, KPbBHU ChCTaBKU
U KpBBHU TIPOOH, Ha CEPBU3HUTE U CAHUTAPHUTE MOMEIICHUS CE U3ITBIHSABAT C TIOKPUTHS, TTO3BOJISIBAIIN
©KEIHEBHO BJIAXHO MOYKMCTBaHE W JAe3uHpexius (rmaxbk (asHc, TepakoTta W JAp.), HA BHCOYMHA
muHMyM 1,80 m oT rotoB nox;

1.3.2. Ha ocTaHanUTEe MOMEIIECHUSI U KOPUJIOPUTE CE U3MBIHABAT C JIAaTEKCOBa 00S WM C APYTU
MTOKPHUTHSI, KOUTO MTO3BOJISIBAT BJIAYKHO MTOYMCTBAHE U JIE3UH(EKITHS,

1.3.3. He ce u3MBIHABAT ¢ pesiePHU MA3HIIKH,

1.3.4. e ce mokpuBar ¢ 6maxkHa 00s.

1.4. ITomgoBUTE HACTUIIKH:

1.4.1. B noMenieHusITa, B KOUTO CE€ U3CIEABAT U NPepadOTBAT KPbB, KPbBHU ChCTaBKU U KPBBHU
poOH, ca BOJIOHENPOMYCKINBY, YCTOWYHBH HA TEPMUYHU U XUMHYHU Bb3JICHCTBUS, U3MIBIHIBAT ce O6e3
(Gyry ¥ O3BOJISABAT €KETHEBHO BJIIAYXKHO IMOYHUCTBAHE U JIC3UH(CKITHUS,

1.4.2. B cepBU3HHTE U CAHUTAPHUTE MOMEIICHUS Ca BOJOHEIPONYCKIMBU U MO3BOJISIBAT BIAXKHO
MOYMCTBAHE U IC3UH(CKITHS,

1.4.3. B ocraHamuTe TOMENICHHS U B KOPHIOPUTE IO3BOJIABAT BIAXKHO TMOYUCTBAHE U
ne3uH(eKIHs;

1.4.4. Ha TexcTUIIHA OCHOBA HE CE JIOMYCKAaT.

1.5. OcBernieHneTo B pa3iMYHUTE BUIOBE MOMEIICHHUS OTroBaps Ha u3uckBanusTa Ha BJIC
1786-84 "Ocsetnenue. EcrecTBEHO U U3KYCTBEHO'.

ABapuifHO OCBETJICHUE € OCUTYPEHO 3a BCHUKM KOPUAOPU U OCHOBHHM NOMeleHus. Jlomycka ce
0e3 ecTecTBEHO OCBETJICHHE J]a ObAAT anapaTHu, CKIaI0Be, CEPBU3HU U CAHUTAPHU TTOMEIICHHUS.

1.6. OrormmuTeNHNUTE, BEHTHJIAMOHHUTE M KIMMAaTHYHUTEC WHCTAJIAIMU Ca HW3TPAJCHU B
cboTBeTCTBUE ¢ Hopmure 3a mpoekTHpaHe Ha OTOIUIMTENTHH, BEHTUJIAIMOHHU M KIMMAaTUYHH
uHcranaimu (myou., 6p. 6, 7, 8 u 9 ot 1986 r. Ha broneruna 3a crpourtencto u apxurekrypa (BCA).

1.7. Oronniennero ocurypssa:

1.7.1. B momenieHusiTa - MUHUMaIHa Temneparypa 18 °C;

1.7.2. na xopunopure - 15 °C.

1.8. KiimMaTuvHa WHCTAIANMs, 32 OTpaHYaBaHe Ha MaKCUMaTHaTa Temrmeparypa jo 20 - 24 °C,
(byHKIHOHMpA:

1.8.1. B moMenieHHsTa, B KOUTO TPaXJTAHUTE JAPSBAT KPBB M KPHBHU CHCTABKH,

1.8.2. B momenieHuaATa, B KOUTO CE€ U3CIEABAT KPbBHH MPOOH;

1.8.3. B momernieHusTa, B KOUTO Ce MpepaboTBa TapeHa KPbB U KPHBHH ChCTABKHU;

1.8.4. B moMmerieHuATa, B KOUTO Ca PasMoI0KEHH MOBEYE OT 3 XJIAJAUIHU ChbOPBKEHUS.

1.9. MexaHnnyHa BEHTHJIAIUS € OCUTYPEHA:

1.9.1. 3a nomemeHNATa, B KOUTO C€ M3CJIENBAT KPHBHU MPOOU U HE TpsiOBa /a ce MpOBETPsiBAT
€CTECTBEHO,

1.9.2. 1 32 BcMYKH OCTaHATIHU TIOMEIICHHsI, KOUTO HE MOTaT Jia Ce MPOBETPSBAT ECTECTBEHO.

1.10. EnekTpo3axpaHBaHETO M IEKTPUUECKUTE YpeaOu ca N3rpaJieHn ChIIIacHO:

1.10.1. (u3m. - JIB, Op. 35 ot 2018 r.) Hapenba Ne 3 or 2004 r. 3a ycTpoMCTBO Ha
eNEeKTpHUECKUTEe ypeabu u emexrponpoBogau guauu (B, 6p. 90 or 2004 r.) ¢ u3K/IIOYEHHE Ha
3aBapeHU CTPOCIKU Ha ENEKTPUIECKH YPEaOH U eJIeKTPOIPOBOAHH TUHHH.

1.10.2. (ot™. - /IB, 6p. 35 o1 2018 1.)

1.11. Pe3epBeH €HEPrOM3TOUYHUK OCUTYpPSIBA CHITHOTOKOBO 3aXpaHBaHe 3a!

1.11.1. Bcuuku pabOTHH MeCTa Ha KOMITIOThPHATa HHGOPMAIIMOHHA CUCTEMA;

1.11.2. BCUYKY XJTAQAWIHU ChOPBKEHUS,



1.11.3. BCHYKHU MPOU3BOJCTBEHU CHOPHKEHUS;

1.11.4. Bcuuku 1a6OpaTOPHH anapaTH.

1.12. KomyHukamuure:

1.12.1. (u3m. - B, 6p. 35 ot 2018 r.) mexxay HIXT, PUTX u OTX ce ocurypsiBatr 4pe3
HaIlMOHaTHA MH(OpPMAIIOHHA CUCTEMa TI0 TPAaHC(Y3UOHHA XEMaTOJIOTHS;

1.12.2. Mmexny BCMUKU paOOTHU MeCTa Ha KaOuHeTa/oTAelNeHUueTo/IIeHThpa U ¢ 00CITyKBaHUTE
KIIMHUKH U OTICIICHHSI C€ OCUTYPSIBAT Upe3 CTAIlHOHAPHU TeJIePOHHH ITOCTOBE;

1.12.3. c aBTOMOOMIINTE CE€ OCUTYPSBAT Upe3 MOOMIIHU TenedoHH;

1.12.4. ¢ pexypHUTE Ha pPAasMOJOKEHHE CE€ OCUTYpsSBAT Ype3 NEHIDKbPU WIM MOOWIIHU
TeneOoHU.

1.13. (u3m. - JIB, 6p. 35 or 2018 r.) BomomnpoBoaHuTe W KaHAIN3aIMOHHUTE MHCTAIAIMH Ca
usrpaneHu B crorBercTBUe ¢ Hapenda Ne 4 ot 2005 r. 3a nmpoekTupaHe, U3rpaxaaHe U eKCIuioaTanus Ha
CrpaJHHu BOJAOIPOBOIHH M KaHaIW3alnoHuu uHctanauu (B, 6p. 53 ot 2005 r.).

1.14. (u3m. - JIB, 6p. 35 ot 2018 r.) MuBka ¢ Teuaina cryaeHa u tormia Bojaa (ot 8 mo 80 °C),
oTroBapsiia Ha n3nuckBanusaTa Ha Hapen6a Ne 9 ot 2001 r. 3a kaduecTBOTO Ha BOjaTa, IIpeIHa3HAYCHA 32
nuteiino-outoBu meau (B, op. 30 or 2001 r.), e ocurypeHa BbB BCAKO paOOTHO, CEPBU3HO U CAHUTAPHO
MOMEIICHHUE.

1.15. llooBu cudoHuM ce pa3mnoiarat caMo B CEPBU3HU M CAHUTAPHH MTOMEIICHUSI.

1.16. IloBbpxHOCTHTE Ha MebOenUTe U MEIUIIMHCKOTO OOOpYyJBaHE MO3BOJISIBAT BIAXKHO
MMOYMCTBAHE U Ie3UH(EKITHS.

1.17. (u3m. - [IB, 6p. 35 ot 2018 r.) CrOupaHeTo U BPEMEHHOTO ChXpaHEHHE Ha OMTOBHUTE M Ha
OIACHUTE OTMAIBIM OT MEIUIIMHCKATA JIEHHOCT Ce M3BBPIIBAT Pa3zeiHO, HAa ONPEACICHH 3a IIeTa
Mmecta. OOpa3yBaHUTE OMACHHU OTHAIBIM CE TPETUPAT ChITIACHO 3aKOHA 33 YIPABICHHE HA OTHAIBIUTE
u Hapen6a Ne 1 ot 2015 r. 3a u3ncKkBaHUATAa KbM JAEHHOCTUTE 110 CHOMPAHE U TPETHPAHE HA OTHAIBIUTE
Ha TepUTOpHATa Ha jJeyeOHuTe U 3apaBuuTe 3aBeacuus (JIB, op. 13 ot 2015 r.). Cien obpa3yBaHeTo Ha
OIACHUTE OTMAIBIH OT METUIIMHCKATa JEWHOCT T€ CE OMAKOBaT M TPETHUPAT CHITIACHO JeicTBamaTa
HOpMaTHBHA ypenoa.

1.18. M3nupaHeTo Ha IOCTETBbYHHS WHBEHTap W Ha pabOTHOTO OOJEKIO ce W3BBPIIBA
pa3enHo, B MepaHU, IPeJHA3HAYCHH 3 LIeNITa.

1.19. (u3m. - JIB, Op. 35 ot 2018 r.) B mpakTukara Ha TpaHc(y3HMOHHATa XEMaTOJIOTHs Ce
criazBar OOLIUTE MPUHIMIHN Ha acenTHKa W aHTHcenTuka, mocoueHu B Hapenba Ne 3 ot 2013 r. 3a
VTBBPXKIaBaHE HA METUITMHCKU CTAHIAPT 1O TPEBEHIIUS M KOHTPOJI Ha BHTPEOOJHUIHUTE WHPEKIIUN
(OB, 6p. 43 oT 2013 1.).

1.20. (u3m. - JIB, 6p. 35 ot 2018 r.) [le3undeknusara B mpakTHKaTa Ha TpaHC(y3HOHHATA
XEeMAaTOoJIOTHsI CE€ U3BBPIIBA B ChOTBETCTBHE C MPETIOPHKUTE HA IPOU3BOAUTEIUTE HA NE3UH(EKTAHTH.

1.20.1. (or™m. - /IB, 6p. 35 o1 2018 1.)

1.20.2. (or™. - JIB, 6p. 35 o1 2018 1.)

1.21. TIpomycKaTeHUAT PEXUM H3KII0YBA HEpPErJaMEeHTHPAaH JIOCTBII JIO OTJCITHHUTE
MoMeleHus. PernaMeHThbT 3a JOCTHI 10 BCSIKO MOMEIICHUE OTIPEAeIs:

1.21.1. BpemeTo 3a JIOCTHIT,

1.21.2. cnyxeOHuUTE U1 U OOJIEKIOTO U OOYBKUTE, C KOUTO MOTAT Jia BIU3aT U PadoOTHT;

1.21.3. perucrpanmsra Ha HEperjaMEeHTHPaHUTE MOCEIIeHUs (Ha XapTHCH WM CIEKTPOHEH
HOCHUTEII).

1.22. OXpaHUTEITHUAT PEKUM € OCUTYPEH Upe3:

1.22.1. ¢pusuyecka u/wnm texandecka oxpana (COT wu/unu BuIeOHAOMIOICHNE) HA Crpajara, B
KOSITO C€ U3BBPIIBAT JCHHOCTH 110 TpaHC()Y3HMOHHA XEMATOJIOTHS;

1.22.2. noxxapousBecturenna (ITUT) u noxxaporacurenna texuuka (IT1'T).

2. LleHTBp 32 TpaHCPY3MOHHA XEMATOJIOTHS



2.1. 3a0bIDKATEHA ITOMEIEHUS
2.1.1. OcHOBHM TIOMEIIEHUS HA CTPYKTypara 'YHpaBieHHE Ha KayeCTBOTO U KadyeCTBEH

KOHTpOJT'

2.1.1.1. naGopaTopus 3a cie/cHe Ha KauecTBOTO (MHH. TuTon 18 m2).

2.1.1.2. maGoparopus 3a KauecTBeH KOHTpoa (MuH. mtony 20 m?).

2.1.2. OCHOBHU TTOMEIIIEHUS 33 3BEHO 32 IPOMOIIHS U OPTaHU3aIsI Ha KPhBOIAPSBAHETO:
2.1.2.1. xa6unet "TIpomonus u opraan3anus’” (MuH. mions 12 m?).

2.1.3. OcHoBHU nOMeIeHUs Ha CTpyKTypaTa "KpbBomapsiBane'":

2.1.3.1. (m3m. - [IB, 6p. 35 or 2018 r.) perucrparypa 3a kpbBogaputen (MuH. mwiomy 12 m?);
2.1.3.2. kmuHuYHa 1a60paToOpHs 3a KpbBoaapuTeu (MuH. mwiomy 12 m?);

2.1.3.3. xabMHeT 3a MEIUIIMHCKO OCBHIETEICTBaHe (MUH. oy 9 m2) Ha KPHhBOJAPUTEIN U HA

MAIMEHTH T10 porpama 3a aBTOXEMOTPaHCY3HsI ¢ IPEONEPaTUBHO B3€Ta KPBB,

18 m?);

m?);

2.1.3.4. kabuHeT 3a KPbBOB3€MaHe, BKJI. U I10 Iporpama 3a aBToxeMoTpaHcdy3us (MUH. ILIOLI

2.1.3.5. kabuHET 3a MOJBMKHU CKUIIH 32 KPhbBOB3eMaHe (MHUH. TUIoI 12 mz);

2.1.3.6. yakanus 3a kpbBOAapuTenu (MuH. miom 12 m?);

2.1.3.7. cknax "Marepuanu 3a kpbBoB3eMane" (MuH. miont 20 m?);

2.1.3.8. cxnan "TloAKpenuTeTHO TOHM3KMPAIA XpaHa 32 KpbBogapuTeau” (MuH. miomy 6 m?).
2.1.4. OcHOBHU TTOMEIIIEHUS HA CTPYKTyparta "J[uarHocTuka Ha KPbBTa U KPHBHUTE ChCTAaBKH
2.1.4.1. naboparopusi 32 IMyHOXEMAaTOJIOTMYHA TUArHOCTHKA Ha B3eTata KpbB (MuH. ruromy 20

2.1.4.2. nabGopatopusi 3a CKpMHUHI Ha BCAKa €JUHHIIA B3eTa KPHB 3a MapKepu Ha

TpaHcMucHBHY HH(eKmK (MuH. o 20 m?);

2.1.4.3. (u3m. - JIB, 6p. 35 ot 2018 r.) cknan maGoparopuu Matepuany (MuH. miom 18 m?).
2.1.4.4. (or™m. - JIB, 6p. 35 ot 2018 1.)

2.1.4.5. (ot™m. - [IB, 6p. 35 ot 2018 1.)

2.1.5. OcHoBHU nIOMeleHus Ha cTpykTypara "[IpepaboTBaHe Ha KpbHBTA':

2.1.5.1. moMemeHye 3a MpreMaHe Ha B3eTaTa KPbB M KPBBHHU ChCTaBKH (MUH. mion 15 m?);
2.1.5.2. momenieHue 3a nmpepaboTBaHE HA KPHBTA U KPHBHUTE ChCTABKU (MHH. Tuiom 25 m?);
2.1.5.3. nomemeHue 3a KapaHTHHA HA KPBB U KPHBHHU CHCTaBKH (MUH. rromy 15 m?);

2.1.5.4. nomeneHne 3a €THKETHPAaHE M OCBOOOXKIaBaHE Ha TOTOBH KPBHBHH CHCTaBKU (MUH.

oy 15 mz)_

2.1.5.5. (ot™. - /IB, 6p. 35 or 2018 1.)
2.1.5.6. (oM. - [IB, 6p. 35 or 2018 1.)
2.1.5.7. (ot™. - ]IB, 6p. 35 or 2018 1.)
2.1.6. OcHOBHHU MTOMENICHUS HAa CTPYKTypa "'ChbXpaHeHHe, eKCIIEAUIUS U TUCTPUOYIHS Ha KPHB

U KPbBHU ChCTAaBKH' .

m2).

2.1.6.1.uMyHOXEMATOIOTHYHA 1a60paTopHs 3a manuenTH (MuH. mwiomy 20 m?);
2.1.6.2. neno "ETukeTupaHu KPBHBHH CHCTABKH' U SKCIEMUIMS 3a manueHTH (MuH. momr 18

2.2. CioMaratenHu IOMEIIeHHs Ha IEHThPa, CBbP3aHH C KaYECTBOTO Ha KPBBHUTE ChCTABKH:
2.2.1. moMenieHue 3a ChPBBP Ha IIEHTHPA;
2.2.2. moMeleHre 3a CTePHIIM3MPAaHe HA YHCTH MaTepHaid M 3a jectwianus (MuH. miony 18

2.2.3. (ot™. - JIB, 6p. 35 or 2018 1.)
2.2.4. (ot™. - /IB, 6p. 35 o1 2018 1.)
2.2.5. apxuB.

3. OT,Z[CJ'ICHI/IC 10 TpaHC(bySI/IOHHa XEMaToJIOTUsl KbM 00JacTHA MHOFOHpO(I)I/IJ'IHa 6OJ'IHI/II_Ia 3a



aKTUBHO JICYCHHE

3.1. 3a0bIDKATETHY IIOMELLEHUS

3.1.1. (u3m. - JIB, 6p. 92 ot 2010 r.) OcHoBHU HOMEIEHHS 3a aciHocTTa "KphBoaapsBane™:

3.1.1.1. kabuHeT 3a MEAUIMHCKO OcBUAeTeNcTBaHe (MUH. miom 9 M?) Ha KPHBOJAPUTENH U HA
MAUEHTH 10 IMporpama 3a aBTOXeMOTpaHC(y3Hsl ¢ MPEIONEPaTUBHO B3€Ta KPbB,;

3.1.1.2. kabuHeT 3a KpbBOB3E€MaHe, BKJI. U IO Iporpama 3a aBToXxeMoTpaHcdy3us (MUH. ILIOLI
12 m?);

3.1.1.3. kaOuHeT Ha MOABMKEH €KHIT 32 KpbBOB3eMaHe (MuH. 1utonr 12 m2);

3.1.1.4. noMeriieHne 3a ChXpaHsIBaHE HA CIUHUIM B3€Ta KPbB M TEXHUTE CaTeIUTH (MHUH. IO
10 m?).

3.1.2. (u3m. - JIB, Op. 92 or 2010 r.) OcHoBHM moMelieHus1 3a aeiHocTTa "KinHuduna
TpaHC(Y3HOIOTHS M IMYHOXEMATOJIOTHYHA Taboparopus '

3.1.2.1. IMyHOXEMAaTOJIOTMYHA JabopaTopys 3a nanuenT! (MuH. mwiomy 15 m?);

3.1.2.2. nena "EtukeTHpaHu KpbB U KPbBHU ChCTaBKH'" u "Exkcrmemuius 3a marueHTd (MUH.
mwromg 9 m?);

3.1.2.3. 6uoreka 3a chXpaHsIBaHE HAa KPBBHU NMPOOH HA MALMEHTH.

3.2. Cnomararennu nomenienus Ha OTX, cBbp3aHU ¢ Ka4ECTBOTO HA KPHBHUTE ChCTABKH:

3.2.1. peructparypa u npuemna (MuH. miont 9 m?) 3a KpbBHU NPOOH OT TMAIMEHTH U 32 TOTOBU
KPBBHU ChCTABKH;

3.2.2. cknaz "Marepuanu 3a KpbBos3emane” (MuH. miom 4 m?);

3.2.3. cxian "TToAKpENMTEIHO TOHU3UpAIa XpaHa 3a kpbBogaputenn” (MuH. mwiomg 4 m?);

3.2.4. cknan "JlabopatopHu MaTepHuay .

4. Jlaboparopus 1Mo TpaHC(HY3MOHHA XEMATOJIOTHSI B JIe4eOHO 3aBe/ICHNE 32 OOJTHUYHA TTOMOII]

4.1. 3aabHKATETHT TIOMEIEHUS

4.1.1. uMmyHOXEMaTONOTHYHa TabopaTopus (MuH. miomny 15 m?);

4.1.2. neno "ETHKeTHPAaHU KPbB U KPBBHU ChCTaBKH'" (MUH. mtont 9 m?);

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

4.1.4. peructparypa u npuemMaa (MuH. miom 9 M?) 3a KpbBHY MPOOH OT MAIMEHTH U 33 TOTOBH
KPBBHU CHhCTABKH;

4.1.5. cknan "JlabopaTopHu MaTepuanu'.

4.1.6. (or™m. - /IB, 6p. 35 o1 2018 1.)

5 (moa - JIB, 6p. 35 or 2018 r.) HMmyHOXeMaToJOrHYHH J1A0OPAaTOPUU KBM
JMAarHOCTUYHO-KOHCYJITATUBHU LIEHTPOBE, CAMOCTOSTEIIHU MEIUKO-JUarHOCTHYHU J1abopaTopuH,
M3BBPIIBAIIY HMYHOXEMATOJIOTHYHA JUATHOCTHKA, C U3KIIOYCHNE Ha MpeTpaHc(y3nOHHUTE TECTOBE 32
CbBMECTHUMOCT.

5.1. 3abIDKATEIHA ITOMEIEHUS

5.1.1. uMyHOXeMaToJI0rHuHa JabopaTopus (MuH. Tiom 15 m?);

5.1.2. peructparypa u npuemHa (MUH. Tiont 9 M?) 3a KpbBHU MPOOU OT TAIMEHTH U B3eMaHe
Ha KPBB 32 U3CIIE/IBAHE,

5.1.3. cknan "JlabopatopHu MaTepuaiu'.

I1. OcHOBHM M3HWCKBaHMS 32 O0OpYyABaHE C armapaTypa U MEAUITUHCKH U3JIEIHS 32 YIIPaKHIBAHE
Ha TpaHC(y3MOHHA XEMATOJIOTHS Ha pAa3TUYHUTE HUBA

1. OO0 monoxeHus
1.1. TexuonormyHoro oOopyaBaHe € TOAOpaHO W  JOCTaBEeHO IO IUIaH  3a
MaTepUaTHO-TEXHUUYECKO OCUTYpSIBaHE HA JEHHOCTUTE MO TpaHC(HY3NOHHA XEMATOIOTHS:



1.1.1. 3a Bceku ypen OT TOBa 00OpyABaHE UMa!

1.1.1.1. excniepTHa OIIEHKA 32 CHBMECTUMOCTTA MYy C OCTAHAJIUTE €JIEMEHTH Ha MaTepHaliHaTa
0a3a u BB3NPUETUTE EBPONEHCKU CTaHIApTH, KOSTO ChIbpPIKa MMOKA3aTEIH 32 KAUeCTBO M TEKECTTa UM B
KOMIUICKCHATAa OIIeHKa Ha u300pa;

1.1.1.2. nzrorBeHa cuernuduKanus Bb3 OCHOBA Ha €KCIEPTHOTO 3aKJIFOUCHUE.

1.1.2. locraBeHOTO 000pYyABaHE OTrOBaps HA YTBBPJACHUTE OT €KCIIEPTUTE CTICHU(PUKALIHH.

1.1.3. Bceku ypen oT 000pyABaHETO € MPUAPYKEH OT cepTU(DHKAT 32 KAa4eCTBO.

1.1.4. Bceku ypen oT 000pyBaHETO IIPUTEKABA ACIIOPT C OIMCAHU B HETO:

1.1.4.1. mapKupOBKa OT MPOU3BOIUTEIIS;

1.1.4.2. nara Ha MPOU3BOJICTBO;

1.1.4.3. npaBuiia 3a 6e3omacHa pabora;

1.1.4.4. xnacudukanms Ha ypela ChbIiIaCHO HOPMaTHBUTE 32 MeUIMHCKH anapatu (MedGV);

1.1.4.5. nepununus Ha ypena,

1.1.4.6. rapaHIIIOHEH CPOK Ha M3CIMETO U IPABHIIA 33 TAPAHIITMOHHO OOCITyKBaHE;

1.1.4.7. TeXHMYECKHM [JaHHM, B T.4. KamaluTeT, TabapuTH, TErJ0 M HW3UCKBAHUS KbM
MUKPOKJIMMaTa (TeMIepaTypa, BIaXHOCT U CKOPOCT Ha JBH)KCHUE HA Bbh3/yXa);

1.1.4.8. 3amuTHU CUCTEMH U 3aIBDKUTEIHU TPOBEPKU HA 3aIIUTHUTE CUCTEMH;

1.1.4.9. Bp3MOXHU HEU3NPABHOCTH, AITOPUTHM Ha aHAJN3a UM U TIOBE/ICHUE;

1.1.4.10. Bb3MOKHU aBapUiiHU CUTYaIlMU U MpaBUiIa 3a MOBEICHUE;

1.1.4.11. npaBuna 3a UHCTAIMpAHE, B T.4. TPAHCIIOPT, MOHTAX U IyCKaHE B IEUCTBUE;

1.1.4.12. npaBuia 3a NoAIbpKaHe - MOYKUCTBAHE, Ie3UH(EKIUs, TEXHUIECKO 00CTyKBaHE,

1.1.4.13. xoHCyMaTHBH (aKO IMOJ3Ba) U ThPrOBCKH CIICKTHD Ha 3aMEHIEMOCT;

1.1.4.14. npaBua 3a HaCTPONKHU, PETyTUPAHE U IPOBEPKH;

1.1.4.15. ynpaBneHue Ha NpoOLIECUTE;

1.1.4.16. pe3yntaTi OT U3CJIEIBAHUS U EKCIIEPUMEHTH U HAJICKIHOCT MpH paboTa;

1.1.4.17. Bp30pOU3BOAMMOCT Ha PE3YJITATUTE NPU CTAHAAPTHH YCJIOBHS Ha padoTa,

1.1.4.18. nbaHM JaHHU 32 BAIUIUPAHE HA ypeaa OT MPOU3BOAUTEIS,

1.1.4.19. npaBuia 3a H3BBHTAPAHIIMOHHO 00CITY)KBaHE;

1.1.4.20. enexTpOTEXHUYECKA XAPAKTEPUCTHKA, B T.4. CIICKTPUUECKO 3axpaHBaHe (HAMpeKeHHe,
4eCcToTa, TOK, MPEAMAa3uTeNIN), HAUYWH Ha CBBbpP3BAHE C EJICKTpUYecKara Mpeka, KOHCyMmalus Ha
€JIEKTPOCHEPTHsl, MPUIIOKEHH HOPMH Ha €NIEKTPHUUECKa CUTYPHOCT; YAOBIETBOPEHH MIPABHIIaA 32 TEXHHUKA
Ha 0€30MaCHOCT, pe3yJITaTH OT MU3MUTAHUATA 32 CUTYPHOCT, Bh3MOKHOCTH 32 M3BSXK/aHE Ha JAUCIUICH Ha
BaXHU 32 (DYHKIIMOHHPAHETO Ha ypea MOKa3zaTeldH W 3a TAXHOTO PETUCTPHUpAHE BBPXY XapTHUEH WU
CJICKTPOHECH HOCHTE,

1.1.4.21. xapakTepucTUKa Ha WHCTaJMpaHaTa aBTOMATHKa, B T.4. aBTOMAaTU4YHA JETEKIIHsS Ha
TPENIKU U TOBPE/IH, ChOOIECHUS U MpaBuia 3a MOBeACHHUE, COPTyep HA ypeaa U ChbBMECTHMHTE C HETO
OTIepaIlMOHHU CHUCTEMH, Bb3MOXKHOCTH Ha copTyepa 3a paboTa B JIOKaTHa KOMITIOTHEPHA Mpexka, Habopa
OT mporpamu 3a paboTa, YII'bTBaHE 32 H300p Ha Mporpama, IpoIeAyPH 3a MPOorpaMHupaHe Ha MPOIIECUTE,
dopMa Ha M300paKCHUATA BHPXY JUCILICS, BH3MOXHOCTH 3a YIpPaBJIEHHETO Ha pamopra (MpoTOKoja),
BB3MOXHOCTH 3a W3BEXJaHE Ha WH(OpPMAIMS BBPXY TEPMO- W Jla3epeH MPHUHTEP, BB3MOXKHOCTH 3a
oOMEeH Ha JaHHHU, BBH3MOKHOCTH 3a apXHMBHpaHE WM 32 OTUYMTAHE B PEATTHO BpeMe Ipe3 JIOKalHa
KOMITIOTBPHA MPEXKa.

1.1.5. OcHoBHOTO TexHONOrM4YHO oOOopyaBaHe Ha LITX e nyOnmpano (He3aBHCUMO OT
Karairera My), KOETO OCHTYpsiBa MaKCHMaJlHa aBTOMAaTH3allMs Ha KPUTHYHHUTE 3a A00paTa MpakTHKa
oTepaIuu:

1.1.5.1. aBTOMaTHYE€H UMYHOXEMATOJIOTUYEH aHATN3aTOD;

1.1.5.2. aBTOMaTHuEH aHAIM3ATOP 32 CKPUHUHT Ha MapKepu HAa TPAaHCMHUCHUBHU UH(EKIHH;

1.1.5.3. aBTOMaTHUEH cenaparop 3a IapeHa KpbB;

1.1.5.4. mokoB ¢pusep;



1.1.5.5. cepBBDP;
1.1.5.6. (voBa - /IB, 6p. 35 ot 2018 r.) MuHyCcOBa Kamepa;
1.1.5.7. (woBa - JIB, 6p. 35 ot 2018 r.) TpoMOOMUKCED.

2. Unentudukanus Ha 000pyIBaHETO

2.1. Beceku ypen, ¢ KOMTO ce U3BbpIIIa cepusi OT npouenypu (mosede ot 1), uMa cBOi yHUKaICH
UJICHTU(UKAIIMOHCH HOMEp, KOWTO Ce perucrpupa BbpXy pamopra (IpoToKoia) 3a (HHAIU3MpaHEe Ha
Heromata padora.

2.2. IIpu OTKJIOHEHMsI B CTaHJapTa Ha OIPEJEIIeH eTall OT TEXHOJIOIMYHUSI MPOLEC €€ MOCTaBsAT
YHUKAJTHU WICHTH()HUKAIMOHHA HOMEpa M Ha BCHUYKU €IHOPOJHU CHOPBKEHHUS, KOUTO OMXa MOIJIU Ja
UMaT OTHOIICHHE KbM OTKJIOHEHHSTA B KAYECTBOTO HA PE3yNATaTa/lIPpOIyKTa.

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

3.1. Bceku ypen or oOoOpyaBaHETO HMMa THEBHHK, B KOWTO ce OTpa3sBaT, JaTupar M
CaHKIMOHHMPAT C NOJMUCUTE HAa U3IbIHUTEINTE!

3.1.1. nocraBsiHeTO;

3.1.2. uHCTaNanuATa;

3.1.3. moaroroBKaTa 3a €KCILIOATAIIHS,

3.1.4. HavanHaTa HACTPOIKa, pEryJIUpaHeTo, IPOBEPKUTE U BAIUUPAHETO;

3.1.5. TexHn4eckaTa MoAapHKKA 110 HHIUBHIyaTHA IIPOrpama;

3.1.6. npodunakTrKaTa Mo UHAUBHAYaJIEH TpaduK.

3.2. B mHeBHHMKa Ha BCEKH ypel OT 0OOpYABAaHETO CE€ PErucTpupa HAOIIOJICHHUETO, KOETO Ce
M3BBPILIBA 10 MHIUBUAyallHA IpOrpamMa 3a KaueCTBEH KOHTPOJI.

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

3.2.1. TexyumTe NPOBEPKHU HA HACTPOMKHUTE U PEryJUPaHeTO U U3IO0I3BAaHUTE METO/IH;

3.2.2. TexymuTe MPOBEPKH 3a BBH3MPOM3BOIUMOCT HA Pe3ylTaTUTE OT HEroBara paboTa H
U3I0JI3BAaHUTE KPUTEPHH (3a/1a/ICHH TTapaMeTpH, peepeHTHH 1 pabOTHH CTaHIAPTH U T.H.);

3.2.3. moBpemuTe, TPEHIKUTE W OTKJIOHEHHSTa B HACTPOHKUTE M BB3MPOM3BOJMMOCTTA HA
pe3yaTaTuTe U KOPUTHpAIUTE MEPKHU:

3.2.3.1. mompaBKUTE HA MSCTO WU CEPBU3EH PEMOHT;

3.2.3.2. HacTpoiikuTe, peryaupaHeTo, MPOBEPKUTE U BAIUIUPAHETO CJI€A TONPAaBKH WIIH
PEMOHTH;

3.2.3.3. KpuTepuuTe, M0 KOUTO € W3BBPILIEHO MPUEMAHETO Ha ypeJl Clie/l MONpaBKa, PEMOHT U
IIPEHACTPOMKa.

3.3. Ypenu 3a cbXpaHeHHME Ha KpbB, KPbBHM KOMIIOHEHTH, KPBBHH NpPOOM M J1aOOpaTOpHU
peareHTH.

3.3.1. Beeku ypen ot rpynata ($hpusep, XJIaIUTHAK, TPOMOOIMTEH HHKY0ATOP):

3.3.1.1. uma KamanuTeT, IPU KOMTO YCIOBHSTA HA ChXPAaHEHUE Ca ONITUMAITHH,

3.3.1.2. uma yCTpOWCTBO, KOETO OCUTypsiBa €IHAaKBa TeMIlepaTypa BbB BCHYKH TOYKH Ha
CKJIaJIOBOTO MY TIPOCTPAHCTBO;

3.3.1.3. o6opynBaH € ¢ BUANM TEPMOMETHP;

3.3.1.4. mompprka 3a1a/IeHaTa TEMITEPaTypa;

3.3.1.5. uma amapMeHa cucTeMa, KOSITO Ce aKTHBHPA TP TEMITEPATYPHO OTKIIOHeHHE > £ 2°C;

3.3.1.6. pa3monara ¢ HanMCaHW WHAWBUYAJIHU TpaBWIIa 3a MOBEJEHUE HA IEpcoHala IpH
MOBpE/Ia B 3aIIMCBAIIIOTO YCTPOHCTBO WIIM NIPH aKTHBUpPAHA ajapMa.

3.3.2. Beeku ¢pusep, XJaAWIHUK U TPOMOOIIUTEH HHKYOATOp 3a ChbXpaHEHUE Ha KPbB, KPbBHU
CbCTaBKM M KPBBHH NpPOOM pErHCTpHUpa TeMIeparypaTa Ha XapTHEH WIH eIEeKTPOHEH HOCHUTEI
HEMpPeKbCHATO.

3.3.3. Bcexu TpoMOOIIMTEH HHKYOATOP TOTbpKa 3a/1a/ieHaTa 4eCTOTa Ha pa3KIIaliaHe.



3.4. Ypenu 3a cemnapupaHe Ha KpbB, KPbBHU ChCTaBKU M KPHBHH MPOOM M HA EPHUTPOIUTH C
MIPOMHUBEH Pa3TBOP.

3.4.1. Beeku ypen 3a cemapupade (aBTOMaTHYEH cemapatop Ha KPbB M KPbBHH ChCTaBKH,
cemapaTopHa IIeHTpodyra 3a CakoBe C JIapeHa KpbB, JabopaTropHa 1eHTpodyra, aBTOMaTHIHA POMHBHA
HEHTPO(Yra 3a aHTUIIIOOYJIMHOB TECT):

3.4.1.1. e obopyzaBaH ¢ 000pOTOMEP M XPOHOMETHP 32 KOHTPOJ Ha YCKOPEHUETO, CKOPOCTTA U
CIIHPAHETO;

3.4.1.2. ocurypsiBa 3aJIaJICHUTE MapaMeTpH, B T.4. 32 YCKOPEHHUE, CKOPOCT U CIHPaHE;

3.4.1.3. uma aBTOMAaTHYHA JETEKIUSA Ha TPEIIKU WU TOBPEAH ChC CHOOIIEHUS 3a TEXHUSA
Xapakrep;,

3.4.1.4. uma aapMeHa CUCTEMa, KOSITO C€ aKTHBHpA MPU aBTOMATUYHA JIETCKIIHS Ha TPEIIKH U
MOBPE/IH,;

3.4.1.5. pa3nornara ¢ HanvMcaHW WHAWBUIYAJIHU TpaBWIa 3a IMOBEACHUE HA IEpCOHANA IPH
aKTUBHpaHa ajapma.

3.4.2. Besika cenapatopHa 1ieHTpo(yra 3a CakoBe C B3€Ta KPbB U KPbBHU HPOJIYKTH:

3.4.2.1. uMa BUIUM TEPMOMETED;

3.4.2.2. nonabpxa 3aaeHaTa TEMIEeparypa.

3.5. ¥penu 3a 3aroruisiae Ha KPbB, KPbBHU KOMIIOHEHTH M KPBBHH MTPOOH.

Bcekn ypen or rpymata (enekTpuyecka cCoupalia 3a 3aTOIUISHE Ha MPOTHYAIA [pe3
IacTMacoBaTa TphOMUYKa Ha KPBhBOITPEIHBAIlaTa CHCTEMa KPbB; BaHa 3a BOJHA OaHs, HHKY0aTop):

3.5.1. e 06opyaBaH C BUAUM TEPMOMETHP;

3.5.2. mogappika 3aaneHara TeMIneparypa;

3.5.3. uma anapMeHa cucTema, KOsITO ce akTUBHpaA MpHU TemrepaTypHo oTkiIoHeHue 1 °C;

3.5.4. pasmonara ¢ HamMCaHW WHAWBHIYAIIHW TpaBWIa 32 MOBEJCHHE HA TEPCOHANA IIPH
aKTHBHUpaHA ajapma.

Paznen IV
OCHOBHH M3HMCKBaHUS 3a YIPXHSIBAHE HA JCHHOCTUTE, PETIIAMCHTHPAHHU B 3aKOHA 3a KPBBTA,
KPBHBOJAPSBAHETO U KPHBOIIPEINBAHETO

|. U3uckBanus 3a HO,[[60p Ha JOHOPH U B3€MAHC HAa KPHB

1. ITonOop Ha nOHOPHU

ITpu noxdopa Ha KAaHAUAATUTE 3a JOHOPU CE ONpEAEs Jaly JHUILETO € B 100po 3/paBe, 3a Aa ce
3allUTH HErOBOTO/HEHHOTO COOCTBEHO 37paBe M [a C€ 3alllUTH PEHUIHEHTHT OT IpeJaBaHe Ha
3a00/IIBaHUSI WM MEAMKAaMEHTH, KOMTO Ouxa MOIJIM Ja ro yBpedsT. M3pbpmiBar ce cienHure
npoLeaypH 3a noaoop:

1.1. UssbpumBa ce mpoBepka B HHpopMmanuoHHata cuctema no EI'H 3a mpenmectBamu
B3€MaHHUs Ha KpbB, pe3yiATaTH OT M3CIEIBaHUS 3a KPbBHA Ipyna W TpaHCMHMCUBHU uHOekuuu. [Ipu
OTKJIOHEHHMSI B M3CJIEIBAHUATA OT MPEIIIecTBAIM B3€MaHUs Ha KPbB WJIM KPBBHU ChCTaBKU JIOHOPBT CE
OTCTpaHsIBa.

1.2. Ha BCHYKHM KaHIUAAT-IOHOPH C€ TMPENOCTaBs 3aTbDKUTEIIHO TMHUCMEHA WM YCTHA
uHpopMalKs Ha JOCTBIIEH 3a IMPOKaTa 0OIECTBEHOCT €3HUK 3!

1.2.1. ectecTBOTO Ha KpBBTA, MpOIEAypara IO B3eMaHe Ha KPBB, CHCTABKUTE, KOUTO CE
MoJTy4aBar OT IisJIa KpbB WM 4pe3 adepesa, U 3HAYSHUETO UM 3a MaleHTUTE;

1.2.2. mpuunHATE 32 U3BBPIIBAHE HA TPETJIe/I, B3eMaHe Ha aHAMHECTUYHHU JaHHU, H3CIICABAHNUS
Ha €JIMHHUIMTE W 3HaueHHWe Ha "WH(opMHUpaHO chriacue” (3a aJIOTEHHO W 33 aBTOJIOKHO B3€MaHE Ha
KPBB);

1.2.3. BB3MOXKHOCTTA 32 caMOOTJIaraHe, BPEMEHHO U MOCTOSTHHO OTJIaraHe, KakTo U MPUYUHHUTE



3aIl0 ONpPEENICHH JIHIla He TpsAOBa Ja 1aBaT KPbB WM KPbBHU ChCTAaBKH, aKO CHIIECTBYBA HAKAKBB PUCK
3a peuunueHTuTe (py aIOTEHHO B3EMaHE Ha KPbB);

1.2.4. Bb3MOXKHOCTTA 3a OTJIaraHe ¥ MPUYMHUTE 3al10 MpOoIeaypara 1o B3eMaHe Ha KPbB HsAMA
Jla ce U3BBPIIH, aKO ChUIECTBYBA 3[JpaBOCIOBHA OMACHOCT 32 YOBEKA, OMJIO KaTo JOHOP WM PEIUITUCHT
Ha aBTOJIOXKHA KPBB MJIM KPBBHH ChCTaBKH (IIPU aTOTEHHO B3eMaHe Ha KPHB);

1.2.5. mpuuuHHTE, IOPaIU KOUTO HIKOW JIMIIA HE TpsOBa /Ja JaBaT KpbB, KOETO OM MOTJIO Ja
YBpEIU 3[IPaBeTo UM,

1.2.6. ecTecTBOTO Ha MPOLEAYPUTE, CBBP3aHH C AITOTEHHO MJIM aBTOJO0XHO B3eMaHE Ha KPbBB, U
CBBpP3aHUTE C TSAX CHOTBETHU PUCKOBE; 32 aBTOJIO)KHO B3eMaHEe Ha KPbB BBH3MOXKHOCTTA aBTOJIOJKHATA
KPBB WIHA KPBBHU ChCTABKH J1a CE OKAYKAT HEIOCTATHYHHM 32 MPEATOIaraeMuTe HyKIM 32 MPeIIMBaHe,

1.2.7. Bb3MOXXHOCTTA JOHOPUTE Ja MPOMEHSAT HaMepeHUusiTa CH 3a JlaBaHE Ha KPbB Ipeau
3aloyBaHe Ha MpoIleaypara WM BB3MOXKHOCTTA 32 OTTEIJISTHE MM CaMOOTJaraHe Mo BCAKO BpeMe Ha
mpoleca Ha JaBaHe Ha KpbB, 0€3 U3JIMIIHO CMYILIEHHE WIH HEey100CTBO;

1.2.8. mpuunHUTE, TIOPaAX KOUTO € BAXKHO JOHOPUTE Ja MH(MOpPMHpAT OpraHHW3aIusaTa, B3ela
KpPBBTA, 32 BCSIKO MOCTEABAIIO ChOUTHE, TOPATHN KOETO BCSIKa B3€Ta MO-PaHO €AMHHIIA KPbB MOXKE J1a Ce
OKa’kKe HETOIXOJISIIA 32 PETUBAHE;

1.2.9. oTroBopHOCTTa Ha OpPraHU3AlMITA, B3eJla KPbBTA, Ja YBEJOMH JIOHOPA Ype3 MOAXO/ISII
MEXaHU3bM, aKO PE3YATATUTE ITOKA3BAT HAKOU OTKJIOHEHUS OT 3HAYCHHE 32 37paBeTO Ha JOHOPA,

1.2.10. 3amo HEW3NOI3BAaHWTE ABTOJOKHU CAWMHHUIM KPbB U KPBBHU CHCTaBKU Ie OBJaAT
OTCTPAHCHH U HsAMA J1a ObJIaT MPEJICTH HA APYTH NAIlMCHTH;

1.2.11. ye pe3yaTatute OT M3CieIBaHUATAa HA BUpycHU MapkepH, kato HIV, HBV, HCV umu
IPYTH BaXHU TPAHCMHUCHUBHH WH(EKIINH, e TOBEAAT JI0 OTCTPAHsIBAHE HA JOHOPA M YHHIIO)KABaHE Ha
B3eTaTa eANHMUIIA;

1.2.12. 3a BB3MOXKHOCTTA JIOHOPUTE J1a 3a]]aBaT BBHIIPOCH I10 BCIKO BpPEME;

1.2.13. 3a HEOOXOAMMOCTTA JIOHOPUTE, KOUTO HM3BBHPIIBAT MPO(DECHOHATHO WM JTIOOUTEICKU
PHCKOBH JIeiiHOCTH (MMMJIOTUPAHE HA CAaMOJICTH, YIIPABJICHUE HAa aBTOOYCH U BJIaKOBE, paboTa C KpaHOBE,
KauyBaHEe Ha IMOJBM)KHU CTHJIOM MM CKEJeTa, JeNTalllaHepH3bM, KaTepeHe W TMypKaHe), a M3dYakatr
Haii-manko 12 h nmpenu 1a ce BbpHAT KbM JCHHOCTTA CH.

1.3. Ot xaHaUAaT-AOHOPUTE 3aBIKUTEITHO CE B3eMa CiieIHaTa HHPOopMaIus:

1.3.1. nuYHU JaHHU 3a JOHOpA, KOWUTO IO YHUKAJEH HA4WH, 0e3 OMacHOCT 3a CrpelieHa
UJCHTUYHOCT, OTJIMYABAT JOHOPA, KAKTO U KOOPAUHATH 32 BPb3Ka C HETO;

1.3.2. nmaHHW 3a 3APaBOCIOBHOTO CBCTOSHWE W MHUHAJIM 3a00JIIBaHUS Ha JIOHOpA Ype3
MpeIoCTaBeHa JeKjapaius 3a 3paBOCIOBHOTO CHCTOSHHE M 4Ype3 JIMYHO HHTEPBIO, MU3BBPIICHO OT
KBTM(DUIIPAH MEIUIIMHCKA TIEPCOHAN, KOUTO BKJIFOUBAT BAYKHU JAHHU, KOUTO MOTAT Ja IMOMOTHAT 3a
UACHTU(QUIMPAHE U OTCSIBAHE HA JIUIA, YMSITO B3€Ta KPHB MOXKE Jla MPEACTaBIsABa PUCKOB (akTop 3a
APYTH JIAIA, KaTO BB3MOXKHOCTTA 3a IpeJaBaHe Ha WHQEKINH, WM OMACHOCT 3a 3[paBETO Ha CaMHTE
TAX.

1.4. JIoHOPBT ce MOANMMCBA BbPXY JACKJIApaNUATa 32 3/[PABOCIOBHO CHCTOSHUE, KAaTO C MOIUCA
CH YIOCTOBEpSIBa, Y€!

1.4.1. e mpouen u pa3Opai Mpe1oCTaBeHUTE My HH(POPMALIMOHHU MaTepUalH;

1.4.2. e uman Bb3MOXKHOCTTA JIa 3a/1aBa BHIIPOCH;

1.4.3. e moyTy4ns1 yAOBICTBOPUTEITHH OTTOBOPY Ha BCUYKH ITOCTABEHU BBHITPOCH;

1.4.4. e nan nucMeHo HH(GOPMHUPAHO CHITIACKE OT HETO J1a CE B3EME KPbB;

1.4.5. e Oun uHpOpMUpaH, B CIydauTe Ha aBTOJIOXKHO B3e€MaHe Ha KPbB, 32 Bb3MOXKHOCTTA
aBTOJIO’)KHATA KPHB WM KPHBHU CHCTABKHU JIa CE OKa)XXaT HEAOCTAaThUHU 3a MPEANOIaracMuTe HYXIU 3a
NpeJIBaHe,

1.4.6. e ymocroBepus, 4e MpeacTaBeHaTa OT HEro WHQOpMAIUs € BSPHA, JOKOJIKOTO MYy €
W3BECTHO.

1.5. [lexnaparnusita ce MOJIUCBA CHIO Taka OT MEAUIIMHCKHUS TIEPCOHAN, OTTOBOPEH 3a B3eMaHe



Ha aHAMHECTUYHH JIaHHU 32 JIOHOpa.

1.6. B mpuchCTBHETO Ha JOHOpA C€ MPEriexkaaT MOIMbJIHEHATa JeKIapalus, TOKyMEHTa 3a
nH(OPMUPAHO ChITIACHE U KPHBOJAPUTENICKATa KapTa.

1.7. VI3BbpuiBa ce pU3NUECKH Tperien:

1.7.1. onleHKa Ha BHHIIHASA BULI,

1.7.2. ouenka Ha 0OLIOTO CHCTOSIHUE,

1.7.3. u3mepBane Ha:

1.7.3.1. xppBHO HalsiTaHe - CHCTOJMYHOTO HalAraHe He TpsOBa na Haasumasa 180 mm
’KUBAa4deH CTHJI0, a quacTonngHoTo - 100 mm >xuBayeH cThi0;

1.7.3.2. mync - nomyctumute ctoiHocTH ca Mmexxay 60 u 100 ynapa B MunyTa,;

1.7.3.3. remneparypa - He TpsOBa aa Haapuiasa 37 °C;

1.7.4. npyru, 1o npeueHKa Ha JieKapsl Ha eKHUIla 3a B3€MaHE Ha KPbB.

1.8. Ompenens ce opueHTUPOBBYHA KPBBHA IPyIa U C€ U3MEpBa HUBO HA XEMOTJIOOUH.

1.9. IlogOopbT Ha AOHOpHUTE HA LA KPBB M KPBBHHM CHCTAaBKH C€ M3BBPIIBA IO CICTHHUTE
KpUTEPUU:

1.9.1. Kpurepuu 3a nogd0p Ha JOHOPH Ha I51a KPBB U KPBBHU CHCTaBKHU.

[Ipn u3KIIIOUNTENHU OOCTOSATENCTBA MHAWBHIYaIHU B3€MaHHUS Ha KPbB OT JOHOPU, KOUTO HE
OTrOBapsAT Ha CIICABAIIUTE KPUTEPHH, MOTAT Ja ObJAT pa3pelmieHd OT KBATH(PHUIMPAH METUIMHCKH
crenuanucT. Becuuku Te3u ciaydyan TpsiOBa 1a ObJaT SICHO JOKYMEHTHPAHHU.

CrenBamure KpUTEPUU HE CE OTHACAT JI0 aBTOJIOKHUTE B3€MaHUs HAa KPBB.

1.9.1.1. Bp3pacT u TEJIECHO TErJIO Ha JIOHOPHUTE

Bbapact 18 0o 65 rogmHu
[loHOp 3a NbpBY NbT o npeueHka Ha
Haa 60 roanHn nekaps Ha ueHTbpa
TenecHo >= 50 kg 3a AOHOPW Ha Lana KpbB U KPbBHA
Terno CbCTaBKMW, B3€TK Ype3 adepesa
1.9.1.2. HuBo Ha XeMOrJIOOMH B KpBBTa Ha JIOHOPA
XemornobuH 3a XeHu 3a Mbxe OtHacs ce 3a
OOHOPM Ha arnoreHHu
>= 125 g/l >= 135 g/l eQMHNLM Lana KpbB U
KPBbBHU CbCTaBKK

1.9.1.3. (mom. - JIB, 6p. 35 ot 2018 r.) KonuyecTBo GenThk B KpbBTa Ha JoHOpa (OTHACS ce 3a

JIOHOPHU Ha TU1a3Ma, B3eTa upe3 adepesa, U ce U3CIie/iBa MOHE BEJHBK T'OJTUIITHO)

AHanuabT Ha 6enTbk 3a JOHOPU Ha Nna3ma, B3eTa

Bentbk >= 60 g/l ypes adpepesa, ce U3BbLPLUBA NOHE BEAHBX

roAMLLIHO

1.9.1.4. (non. - /1B, 6p. 35 ot 2018 r.) Bpoii TpombouMTH B KpBBTa Ha JA0HOpa (OTHACS ce 3a

JIOHOPH Ha TpOMOOIIUTH upe3 adepesa)

TpomboumnTn Bpon TpombouunTn M3unckeaHo HMBO 3a
Nno-rofisiM Unu paBeH OOHOpY Ha Tpombo-
Ha 150 x 10(9)/I LMTK Ypes adepesa

1.9.2. Kpurepuu 3a oTiiaraHe Ha JOHOPH Ha IsU1a KPbB U KPBBHH ChCTaBKU

W3cnenBanusita ¥ MEpUOIUTE Ha OTiIaraHe, 0003HAUYeHH ChC 3Be3anuka (*), HE ce M3MCKBAT,
KOTaTo eIMHUIIATa CE U3MOJ3Ba eAMHCTBEHO 3a TIoJyYaBaHe Ha 1a3Ma 3a (hpakiuoHHpaHe.

1.9.2.1. Kputepuu 3a NOCTOSTHHO OTCTPaHSIBAHE HA JOHOPH HA AJIOTCHHU CMHHIIH

CbpaeyHo-CcbaoBo KaHamaaT-aAoHopy ¢ akTUBHO UMM MUHAno
CEpPUO3HO CbP/IeYHO-CBH0BO 3abonsaBaHe, ¢

3abonsiBaHe W3KMIOYEHWE Ha BPOAEHN aHOManun ¢ MbIHO
n3nekyBsaHe

3abonsiBaHe Ha AHaMHECTUYHW laHHW 32 CepUO3HO 3a

LeHTpanHara GonsiBaHe Ha Li.H.C.

HEepBHaA cuctema




TeHaeHUUs KbM
abHOPMHO KbpBeEHE

KaHDMJJ,aT-D,OHOpI/I C aHaMHeCTU4YHU
OaHHW 3a Koarynonatugd

MoBTapswm ce enn-
304M Ha CMHKON
UM aHaMHECTUYHU
OaHHW 3a
KOHBYIICUN

Opyrn 0CBEH KOHBYINCUW B 1E€TCKA Bb3-
pacT unu Korato ca MvHanu roHe

TPV FOAWHU OT NOCNEAHOTO fevyeHne
C aHTUKOHBYNcaHTK 6e3 enu3oau Ha
KOHBYICWU

CuctemHu 3abons-

BaHWS Ha racTpo-
WHTecTMHanHaTa c-Ma,
reHuToypeTpanHa c-Ma,
XEMaTonornyH1, UMYHOIOTUYHN,
MeTabonuTHU, 6bBpeyHn nnm
auxatenHu sabonsBaHus

KaHamaaT-4oHOpM CbC CEPUO3HO aKTUBHO,
XPOHWYHO WM PEKYPEHTHO 3abonsBaHe

Onabet AKO ce nekyBa C MHCYMUWH
NHdekunosHm Xenatut B, ocseH 3a HBsAg oTtpuua-
3abonsBaHus TENHW Nuua ¢ aHTuTena cpewy HBsAg
Xenatut C
HIV-1/2
HTLV I/l
bBabesnasa*
Kana Asap (BvucuepanHa navwmanmasa) (*)
TpunaHo3omumasa Kpysu (6onect Ha Yarac)(*)
3nokayecTBeHU OcBeH in situ KapuWHOM U MbIHO U3-
3abonsBaHus nekyBaHe
TpaHCMUCHBHY Jlvua c pammnHa aHamHesa, KOSTO 1
CMOHIMPOPMEHM nocTaBss Nof OnacHOCT OT pasBuTme
eHuedanonatum Ha TCE, unu nnua, KouTo ca nony4n-
(TCE) (hanp. 60- nv npucagka oT porosumua unv aypa
nect Ha maTtep, Unm KouTo ca bunm nekysaHm

Creutzfeldt Jacob,
variant Creutzfeldt
Jacob)

B MUHaANoOTo C meankamMmeHTu, N3roT-
BEHWN OT YOBELLKWN MUTYUTApPHU Xne-
3n. 3a variant Creutzfeldt Jacob mo-
rat ga 6baart npenopbyaHn OoNbII-
HUTENHWN NpeanasHn Mepkn

WHTpaBeHo3Ha (IV)
WU MHTPaMYCKyI-
Ha (IM) ynotpeba
Ha HapKoTULWM

BcsakakBu aHaMHeCTUYHU faHHu 3a [V
unun IM npnemaHe Ha HenpeanucaHu

OT nekap HapKoTULK, BKITHOUNTENHO
CTEPOUAM UM XOPMOHM 332 6oamMbungnHr

PeunnmeHTun Ha KCEeHOTpaHCcn1iaHTaTun

CeKcyanHo Jlnua, uneto CeKcyarsiHo nosegeHune
' NoCTaBda Noa BUCOKA ONacHOCT OT I'IpI/ID,O6VIBaHe
noeegeHune Ha TeXKn I/IHCbeKLLVIO3HI/I oonecTtun, KOUTO MoraT aa

ce npedagart ypes KpbB

1.9.2.2. Kputepuu 3a BpeMEHHO OTJaraHe Ha JIOHOPU Ha aJOreHHa KPbB

1.9.2.2.1. (zom. - 1B, 6p. 37 ot 2016 r., u3m. - 1B, 6p. 35 ot 2018 r.) Uudekiuu

[TpoabIXUTENTHOCT HA IEPUO/IA HA OTJIaraHe

Cnen mH(peko3HO 3a00sBaHe KaHAWAAT-TOHOPHUTE CE€ OTJIAraT 3a MOHE JBE CEAMHIH CIe[
I'BJIHOTO KIIMHUYHO BH3CTAHOBSIBAHE.

He3zaBucumo OT TOBa CIIeHUTE TMIEPHOIN HA OTJIaTaHE CE OTHACAT 32 MH(EKIINUTE, TPEICTaBEHN
B Tabnumara:

2 roAvHK cneq aataTta Ha MbfHOTO
Bb3CTaHOBSABaHEe

2 rovHu crnej AaTtarta Ha AokasaHo M3fnekyBaHe
2 roavHV crnej AaTtarta Ha AokasaHo MUafekyBaHe

Bpyuenosa (*)

OcTteommnenut
Q Tpecka (*)




Cudomnuc (*)

1 roguHa cnepn gaTtaTa Ha JoKa3aHOo U3nekyBaHe U
npu oTpuuaTteneH pe3ynrtart OT n3cnegBaHe 3a
aHTUTPENOHEMHU aHTUTena. AKO pe3ynTaTbT €

NONOXNTENIEH, JOHOPDBT Ce OTCTPpaHABa 3aBMUHArum ot

AapsaBaHe Ha KPbB

Tokconnasmo3sa (*)

6 Mecela cnej gaTtata Ha KMUHUYHO
Bb3CTaHOBABAHE

TyGepKynosa 2 rogvHu cref gatara Ha JoKasaHo U3rekyBaHe
2 rogvHu crepf gatarta Ha npeycTtaHoBsiBaHe Ha
PeBmaTtnsbm CMMNTOMUTE, OCBEH NPU Hann4dmne Ha XpoHN4YHO

CbpaedyHo 3abonsiBaHe

Temnepatypa > 38°C

2 ceamuum cnep gatarta Ha npeycTtaHoOBsiBaHe Ha
CUMIMTOMUTE

Mpmnonogo6Ho
3abonsBaHe

2 ceamuum cnep npeycraHoBaBaHe Ha
CUMIMTOMUTE

Manapus (*)

- nua, konTto ca
XuBenu B obnact

C Manapwsi 3a
HenpekbCcHaT nepuog
oT 6 meceua npes
KOWTO 1 fa e nepuoa
OT XXMBOTa Cn

Morat aa 6baaT gonycHaTu kaTo Ao-
HOpW, aKo pe3ynTaTbT OT Banuanpax
MMYHOJIOrMYEH TECT 3a aHTUTeNa cpe-
LYy ManapunHusa napasvT, U3BbpLUeH
noHe 4 mecela cnea nocrnegHoTo no-
celleHne B manapuiHa obnacr, e oT-
pulaTteneH. AKO TECTbT € MOJIoXM-
TeneH, JOHOPBbT Ce OTCTpaHsBa 3a-
BMHArn ot JaBaHe Ha KpbB. AKO He €
M3BbPLUEH TECT, JOHOPBLT CE OTCTPa-
HsiBa 3aBMHAru oT faBaHe Ha KpbB

- nua c aHamHe-
CTUYHM JaHHK 3a
npebonenysaHe ot

manapus

3 roAuHK cnep NpeycTaHoBsIBAHE Ha
NEYEHNETO 1 NPU NUnca Ha CUMMTOo-
mun. [lonyckaT ce [0 AaBaHe Ha KpbB
CamMo aKo pe3ynTaTbT OT UMYHOIIOTUYEH UMK
MOJIEKYNSIPHO-reHOMEH TeCT e oTpuuaTeneH

- BescumntTomHm
noceTUTenu Ha

eHAeMNn4Hn 30HU

6 Meceua crieq HamnyckaHe Ha eHae-

MUYHaTa 30Ha, OCBEH aKo pesynTa-

TbT OT UMYHOTOTUYEH UM MOMEKYMAPHO-TEHOMEH
TEeCT e oTpuuaTteneH

- lnua c aHamHe-
CTUYHWN OaHHU 3a
Hep,marHocmumpa-
HO TPEeCKaBo CbC-
TOsIHME Mo Bpeme
UNn B paMK1Te Ha

6 MeceLa crnej noceLleHne Ha

eHgeMn4Ha 30Ha

3 roagnHn cneg npeycraHoBABaHe Ha
CUMMTOMUTE; NEPUOABLT MOXKe Aa
O6bae HamaneH Ha 4 meceua, ako pe-
3ynTaTtbT OT UMYHOJIOTMYeH Unn
MOINEKYNAPHO-FEHOMEH TECT € OTpU-
uateneH

West Nile Virus

(WNV) (*)

28 OHuW cnep HanyckaHe Ha obnactu

C npoabsrkaBawo npegasaHe Ha WNV Ha xopa,
OCBEH aKo KpbBogaputenart e uscnensaH ¢ NAT
TECT U pe3ynTaTbT € oTpuyarteneH

1.9.2.2.2. Uznarane Ha onacHOCT OT NpH100KMBaHe Ha MH(EKIMsI, TpeaBaHa upe3 KPbB

- EHpockoncku npernea c OrtnaraHe 3a 6 meceua
bnekcmbenHn MHCTPYMEHTHU unu 3a 4 meceua npu

- OnpbckBaHe Ha nuraBunLUn ycroBswue, ye pesynTa-
KpbB Mnun yboxaaHe ¢ urna TbT oT NAT TecT 3a

- [llpenuBaHe Ha KPBbBHU CbC- xenatut C e oTpuua-
TaBKun TeneH
TpaHcnnaHTauusa Ha TbKaHW UKW KNeTKU OT YOBELLIKM
npounsxoa



- Tlonama xupyprus

- TatympoBka nnv 60annUPCuHr
AKYNyHKTYpa, OCBEH aKO He € U3BbpLUEHa OT

- kBanudmumnpaH npodeCMoHaNUCT CbC CTEPUITHU UMM
3a efHOKpaTHa ynoTtpeba
Jlvua, nognoXxeHn Ha oNacHOCT Nopaau AoOMalleH
KOHTaKT ¢ nvua ¢ xenaTtut B

Jlvua, yneto noBegeHNe nnu OTnaraHe crnepg npeycra-

aKTMBHOCT M1 nogsiara Ha onac- HOBSIBaHEe Ha PUCKOBOTO

HOCT OT NpmMaobuBaHe Ha UH- noesegeHue 3a nepuog ot

dekumo3Ho 3abonsiBaHe, KOETO Bpeme, onpegeneH ot
BbMNPOCHOTO 3abonsiBaHe u ot

MOXe fa ce npefage ypes KpbB HanUM4MeTo Ha NnoaxoasLm
TEecToBe

1.9.2.2.3. Umynuzamnuun

ATeHIOUpPaHn BUpYCH 4 ceammum
n GakTepum
WNHakTnBupaHu/youtun supy- Bes otnaraHe npu no6po 3apa-
cu, BakTepum unm pukeTcum BOCITOBHO CbCTOsIHME
Tokconam Bes otnaraHe npu [obpo 34paBOCNOBHO CbCTOSIHUE
BakcuHa cpelty xenatut A Bes otnaraHe npu no6po 3apa-
unu xenaTtut B BOCITOBHO CbCTOSIHME W HSIMA KOHTaKT C BUpyCUTe
Esic Bes otnaraHe npu [obpo 34paBOCNIOBHO CbCTOSHUE
N HSIMa KOHTaKT ¢ BMUpyca
AKO UMYHM3aLMATa € U3BBbPLUEHA Cref KOHTaKT C
BMpYCa, NEPMOABLT Ha OTNaraHe e eHa rogunHa
BakcuHu cpewyy Tick-borne bes otnaraHe npu gobpo 3gpa-
encephalitis BOCITOBHO CbCTOsIHME U 6€3 KOHTaKT
1.9.2.2.4. (u3m. - JIB, 6p. 35 ot 2018 r.) /Ipyru npuyuuHM 32 BPEMEHHO OTJIaraHe
BEpeMEeHHOGCT 6 Mecela crep paxaaHe Unv npekbcBaHe Ha GPEMEHHOCT, OCBEH
Npu U3KNYUTENHN OBCTOSTENCTBA M NO NpPELIEHKa Ha fiekap
Manka xupyprus Enna cegmuua
Crtomaronoruy- Manku maHunynauum, U3BbpLUEHN OT CTOMaTONOT -
oTnaraHe o crnegpawms aeH (NB: BageHe Ha 310, n3nbneaHe Ha
HO feveHune

KaHanu 1 Apyro CXOA4HO NIeYeHre ce npMemMa 3a Masnka Xupyprus)
B 3aBMCMMOCT OT eCTECTBOTO Ha NIEKAPCTBA, Ha4nHa UM Ha
AencTBMe 1 nekyBaHoTo 3abonssaHe. MNpenopbysa ce LITX 1
OTX Aga u3roTBsiT CNUCHK C YECTO U3MON3BaHM flekapcTBa u
npaeuna 3a oTXBbprsiHe Ha JoHopwW. [loHopuW, npuemailm
npeanucaHy nekapcTea 1 0CobeHo TakMBa C AoKa3aH
TepaToreHeH edekT, Aa 6baaT OTCTpPaHABaHU OT AapsiBaHe 3a
onpeferneH Nnepmoa B 3aBUCUMOCT OT hapMaKOKUHETUYHUTE
CBOWCTBA Ha JfiekapcTBara

JlekapcTBeHU NpoayKTy

1.9.2.3. Otnarane nopaau ocobeHa enuaeMuyHa 00CTaHOBKA

OcobeHa envpge- OTnaraHeTo € CBbp3aHo C ennaeMmno-
MuonornyHa ob- nornyHaTa obcrtaHoBka (TakuBa oTna-
cTaHoBKa (Hanp. raHusi cnegsa ga 6vaaT cbobLaBaHm
B3pVB OT UHeK- OT KOMMNeTEeHTHUTe BnacTun Ha Espo-
uun) nerickata KoMncus ¢ ornepn Ha npea-

nprvemMaHe Ha MepKM oT 06LHOCTTa)

1.9.2.4. (u3m. - IB, 6p. 35 or 2018 r.) Kpurtepuu 3a oTiaraHe Ha JOHOPHU Ha aBTOJOXXKHHU
e IMHUIIH
Cepuo3HO CbpaeyHo B 3aBMCHMOCT OT MSICTOTO 3@ B3eMaHe Ha KpbB




3abonsaBaHe
Jlnua ¢ aHaMHeCTNYHH JleuebHUTe 3aBeeHUA nsrpaxxgaT npasuna 3a
OaHHW Ha: aBTONOXHO AaBaHe Ha KpbB OT Takuea nuua
- xenatuT B ocBeH 3a
HBsAgQ oTpuuaTenHu nuua ¢
aHTuTena cpewy HBsAg
- xenatut C
- HIV-1/2
- HTLV I
AkTuBHa 6akTepunanHa nHdexkumns

1.10. JIonbJIHUTEIIHY U3UCKBAHMS KBM JIOHOPH HAa KPBBHU ChCTABKH upe3 adepesa

1.10.1. Jlonopute Ha KpBbBHU CBCTaBKH upe3 adepe3a TpsOBa a OTroBapsAT Ha BCHYKH
W3HUCKBAHUS, OMIPENICIICHH 32 JOHOPHUTE Ha II51a KPBB.

1.10.2. He ce monyckat a0 adepesa KaHIuIaT-TOHOPH C JAaHHU 3a:

1.10.2.1. aGHOpMHM KPHBOTEUCHUS,

1.10.2.2. 3aapbkKa Ha TeYHOCTH (0COOEHO aKo ce IpeAroIara npuiaraie Ha KOpTUKOCTEPOUIN
u/WITM M3MOI3BaHEe Ha TUIA3MO3aMECTBAIIU Pa3TBOPH);

1.10.2.3. ymorpeba Ha MEIUKAMEHTH, CHIBpPXKAIIKA alCTHJICATUIIMIOBA KHCEIHHA, TMpe3
nocieAHUTe 5 THU Tipeau TpombormTodepesa,;

1.10.2.4. cromarinu 3abossiBaHus (B Clydail Ha U3MOJI3BaHE HA KOPTHUKOCTEPOHIH);

1.10.2.5. HexenaHu peakIiy Mo BpeMe Ha MPeIIIeCTBAIIN B3eMaHMsI Ha KPbBHU ChCTaBKH.

Cren u3BBbpIIBaHE HA 1M000pa KaHIUIAT-TOHOPHT CE HACOYBA 332 B3EMaHE Ha KPbB MM KPbBHU
ChCTaBKH.

2. (u3m. - 1B, 6p. 37 ot 2007 r., u3m. - /IB, 6p. 35 or 2018 r.) B3emane Ha kpbB

KbM B3eMaHe Ha KpbB WJIM KPbBHHM CHCTABKH C€ NPHUCTBIIBA ClIE]] NPOBEXKJAaHE HAa BCUYKHU
NPEIBUICHN B CTaHAapTa MPOLEAYPH, M3CICABAHHMS W MEIUIIMHCKH TpErJieja, M3BBPUICH OT JeKap.
B3emaneTo Ha KpbB ce M3BBpPIIBA B CUCTEMH OT CTEPHJIHH cakoBe, npurexasamy CE mapkupoBka B
CBHOTBETCTBHE CHhC 3aKOHA 32 MEIUIMHCKHTE m3ienus. KpbB ce B3eMa B CTallMOHAPHU CTPYKTYpU Ha
ITX, mHOronpoguiHu OOJHUIM 3a aKTHBHO JieueHue ¢ pazkputo OTX u oT MOOMIHM €KUM Ha Te3U
Je4eOHNU 3aBEICHUS.

2.1. JIuuero, KOETO KOMIUIEKTYBa JOKYMEHTalusATa 3a JOHOpa M IOJIrOTBS CAaKOBETE 3a
KPHBOB3EMaHe, Cria3Ba ClieJIHATa ITOCIIeA0BATEITHOCT:

2.1.1. xoMmIIeKTyBa JOKYMEHTAIHs, ChAbpKaIlla MOMBIHEHN (HOpMH 3a:

2.1.1.1. uadopmMupaHo chIriIacue;

2.1.1.2. nexnapanus 3a 34paBOCIOBHOTO ChbCTOSIHUE,

2.1.1.3. xapra Ha JOHOpa, CHIbpXKAlla pPE3yITaTUTE OT MEIWIIMHCKUS Tperjel HU OT
na0opaTOpHUTE U3CIIEABAHNS,

2.1.1.4. nu4Ha KpHBOJAPUTENICKA KapTa (32 BCEKH JIOHOP MPHU IMMBPBOTO B3EMaHE HA KPBB WU
KPBBHH ChCTABKH);

2.1.1.5. unentudukanus Ha B3eTaTa eAMHUIA KPBB WM KPhBHU ChCTABKH;

2.1.2. mpoBepsBa cakoBeTe 3a HaJIMUue Ha Ae(eKTy;

2.1.3. eTuKeTHpa CaKOBETE;

2.1.4. moaroTBsl M e€THKETHpa Hal-MaJIko IBa KOHTEWHEpa 3a B3eMaHE Ha CATEIMTHU KPHBHH
npodu U UJIeHTU(DUIIIpPA CAMOJIMYHOCTTA Ha JOHOPA.

2.2. BzemaHeTO Ha KPBB € U3BBHPIIBA B CHOTBETCTBHE ChC CTAHIAPTHA ONEpaTHBHA TPOIIETypa
OT MEJIUIIMHCKA CecTpa, MpeMHuHana o0ydyeHHe B LEHTHP 3a TPaHC(HY3HMOHHA XEMATOJIOTUS U MOTydYHuIia
cepTH(UKAT 3a TOBa, KaTO ClIa3Ba cjeIHaTa MOCIeIOBATEITHOCT:

2.2.1. npaBu maTeIHa MPOBEPKA 3a MMBIHOTO CHOTBETCTBUE MEXIY CAMOJIMYHOCTTA Ha JOHOpa
U €TUKETUTE, TOCTAaBEHH BHPXY CaKa M KOHTCHHEPHUTE,



2.2.2. OATOTBA MSCTOTO 3a BEHEMYHKIMS MO TOYHA, CTaHAapTU3WpaHa MpoIeaypa, KaTto
MOJrOTBEHUAT YYacThbK He TpsiOBa na ObjJe OKOCBaH OT MPBCTUTE Ha Oleparopa, Hpeau Aa Obie
BbBEJICHA UIJIaTa BbB BEHATA,

2.2.3. W3BBpIIBA BEHEMYHKIMS,; WIJIaTa TpsOBa Ja IMOMagHE BHB BEHATa NPH ITbPBHS OIUT;
JOIYCTHMO € J]a C€ M3BBPIIN BTOPA aCENTHYHA BEHEITYHKIUS ¢ HOBA UIJIa HA HOBO MSCTO;,

2.2.4. ocurypsiBa OJXOMSIIO Pa3MECBaHE HAa KPbBTA C aHTHKOATyJIaHTa BbB BCHUKU €Talu Ha
KPBBOB3EMAaHETO, KaTO CJIEIH 3a CICAHOTO!

2.24.1. xorato KpbBTa 3allOYHE Ja Tede, TpsAOBa BenHAra Ja BiE3e B KOHTAKT C
KPBBOKOHCEPBHUPAILUS Pa3TBOP H Ja ce pa3MecH 100pe;

2.2.4.2. IOTOKBT HA KPBBTA JIa OB/ MOCTATHYHO CHJICH M HEMPEKbCHAT, B WICATHHS CIIydan
B3EMaHETO HAa €JHa eJWHMIA IsUla KpbB He TpsOBa jga npoawmkaBa mosede or 10 min; ako
KPBBOB3EMAaHETO MPOIBIDKH MOoBeYe oT 12 MiN, KpbBTa HE Ce M3I0JI3Ba 3a MOJyYaBaHe Ha TPOMOOLIUTECH
KOHIICHTpAT; aKO KPbBOB3EMAaHETO HPOJBIDKH MoBede OT 15 min, miasmara He ce W3MON3Ba 3a
NpeIrBaHe WIK MPUTOTBSIHE HA (PAaKTOPHU Ha ChCHPBAHETO;

2.2.4.3. ako nipu adepesa ce mpeKbCHE MOTOKBT MO BpeMe Ha MpolleypaTa, eIMHUIATa HE ce
M3M0J3Ba 32 (PpaKkIMOHMpaHE HA JTAOWIHM IUIa3MEHU OCNTHUU WU 3a MOJy4yaBaHE Ha TPOMOOLIMTHH
KOHIICHTPATH,

2.2.4.4. xoraTo pa3MecBaHETO C€ W3BBHPIIBA PHUHO, CAKBT C KPBB ce 0OpbiIa Ha Beeku 30 - 45
S; KOraTo ce M3I10JI3Ba aBTOMaTHYHO pa3MecBaHe, ce mpuiiara 1o0pe cTaHiapTU3upaHa CUCTEMA,

2.2.5. ciieu 3a KOJIMYECTBOTO KPBB B Caka, KaTo MPHU JOCTUTAHE Ha 00eMa Ha €HO CTaHJIapTHO
B3E€MaHe Ha KPbB IPEYCTaHOBSBA B3€MAHETO;

2.2.6. B3eMa KPbB B NPEIBAPUTEIIHO CTUKETUPAHUTE KOHTEHHEPH AMPEKTHO OT CHCTEMAara 3a
KPBBOITYCKaHE ITOCPEIICTBOM aaIiTop;

2.2.7. mo BpeMe Ha OTIEISIHETO HAa HANBJIHEHHS CaK OT JOHOpa 3aTBaps e()EeKTUBHO
TpBOMYKATa, KATO BEHAra cjeJ] TOBa M3TJIACKBa HAITBJIHO ChIbP)KaHHETO Ha TPHOWYKATA B CaKa;

2.2.8. poBepsiBa ETUKETHPAHETO HA CakKa, CaTCIUTHUTE KPBBHH NMPOOM M MIEHTHYHOCTTA HA
JOHOPA 32 ChOTBETCTBHE HA ETHKETUTE;

2.2.9. mocTaBs eIMHAIIATA TIPH MTOIXOIAIIA TEMIIEPaTypa Ha ChbXpPaHCHHE.

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

2.3.1. narata, HoMepa Ha JapsBaHETO, UACHTHU(PHUKALNSI U aHaAMHE3a Ha JJOHOPA;

2.3.2. nmarara, HOMepa Ha JapsBaHETO, WACHTU(UKAIMS M aHaMHe3a Ha JOHOpa 3a BCSIKO
HEYCHEIIHO JapsiBaHe ¢ MPUYMHUTE 3a HEeycIleXa Ha JIapsBaHeTo;

2.3.3. CIUCHK Ha OTXBBPJICHUTE JOHOPH C TIPUIMHUTE 32 TOBA;

2.3.4. IbJIHU TOAPOOHOCTH 32 HACTHIIMIIM CTPAHUYHH PEaKIMU IIPU B3€MaHE Ha KPbB;

2.3.5. 3a moHopH Ha adepesa: obem Ha B3eTaTa ChCTaBKa, 00eM Ha mpepaboTeHaTa KpbB, 00eM
Ha 3aMeCTBAIlMs Pa3TBOP U 00EM Ha aHTUKOAryJaHTa.

2.4. KonnyecTBa B3eTa KPbB H KPHBHH CHCTABKH M MHTEPBAJIM MEX/Ty B3€MaHUSATA!

2.4.1. llana xpbB

24.1.1. EnHo cTaHJapTHO B3eMaHe Ha IU1a KpbB € paBHo Ha 450 ml = 10 % 06e3
aHTHKOAryJaHTa.

2.4.1.2. OtHetusaT o0eM KpBB IO BpeMe Ha €JHO B3eMaHEe Ha Isjla KPbB HE TpsiOBa 1a
HazBumana 13 % or obema Ha HMpKyIUpaliata KpbB; TO3M 00eM ce M3YHCIsABA OT I0JIa, pbCTa U
TETJIOTO Ha JIOHOpA 10 TabJIUIa ChIIIACHO MpHiIoxkeHue Ne 2.

2.4.1.3. Tlpu BCSKO CTaHAapTHO B3e€MaHE Ha KpbB ce B3eMa M KpbB B obem 10 45 ml B
CaTeIMTHU XEPMETHU3UPaHU CTPYBETKH 3a M3CIICABaHE HAa SAMHULIATA KPBB.

2.4.1.4. Ot MBKeTEe JOHOPU KPHB MOXKE J]a c€ B3eMa JI0 S5 IbTH B €/IHA KaJeHAapHa roJMHa, a
OT JKEHHTE - 4 IHTH; HHTEPBATHT MEXKY JBE TIOCIIECJOBATEIIHNA B3€MaHUsI Ha KPBB € He Mo-Mairbk oT 60
THU.



2.4.2. Adepesa

2.4.2.1. HabmoieHneTo U MEAUIIMHCKUTE TPIDKU 332 JOHOPHTE Ha adepe3a ce U3BBPIIBA OT
JIeKap, MPEMHUHAJ Mpe3 CIeUATHO 00yUeHHe 3a adepe3Ha TEXHHKA.

2.4.2.2. OcBeH B U3KIIIOUUTEIHH CITy4al, KOUTO CE PEIlaBaT OT OTTOBOPHUS JIEKap, JTOHOPUTE
Ha aepesa TpsiOBa Ja OTrOBapsIT HA M3UCKBAHHATA 32 JIOHOPH Ha IIsi1a KPhB.

2.4.2.3. BzemaneTo Ha 1m1a3Ma ce U3BBPINBA Ype3 anaparHa miazmadepesa.

2.4.2.4. Jlonopute He TpsAOBa Ja ce mojjarat Ha adepe3Hu Mpoleaypu MoBeUYe OT BEAHBXK Ha
nBe cenqMUIM. [Ipy U3KITI0UUTEHN 00CTOATENICTBA U 110 PELICHHE HAa OTTOBOPHUS JIEKap TO3U WHTEPBAI
MoOKe J1a O'b/ie IPOMEHEH, HO CIICIHUTE YKa3aHHs U MAaKCUMAaJIHK 00eMu TpsiOBa Ja ObJIaT Clia3eHU:

2.4.2.4.1. 06m0TO KOJIMYECTBO IUIA3Ma, OTAEICHA 3a €Ha I'OAMHA, HE MOXKe [a Haasuiasa 15 [;

2.4.2.4.2. 00IOTO KOJIMYECTBO IIIa3Ma, OTAEJIEHA 3a €IHA CEIMUIIA, HE MOJKE 1a HaJIBHUIIaBa
€/IMH JIUTHD;

2.4.2.4.3. npu nurica Ha 00EMHO 3aMECTBaHE OT €UH JOHOP IpH eaHa adepe3Ha mpoueaypa He
TpsiOBa 1a ce B3eMa nosede oT 650 Ml aHTHKOarysMpaHa maa3ma; ako MOJYYCHHUAT IPU €IHA IpoIieIypa
o6em HaaxBwpist 600 - 650 Ml, ce ocurypsiBa moaXomAII0 3aMeCTBaHE Ha 3arydarta Ha TEYHOCTH;

2.4.2.4.4. 3arybara Ha epUTPOUUTH He ce gomycka na HaasumaBa 20 ml epurpouuten
KOHIICHTPAT Ha CeIMUIIA,;

2.4.2.4.5. yaTEpBATBT MEXKIY €AHA TuTazMadepe3Ha U eaHa NUTOdEepe3Ha MpoIeaypa U eIHO
B3eMaHe Ha Isi1a KpbB TpsiOBa 1a Ob/e Haii-Mainko 48 h; uHTepBaIbT MEKIY B3eMaHe Ha 1is1a KpbB (Min
HEYCIICIIHO BPbBIAHE HA OTICICHUTE CPUTPOIIMTH NpU adepesa) u mocieasama agepesna nporeaypa e
Hail-MaJIKo JBa Mecela.

2.4.2.5. JlonbTHATETHA U3UCKBAHUS 3a JJOHOPH Ha mia3zmadepesa

2.4.2.5.1. U3cnenBane Ha 001 CepyMEH WU TUIa3MEH OENTBHK - OOMIMAT OENTHK HE TpsAOBa Aa
Obe nmo-uucwk ot 60 g/l. ToBa u3cienBane TpsiOBa 1a ce MOBTAPs HA MOAXOISIIM HHTEPBAIU, HO MTOHE
BEIHBX T'OJIUIITHO.

2.4.2.5.2. Ilpu noHOpH, KOUTO C€ TOJyIaraT Ha riazMadepesa Mo-4ecTo OT BEAHBXK Ha JBE
CeIMUIIM, TpsiOBa Ja ce KOHTpOJHMpar HuBata Ha oOmmwms Oentbk. OcoOeHO BHMMaHHWE TpsiOBa Ja ce
o0pBIIIa IpU PSA3KO CHaJilaHe Ha HUBATa Ha OOUIHs OENTHK, JOPH KOTaTo ca B pAMKUTE HAa HOpMAaTa.

2.4.2.6. 3a pyTMHHO OCUTypsiBaHE Ha TPOMOOLIMTEH KOHIEHTpaT 4pe3 adepesa JIMLETO He
TpsiOBa J1a ce Tojyiara Ha mporeaypaTa mo-4ecTo OT BEAHBXK Ha 2 CEMHIIM; B CIy4ad Ha creruduyHa
HLA/HPA uwmrodepe3a MHTEpBAIBT MOXKE Ja C€ peaylupa Mo MpeleHKa Ha JieKaps, PbKOBOICII
nporieypara.

2.4.2.7. Bcexu ToHOp MOke Ja ObJe BKIIOUEH B TPHU UTO(Epe3HU UKbBIIa B TEUCHHUE HA €/IHA
TOIMHA, KaTO MHTEPBAIBT MEXK/Y JIBa MTOCIIEIOBATEIIHH IUKBJIa € MUHUMYM JIBa MECEIa.

2.4.2.8. Tlpu amapatHata nuTodepe3a 00eMbT Ha KpbBTa, IPEMHUHANA MIPE3 anapara, He MOXe
7la HAAXBBPIS 00eMa Ha IUPKYIHpAIaTa KPbB.

2.4.2.9. nTepBanbT MEXKAY B3eMaHE Ha IIsU1a KPHB U B3eMaHe Ha JIB€ €AMHUIIM €PUTPOIUTEH
KOHIICHTpaT HE MOXe Ja OBbJe Mo-Mal’lbKk OT 3 Mecela; MHTEPBaTbT MeXIy adepe3a Ha 2 eTUHHUIN
€pUTPOLIUTEH KOHIIEHTPAT U B3€MaHe Ha AMHMIIA 1s71a KPBB TpsiOBa a ObJie HE MO-MaIbK OT 6 Mecela;
o0IiaTta roaumIHa 3aryba mpy B3eMaHe Ha epUTPOIUTEH KOHIICHTPAT He TPsOBa a PEeBUIIaBa MPUETHS
o0eM 3a JOHOpH Ha IIs1a KPBB.

2.4.2.10. Tlo mperieHKa Ha JieKap MOXKE Jla ce MpHUeMe MO-KpaThK WHTEPBAT 3a B3eMaHe Ha 2
€IMHUIIA EPUTPOLIMTEH KOHIICHTPAT MPHU aBTOJIOKHA adepesa.

2.4.3. B cnywante, xorato upe3 adepe3Ha IMpoleaypa ce B3eMa B €IWH LUKBI IUIa3Ma,
TPOMOOIUTH W/MJIM EPUTPOIMTH, OOUIMAT O00EM Ha MOJYYCHUTE IUIa3Ma, TPOMOOIMTEH KOHIIEHTpPAT
u/WIM  epUTPOIIUTEH KOHILEHTpaT He TpsOBa na Hamsumasa 600 ml. AnexBatHo 3amecTBaHe C
1a3Ma3aMecTUTeNn TpsAOBa na ObJe OCHUTYpEeHO, aKO YHUCTHSAT 00eM Ha KPHBHUTE CHCTaBKH, B3E€TH B
paMKHUTEe Ha €UH IUKBII, Haasuimasa 600 ml.

2.4.4. VIzuckBanus Ipu epuTporuTodepesa Ha IBe SAMHHUIM EPUTPOIIUTEH KOHIIEHTPAT:



2.4.4.1. noHOpPBT TPsIOBA J1a ©Ma U3YHUCIICH KpbBeH 00eM Hax 5 ;

2.4.4.2. XeMOTJI00MHBT, ONpeNeNieH Npean B3eMaHeTo, TpsOBa aa Obne Hax 140 g/l wm 8,7
mmol/l (muaumanen xemarokpur Hax 0,42);

2.4.4.3. 3a Ge3omacHOCTTa Ha JOHOpa TpsiOBa Ja ce BHUMaBa XEMOIJIOOMHBT Jla HE CHaja IMoJ
110 g/l;

2.4.4.4. 3a aBronoxkHa adepeza Ha 2 €IUHUIM CPUTPOIMTCH KOHIICHTPAT IO MpEIEHKa Ha
JIeKapsi MOTar Jia ce IOIyCHAT MO-HUCKM HUBA Ha XEeMOTJIO0MHA.

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

1. myHOXEeMaToJIOrnyHaTa JUAarHOCTHKA M JUAarHOCTHKATa 332 MapKepH Ha TPaHCMUCHBHU
MH(EKIH Ha B3eTaTa KPbB M KPBBHH CHCTABKH ce M3BBbpuIBa chriaacHo Hapenba Ne 18 ot 2004 r. 3a
YCIIOBHSATA M Pela 3a M3BBPIIBAHE HA IUATHOCTHKA, NpepabOTBaHE M ChbXPaHEHHE HA KPbB M KPHBHU
ChCTaBKHU M KauecTBO Ha KpbBTa oT BHOC (Hapenba Ne 18 ot 2004 r.).

2. JlmarHocTMKaTta Ha B3eTaTa KPbB U KPBBHHU CHCTABKH 32 MapKepH HA TPAHCMUCHBHU
nH(peKnu ce u3BbpIBa B cnenuanuzupanu sadoparopur Ha HIIXT u L{TX, ppbKOBOACHHU OT JIEKap ChC
crienuanHoCT (MM CrICIHATU3UPAI) TpaHCHY3MOHHA XEMAaTOIOTHS.

3. ImyHOoXeMaToJIOTHYHATa JUATHOCTHKA Ha B3eTaTa KPhB M KPHBHU CHCTABKU CE U3BHPIIBA B
crenuanu3upain umyHoxematojoruunu jadoparopun Ha HIXT u LUTX, ppkoBogeHH OT jJeKap ChC
crienuanHoCT (MK CrIeIHATU3UPaIl) TpaHCHY3MOHHA XeMAaTOIOTHSI.

4. OtunTaHeTO U HHTEpIIPpETAlMATAa HA PE3YJITATUTC OT KMYHOXEMATOJIOTMYHUTC HU3CJICABAHUA
CC U3BbHpHIBAT OT JICKAp C IIPpH3HATA CICOHUAJTIHOCT IIO TpaHC(i)Y?»I/IOHHa XEMAToJIorusa Hin
CricuaJInu3rpai TpaHC(l)Y?;I/IOHHa XeMartoJjiorusd € HEC IO-MaJIKO OT TpU IOAWHU HCHOPCKBCHAT TPYAOB
CTaX B ClICHUAJIN3MPAHA UMYHOXCMATOJIOTUYIHA na60paTopI/I;1.

5. (mom. - /IB, 6p. 35 ot 2018 r.) [lonycka ce oTYMTaHe HA KPBBHHUTE IrpymH oT cuctemara ABO
u Rh (D) antureH m OT Jekap ¢ HE MO-MAJKO OT €JHA TOJHMHA TPYAOB CTaX B CICHUATU3UpPAHA
MMYHOXEMATOJIOTHYHA JlabopaTtopust W OT OHOJIOT, MpUTEeKaBall CepTUPHUKAT 3a JOMBIHUTEIHA
KBaJTU(PUKAIHS [T0 UMYHOXEMATOJIOTHSI.

6. JIabopaTtopunTe BOJAT TOKYMEHTANMs 3a IIOCTOSTHHO O0y4eHMEe Ha MepcoHasa, IPOBEPKH Ha
YMEHHUATAa Ha IMepcoHala, MOJAPHhKKa U KaInOpupaHe Ha eKUIHMPOBKAaTa, KOHTPOJ HaJ YCIOBHUATA 3a
ChbXpaHEHHE Ha MaTEepUAJINTE 3a U3CIIEIBAHE U U3II0JI3BAHUTE PEarcHTH.

7. (u3m. - JIB, 6p. 37 ot 2007 r., u3m. - JIB, 6p. 35 ot 2018 r.) 3a auarHocTvika Ha JapeHaTa
KPBB C€ M3MOJI3BaT CaMO MEAMIIMHCKHU u3aenus, nputexasaim CE MapkupoBka.

8. KauecTBOTO Ha IMAarHOCTHUKATa CE OCUTYpsIBa Upe3 CIECTHUTE MEPKH:

8.1. eXeHEBHHM BBTPENIHM Ka4eCTBEHH KOHTPOJIM, TOKPHBAIIM KAKTO PEAarcHTUTE, Taka |
METOAMTE; MpPEeAH JONMyCKaHe Ha MapTUAMUTE 3a ynoTpeda ce M3BBPIIBAT KOHTPOJIHM M3CIEIBAHUS 3a
YyBCTBUTEIHOCT, CMEUU(PUUHOCT, BB3MPOU3BOJAUMOCT WU JAPYTH, B 3aBUCUMOCT OT KOHTPOJUPAHUTE
peareHTy;

8.2. BHHIIHM KOHTPOJH 32 Ka4eCTBO, B YACTHOCT MOTBBPIKJIABaHE Ha MOJOXHUTEITHHUTE TPoOH,
KOETO Ce U3BBPIIBA B crieruanu3upanute sadoparopun Ha HIXT;

8.3. mepuomMYHM BBTPEIIHU TPOBEPKH 4Ype3 TaHEIH OT CEePyMH WM TECT EpPUTPOIHUTH,
IIOJATOTBEHHU CIIPSIMO ONPEAEIEHU CTaHIAPTH;



8.4. 3aIBJDKUTENIHO y4yacTHE INOHE BEJHBK TIOAMIIHO BbB BBHIIHU IPOBEPKM HA YMEHHUSATA,
OpraHU3MpaHu OT crenuanuzupanute nadoparopun Ha HIIXT.

9. (u3m. - /IB, Op. 35 or 2018 r.) Cneuuaiu3upaHurte J1aOOpPaTOPUHM 3a JUATHOCTUKA Ha
TPAaHCMHCUBHU MH(EKIUH Ha JapeHaTa KPbB:

9.1. yyacTBar akTHUBHO B ChOMpaHE ¥ aHATU3 HA CMUJICMUOJIOTHYHY JaHHU 32 Pa3lPOCTPAHCHUE
Ha TPaHCMUCHUBHH WH(EKIMH Cpe/l JOHOPUTE Ha KPBB HAa HAI[MOHAIHO HUBO KAaTO YacT OT CUCTEMaTa 3a
TpaHc(y3HMOHEH HA30D;

9.2. moxaBpKAT CEPOTEKa ChC 3aMpa3eHH MPOOW HA BCHYKH HM3CIICABAaHH JIOHOPH HA KPBB U
KPBBHU ChCTaBKU 3a IEPUO/] HE MIO-MAIBK OT 6 Mecela ciiel 1aTara Ha aapsiBaHe karo 4act ot 00k back
HpOLEIypUTE OT CUCTEMaTa 3a TpaHC()y3HMOHEH Ha30p.

1. M3uckBanug 3a HMYHOXEMATOJIOTHYHA JUArHOCTHKA Ha MallUCHTHU

1. (u3m. - JIB, Op. 35 or 2018 r.) MmyHOXeMaToJOrHYHATA THArHOCTHKA Ha MAIUECHTUTE €
CBHBKYITHOCT OT U3CJICIBAHHUS, LIEIISIIIIN:

1.1. (u3m. - [IB, 6p. 35 ot 2018 r.) onpeaensHe Ha aHTUTCHUTE Ha KPHBHUTE KIIETKH;

1.2. noka3BaHe Ha aHTUTENA, CICHUPUIHO HACOUYCHN KbM aHTUTCHH HAa KPHBHUTE KIICTKH;

1.3. u3ciieziBaHe Ha PEAKIIMHUTE MEXIYy aHTUTCHUTE HA KPBBHUTE KICTKH U CICUU(DUIHUTE UM
aHTHTENA.

2. (m3m. - JIB, Op. 35 or 2018 r.) IIpouenypure, U3MOA3BAaHU TP UMYHOXEMATOJIOTHUHHUTE
M3CIJIEIBAaHMS, MMAT Pa3JIMYHU MMPUEMIIUBH BapuaHTu. CrieriuuIHOCTTa U YyBCTBUTEIHOCTTA HA BCEKU
BapHuaHT TpsAOBa Ja Ob/ie BaTMAMPaHa B JIAODOpATOpUATA WK Jla € JI0Ka3aHa 4ype3 MyOInKyBaHU JaHHU B
APYTH 1a00paTOPHH.

3. MunuMmanHuTe KpUTCpUH, 3AJICTHAJIM B CTaHAAPTA, TpH6Ba Ja C€ cla3Bar OT BCHYKHU
na60paT0p1/m, KOHUTO M3BHBPHIBAT HMYHOXCMATOJOIMYHA AWATrHOCTHUKA HaA MNAOWMCHTH MW MOraTr naa
MOCIYKaT pru aKpeaAuTalnuAaATa UM.

4. (m3m. - JIB, Op. 35 or 2018 r.) MmyHOXeMaTONIOrMYHA JUATHOCTHKA HA TALMEHTH Ce
M3BBHPIIBA B OPraHU3alMOHHNATE CTPYKTYpH 1o pasaen I, t. 1.1, 1.2, 1.3, 1.4, 1.6.

5. M3uckBaHus 3a KOMIIETEHTHOCT 32 M3BBHPIIBAaHE HA UMYHOXEMATOJIOTHYHA JHArHOCTHKA Ha
MaleHTH.

5.1. ”MyHOXEMaTOJIOTUYHA JIMATHOCTHKA HA MAIMEHTH C€ OCHIIECTBSABA OT JIAOOpaHT, OWoIIoT
WJIM JIeKap, OTroBapsIIly Ha M3UCKBAHUATA, TocoueHu B pazzen |, 1. 3.1, 3.3 u 3.4;

5.2. oTyMTaHe W WHTEPIpPETAIWs Ha PE3ylTaTd OT MMYHOXEMATOJOTWYHA JUAarHOCTHKA Ce
U3BBPIIBAT OT CHEIHATUCTUTE, TTOCOUYEeHU B pasaen 4eTBspTH, T. |l "M3uckBaHus 3a AuarHocTuka Ha
B3€Ta KPbB".

6. bBa3oBa xapakTepucTMKa Ha MecTara 3a YIpPaKHSABaHE Ha JCHHOCTHTE, CBBP3aHH C
MMYHOXEMAaTOJIOTHYHATa TUarHOCTHKA Ha TAMEHTH:

6.1. MecTara 3a HU3BLPIIBAHE HA UMYHOXEMATOJIOTUYHA JUArHOCTUKA Ha MAlMCHTHU Tpr6Ba Ja
OTroOBapsT Ha OCHOBHUTE CAaHUTAPHO-TEXHUYECKH yCI0BUs, AaaeHu B paszen I, 1. |;

6.2. OCHOBHM W3HMCKBaHHMs KbM amaparypata B JabopaTopuuTe 3a HMYHOXEMAaTOJOTMYHA
JMarHOCTUKA!

6.2.1. maboparopuute TpsOBa 1a pasmoiarar ¢ JOCTaThbueH Opoil XJIaTMIIHUIM U (pH3epH,
KOWTO J1a TMO3BOJISIBA Pa3/IEIHOTO ChXpPAaHEHHE Ha MPOOUTE 3a M3CJIEBAaHE U HA TECT-PEarcHTUTE;



XJTaIWITHUIIATE TpsiOBa J1a moaAabpkaT Temreparypa ot +2 o +8 °C, a ¢ppuzepure -20 °C u 1Mo-HUCKH;
Te TpsibBa Ma OBJAT CHAOAEHU C TEPMOMETPH M TEMIIeparypaTa Jla ce OTYMTa Hal-MajJKo J[Ba IBTH
JTHEBHO; OTUETCHUTE TEMIIEpPAaTypH TpsiOBa Ja ce PErUCTPHpAT B MPEIHA3HAYCHU 3a IIeNTa JHEBHUIIH;
MPEMOPBHUNTENTHO € U3MOI3BAHETO HA XJIQAWIHHIIM, CHAOCHH ChC 3alMCBAIIA TEPMOMETPH U aJapMeHa
CHCTEMa; HE3aBUCHMO OT HAJIMYMETO Ha 3aIMCBAlIM TEPMOMETPU € HEOOXOJMM BTOPH TEPMOMETHP B
XJIQIUITHUKA;

6.2.2.TepMocTaTUTE W BOAHUTE OaHW TpsOBa Ja ca C BB3MOXKHOCT 3a MOJIbP)KAHE Ha
temneparypa ot 37 1o 56 °C; Te TpsOBa na ObnaT cHaOJeHM C TEPMOMETPH W TeMIIepaTypara Ja ce
OTYHTa HA-MaJIKO JiBa ITbTH THEBHO; OTYETCHUTE CTOMHOCTH Jla C€ OTpa3sBaT B MPEIHA3HAYCH 32 IeJITa
THEBHUK; TPEIMOPBUYUTEIHO € Ja ObJaT CHAOJEHU C YCTPOWMCTBA, KOUTO OTYUTAT ITOCTOSTHHO
TeMIepaTypara ¥ BpeMeTO Ha MHKYOaIus;

6.2.3. naboparopHure meHTpodyru TpsOBa Na ca ¢ BH3MOXKHOCT 3a 3aJaBaHE Ha CIICIHHUTE
PEKUMU Ha IEHTpOodyrupaHe:

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 CHAOAEHW C JIAOOPAaTOPHU LEHTPO(Yrd 3a MPOMHUBAHE Ha
EPUTPOIIHTH.

6.2.4. umepcuoHeH u/unu Ha30BO-KOHTPACTEH MUKPOCKOIT;

6.2.5. maGopatopHaTta amapaTypa TpsOBa Ja TO3BOJIIBA PEAOBHO XWTMEHHO IMOYHMCTBAHE U
ne3uH(eKIHs;

6.2.6. nmaboparopusita TpsOBa na cmas3Ba, MpocieasBa W JIOKYMEHTHpA IapamMeTpuTe Ha
000pyBaHETO, ChOOPA3HO M3MCKBAHUSATA 32 CHOTBETHATA araparypa M yKa3aHUsATa Ha IPOU3BOIUTEIS;

6.2.7. nabopaTtopusiTa TpsiOBa J1a ch3Aaje yCcIoBHS 3a NpodUIaKTHKA, PEMOHT U KamuOpupaHe
Ha araparypara.

6.3. OCHOBHY M3MCKBaHHS KbM MEIUIIMHCKH WHBEHTAP, KOHCYMATHUBU:

6.3.1. (u3m. - JIB, 6p. 35 or 2018 r.) BUABT HA MEAMIIMHCKUS HHBEHTAp TPsAOBA J1a € ChOOpa3eH
C M3IOJI3BAHUTE B JIAOOPATOPHSITA TEXHUKU M METOJIH;

6.3.2. (u3m. - JIB, Op. 35 or 2018 r.) OposT 1a € B ChOTBETCTBHE C OpOS HA U3BBPIIBAHUTE B
naboparopusTa u3CIeABaHMUs,

6.3.3. (u3m. - /1B, Op. 35 ot 2018 r.) HE3aBUCHMO OT BHa HA U3IOJ3BAHUTE TEXHUKH U METOH
B Jaboparopusra TpsOBa J1a € HATMYEH UHBEHTAap, HEOOXOAUM 3a U3BBPIIBAHE HA KIACUYECKUTE METOIU
B MaHyaJiHa TEXHUWKA. TUIOYKH 3a OnpeeisiHe Ha KpbBHU Ipynu ABO; enpyBeTKH, MpeAMETHH CTHKIIA,
MUTIETH, TEPMOCTAT, IEHTPODYTH;

6.3.4. (ot™m. - /IB, 6p. 35 o1 2018 1.)

6.3.5. (ot™. - /IB, 6p. 35 o1 2018 1.)

6.3.6. (or™m. - /IB, 6p. 35 o1 2018 1.)

6.3.7. (ot™. - /IB, 6p. 35 o1 2018 1.)

6.3.8. (or™m. - /IB, 6p. 35 o1 2018 1.)

6.3.9. (ot™. - /IB, 6p. 35 o1 2018 1.)

6.3.10. (ot™m. - /IB, 6p. 35 oT 2018 1.)

6.3.11. (or™. - 1B, 6p. 35 oT 2018 1.)

6.3.12. (ot™m. - /IB, 6p. 35 oT 2018 1.)

6.3.13. (ot™. - 1B, 6p. 35 oT 2018 1.)

6.3.14. (ot™m. - /IB, 6p. 35 oT 2018 1.)

6.3.15. MaTrepuanbT, OT KOUTO ca M3padOTeHU MEAWIIMHCKUTE M3/ENus, He TpsAOBa /1a BIU3a B
peaknus C W3MOJI3BAaHUTE TECT-PEareHTH WM W3CIEABAaHM MPOOH; B CIIydauTe, KOraro Te ca
MpeHa3HauYeH! 32 MHOTOKpaTHa yrnoTpeda, MaTepuarbT TPSOBa Ja MO3BOJSBA XUTHEHHOTO H3MUBAHE U
Ne3nHQEKITHS,

6.3.16. xoHTeliHepH 3a OuosoruueH MaTepuai ( 3a OMacHU OTHAIBIIH);



6.3.17. mamyk;

6.3.18. ouHT;

6.3.19. ppkaBuIM 32 €THOKpATHA yroTpeoa;

6.3.20. crupt wim ne3uH(EKTaHT 3a KOXKa - IMOAXOJSIl 32 IMOYMCTBAHE Ha MSICTOTO Ha
BCHEITYHKITHS,

6.3.21. muenm npenapartu 1 1e3uHPEKTaHTH 32 PBIIC;

6.3.22. ne3uH(pEeKTaHTH 3a T0JI0BE, pPAaOOTHHU TOBBPXHOCTH, araparypa ¥ MEIAUIIUHCKH
WHBEHTAp;

6.3.23. MuemuTe npenapatu u Ie3uHPEKTaHTH TPsIOBa 1a ObJaT chOOpa3eHU C MPHIIOKEHUETO
UM U He TpsOBa J1a BIM3aT B PEaKIHsl C U3IMOJI3BAHUTE HH BUTPO JUATHOCTUYHH MEIULMHCKH H3ICTHUS U
u3cieIBaHUTE IPOOH; He TpsiOBa J1a ca KOPO3UBHU, IPA3HEUIN U AJIEPTU3UPAIIIH.

7. KpbBHUTE mpoOH, IpeAHa3HAUYCHH 32 MMYHOXEMATOJOTMYHA JWArHOCTHKA Ha IAIMeHTH,
TpsiOBa 12 OTroBapsT Ha U3MCKBaHUATA, mocoyeHu B Hapen6a Ne 18 ot 2004 r.

8. (mom. - JIB, Op. 35 or 2018 r.) MH BUTpO IHArHOCTUYHHUTE MEIUIIMHCKUA H3ICIHUS,
npeJHa3HAuYeHH 33 WMYHOXEMATOJIOTHYHA JIMarHOCTHKA Ha TMAaIMeHTH, TpsOBa Ja OTroBapsAT Ha
u3nckBanusaTa, mocoueHn B Hapen6a Ne 18 or 2004 r., wi. 9, mpunoxenne Ne 1, u ma mmar CE
MapKUpPOBKa.

9. AHanWTUYHM TNPUHLUUIOMN 3a W3BBPIIBAHE HAa MMYHOXEMATOJOTHYHUTE M3CIECABAHUSA Ha
MAIMEeHTH:

9.1. onpenensHe Ha KPBBHM Ipynu oT cucremara ABO:

9.1.1. xpeBHU rpynu oT cucreMaTa ABO Ha mamyeHTu ce ONpeieisT MPU BCAKO MOCTHIIBAHE B
Je4yeOHO 3aBeJICHHUE B CIlydauTe, KOraTo ce JIONyCcKa €BEHTYaJIHO KPbBOIPEIMBAHE B X0a Ha JIe4eOHUs
IIPOLIEC;

9.1.1a. (moBa - JIB, 6p. 35 or 2018 r.) He ce OTHACS 3a MAIMEHTH C TaJlaCEMHUS U 3a MAI[HEHTH C
XEMaTOJIOTHYHU 3a00JIsIBAHUS, MTPH KOUTO €KEMECEYHO Ce Hajlara M3BBpIIBaHE Ha KPHBOIPEINBAaHE B
€/IHO U CBIIIO JIe4yeOHO 3aBE/ICHHUE,;

9.1.2. kpwBHHUTE Tpynu oT cuctemata ABO ce ompenensT Ha BCUYKH OpEeMEHHH JXEHH IPH
peructpupane Ha 6pemennoctTa (10 - 16 recrarioHHa CEIMHUIIA);

9.1.3. kppBHHTE TpynH OT cuctemara ABO ce onpenensat Ha BCHYKH HOBOPOJICHH, POJICHH OT:

9.1.3.1. Rh (D) oTpumarensu Maiku;

9.1.3.2. mMaiiku ¢ yCTaHOBEHHU B TIeproO/ia Ha OPEMEHHOCTTAa KIMHUYHO 3HAYMMH aHTHTENA,

9.1.3.3. mpu ycraHoBeHa B nepuoja Ha 6pemeHHocTTa ABO KpbBHOTPYIOBa HECHBMECTUMOCT
MEXy MaiikaTa U OMOJIOTUYHUS Oama;

9.1.4. xpbBHHU Tpynu oT cuctemata ABO ce onpenesnsT mo KpbCTocaH METOJl, KOWTO BKIIIOYBA
CIIETHOTO:

9.1.4.1. uscnenBaHe Ha EPUTPOLUTUTE AHTHUIEHH C €IUH KOMIUJIEKT TECT-PEareHTH aHTH-A,
anTu-B n anTH-A+B 1im anTH-AB 0T eIMH N3TOYHUK;

9.1.4.2. uzcnenBane Ha aHTU-A M aHTH-B aHTHUTEeNaTa ¢ €MH KOMIUIEKT TECT-€PUTPOLIUTH A,
A2, B u O oT eqnH N3TOYHHK;

9.1.4.3. onpenensHeTo Ha KPBbBHU Ipynu oT cucremara ABO Ha HOBOpoOJeHM W jena Jo
6-MeceyHa BB3PACT C€ M3BBPIIBA YCIIOPEIHO CaMO C TECT-pEareHTH aHTH-A, aHTH-B u anTH-AB,
MOJIy4YEeHHU OT JBa U3TOYHUKA,

9.14.4. npu HechBNAJCHHUE HA pE3YATATUTE OT OPUEHTUPOBBYHOTO W OKOHYATEIHOTO
u3cieBaHe Ha KPbBHU TPYNU Ha aHTUreHuTe oT cucreMata ABO He ce m3naBa pe3ynTar; U3HCKBa ce
HOBA KpbBHA Mpo0a OT NAIHEeHTA;

9.1.4.5. (noBa - /IB, Op. 35 ot 2018 r.) moarpynure Ha A 1 AB KpbBHU Ipynu ce OnpeaensirT



NIPH HAIMYKE Ha KIIMHUYHO 3HAaYMMHU aHTH-Al aHTHTENa y Ipuemaress.

9.2. Onpenensue Ha Rh (D) antures:

9.2.1. Rh (D) auturen ce ompemenas Ha BCHYKHM IAIIMEHTH IPH IIOCTHIIBAHE B JIEYCOHO
3aBeJICHHE B CIy4anTe, KOraTo Ce J0MyCcKa EBEHTYAIHO KPhBOIIPEIMBAaHE B X0/[a Ha JICYEOHHS ITPOIIEC;

9.2.1a. (moBa - JIB, 6p. 35 or 2018 r.) He ce OTHACSA 3a MAIMEHTH C TaJaCEeMHUsS U 3a MAI[HEHTH C
XEMaTOJIOTHYHU 3a00JIIBaHUs, IPU KOUTO €KEMECEUHO C€ Hajara M3BbpIIBaHE Ha XeMOTpaHc(hy3us B
€JIHO U ChIIIO JIeYeOHO 3aBEJICHHE,;

9.2.2. Rh (D) anTuren ce ompenens Ha BCHYKH OpPEMEHHHU >XCHU TNPH PETHCTPHpaHE Ha
opemennocrra (10 - 16 recranroHHa ceMUIIA);

9.2.3. Rh (D) anTuren ce onpeaemnsaT Ha BCUYKA HOBOPOACHH, POJICHH OT:

9.2.3.1. Rh (D) orpuniateaHu Maiku;

9.2.3.2. Maiiku ¢ yCTaHOBEHHU B IIeproJa Ha OPEMEHHOCTTA KIMHUYHO 3HAYMMH aHTHUTEA,

9.2.3.3. npu ycraHoBeHa B nepuoja Ha OpemeHHocTTa ABO KpBBHOTPYIIOBa HECHBMECTUMOCT
MEXy MaiikaTa u OMOIIOTHYHUs Oama;

9.2.4. uzcnensanero ce u3pbpuBa ¢ antu-Rh (D) tecT-pearenr:

9.2.4.1. npu OTpUIATENICH PE3yATaT U3cieaBaHeTo ce noraps ¢ autu-Rh (D) tect-pearent or
JPYT U3TOYHHK;

9.2.4.2. npu NOTBBPKIABAHE HA OTPUIATEIIHUS PE3yITAT MAMEHTHT ce onpenens karo Rh (D)
OTpPHIIATEJICH;

9.2.4.3. (noBa - JIB, 6p. 35 ot 2018 r.) npu NOJOXKUTEICH AUPEKTCH aHTUIIIOOYIMHOB TECT
(rectr ma KYMBC) Ha manueHtd ce HampaBd RNh-KOHTpos 3a MOTBBbp)KIaBaHE HA IOJIOKUTEITHHUSI
pesynarar 3a D anTures;

9.2.4.4. (noBa - JIB, 6p. 35 ot 2018 r.) u3noas3Bar ce pearent 3a Rh-KoHTpoOII, peIaranu OT
(bupMHUTE IPOM3BOANTENN Ha U3IIOJI3BAHUTE aHTHU-/] TecT-peareHTH.

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

9.3.1. (u3m. - /IB, 6p. 35 ot 2018 r.) onpenensuero Ha C,c,E,e-anTurenn ce u3BbpIIBa Ha
MAIlMCHTH, HAa KOUTO NPEACTOSIT MHOTOKPAaTHH KPBBOIPEIMBAHUS TI0 TPEICHKA Ha CICIUATUCT
TpaHC(Y3HMOHEH XEeMaToJIOT;, IAlMeHTH C TallaCeMHs, XEMOTJIOOWHO3H, 3JI0Ka4eCTBEHH XEMOIATHH,
AaBTOMMYHHU XEMOJIMTHYHU aHEMHH, JIela OT )KEHCKH T0J1, OpEMEHHH | KCHU BHB (epTHIIHA BH3PAacT;

9.3.2. m3cinenBaHeTo ce M3BBHPIIBA ¢ MoHOcmenuduanu aHTH-C, aHTH-C, aHTH-E, aHTH-¢ M
antu-Kell recr-pearentu.

9.4. U3cnensaHe Ha epUTPOLIMTHHU aHTUTeHU H3BBH cuctemute ABO, Rh u Kell:

9.4.1. wmscnenBaneto Ha eputpouutHu aHturenn m3BbH ABO, Rh u Kell-cucremure ce
M3BBPIIBA 0 MpPElEHKa Ha JeKap, CHEIHaINCT 10 TpaHC(hy3MOHHA XeMaTOoJIOTHs; Haii-4yecTo ToBa ca
CIydanTe, KOraTo ce Hajara npesMBaHe Ha KPbB M KPBBHH ChCTaBKH M0 aHTUTEHHA (POPMYIIa;

9.4.2. uzcnenBaHeTo ce U3BBPIIBA C TECT-PEArCHTH, CIICIIU(PUIHH 32 OTPEICTSIHUTE AaHTUTECHU.

9.5. U3cnenBanus 3a ThpCeHE Ha aHTUEPUTPOLIUTHU aHTHTENA!

9.5.1. (mom. - IB, 6p. 35 or 2018 r.) u3cnenBane 3a THPCEHE HA AHTUEPUTPOLIMTHU AaHTUTEIIA CE
U3BBPIIBA HA BCHYKHM MAIMEHTH, Ha KOWUTO TPEACTOM KPBHBONpPEIMBAHE, M HA BCHYKH MAlUCHTH C
MIPE/IIIECTBAIIN KPhBOTIPEIINBAHUS,

9.5.2. uscieaBaHeTo BKIIFOYBA CIIEJHUTE METOIH:

9.5.2.1. (u3m. - JIB, Op. 35 ot 2018 r.) nupeKTeH aHTUIIIOOYJIMHOB TECT C MOJHCIEIH(UICH
aHTUTJIOOYJTMHOB CEPYM; MPH MOJIOKUTENIEH Pe3yNTaT ce padoTH ¢ MOHOCTIEIU(DUIHH aHTUTIIO0YTUHOBU
CepyMHU 3a OIpe/IeIisTHE IMYHOTTIO0yTMHOBHS Kilac Ha (PUKCHpaHWUTE aHTUTENA;

9.5.2.2. MHIMPEKTEH aHTUIIIO0YJIMHOB TECT € MOJUCTIENU(PUYEH aHTUTTIO0YIIMHOB CEPYM,;

9.5.2.3. arnyTMHaNMOHEH H €H3MMEH TeCT WJIH JPYI'H TECTOBE C EKBHUBAJICHTHA
qYBCTBUTEIHOCT;

9.5.3. (m3m. - JIB, 6p. 35 or 2018 r.) npu MalMEHTH C MPEIIICCTBAIIA U MPEACTOSIIN
KPBBOIPEIMBAHUS U3CIIE/IBaHE 32 aHTUEPUTPOLIUTHU AHTUTENAa C€ M3BBPIIBA MO CXEMa, Ha3HAUYeHa OT



CTIEIUATNCT TpaHC(Y3NOHEH XEMAaTOoJIOT, WITH:

9.5.3.1. (u3m. - JIB, 6p. 35 or 2018 r.) mpu mpeimecTBaIO0 KPbHBONPEINBAHE, U3BBPIICHO
pe.Iu:

9.5.3.1.1. (u3m. - /IB, Op. 35 ot 2018 r.) ot 3 1o 14 aHM, KpbBHATA Mpoba TPsIOBA 1a OblIe B3eTa
24 gaca npeay KpbBOIIPEIUBAHE,

9.5.3.1.2. (u3m. - JIB, 6p. 35 or 2018 r.) ot 14 no 28 nuu, KpbBHaATa Mpoba TpsOBa 1a ObJIC
B3eTa /2 4aca npeau KpbBOIPEIUBaHE,

9.5.3.1.3. (u3m. - JIB, 6p. 35 ot 2018 r.) ot 28 nuu a0 3 mecerla, KpbBHATA MPOOA MOXKE Ja
ObJIc B3eTa JIO eHa CeAMMIIA TIPEH KPBBOIPEIHBAHE,

9.5.3.2. (oM. - /IB, 6p. 35 ot 2018 1.)

9.5.3.2.1. (orm. - /IB, 6p. 35 ot 2018 1.)

9.5.3.2.2. (or™m. - /IB, 6p. 35 o 2018 1.)

9.5.3.2.3. (or™m. - /IB, 6p. 35 ot 2018 1.)

9.5.4. mpu mnoONOXKHUTENEH pe3yiaTaT OT H3CIEABAHETO c€ Ompeaens crenuduuHocTTa HA
AHTUEPUTPOIUTHUTE AHTHUTEIIA;

9.5.5. kppBOIpenMBaHe 06€3 U3CIeNBaHE 32 AaHTHEPUTPOLIUTHH aHTHTEIA MOXKE JIa C€ U3BBPIIH
Ha MMaIlUEeHT, TPUET IO CHEIIHOCT B JICYeOHO 3aBE/ICHUE;

9.5.6. u3creBaHe 32 AHTHUEPUTPOILIMTHU AHTUTENIA CE U3BBPIIBA HA BCSIKA OPEeMEHHA JKeHA TIpU
perucrpupane Ha 6pemerrocTra (10 - 16 recrannonna ceaMuIa) U B mepuoja ot 28 10 34 recrairoHHa
CeIMUIIA;

9.5.7. u3ciieIBaHeTO BKIIFOYBA CIIECIHUTE METOIU:

9.5.7.1. (m3m. - JIB, Op. 35 ot 2018 r.) nupekTeH aHTUIIIOOYJIMHOB TECT C MOJHCIEIHDUICH
AHTUTIIOOYJTMHOB CEPYM; MPH MOJIOKUTEIICH PE3yJITaT ce padOTH ¢ MOHOCTICIIM(DUIHH aHTHTIIOOYIUNHOBH
CepyMH 3a OIpeIeTHE IMYHOTIIO0yTMHOBHS Kilac Ha (PUKCHPAHUTE aHTUTEIIA,

9.5.7.2. unaMpeKTeH aHTUTI00YIMHOB TECT C MONKUCIenUu(pUUeH aHTUTIIO0YIMHOB CEPYM;

9.5.7.3. (mom. - IB, 6p. 35 ot 2018 r.) ariyTHHAIIMOHEH U €H3UMEH TECT WJIM PYTH TECTOBE C
CKBUBAJICHTHA YyYBCTBUTEIHOCT HA EH3UMHHUSI TECT;

9.5.8. mpu TONOXKUTENIEH pe3yliTaT OT W3CJICIBAHETO 33 AHTUEPHUTPOIIMTHU AHTUTENIA Ce
mpearnpueMar CiaeIHUTE TOMbIHUTEIHA MEPKHU:

9.5.8.1. onpeensiHe ceUPUIHOCTTA U KOJUYECTBOTO (THUTHP) HA aHTHTENATA,

9.5.8.2. cepymHara wiaM mna3MeHa mpoba C TOJOXKHUTENEH pe3yiTaT OT U3CJelBaHE 3a
aHTHEPUTPOLIMTHU aHTUTENA CE€ ChbXpaHsABa 3ampaseHa npu -20 °C; B mpolieca Ha MpocieasBaHe TS ce
M3cIe/iBa YCIOPEAHO C HOBaTa Mpooa;

9.5.9. npu noka3zaHW KIMHWUYHO 3HAYMMH AHTUEPUTPOIUTHU AHTHTENA TPOCIEIAIBAHETO Ce
M3BBPIIBA, KAKTO CIIE/IBA:

9.5.9.1. 1o 28 rectanmoHHa CEAMUIIA - BCEKHA MECELL,

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

9.5.10. (m3m. - JIB, Op. 35 ot 2018 r.) npu ABO KpbBHOTPYIOBa HECHBMECTUMOCT MEXKIY
OpeMeHHaTa W OWOJOTMYHHUA Oalla ce MPOCIeaAsBa KOAMYeCTBOTO (TUTHpP) Ha aHTU-A W aHTH-B
aHTHTEJIaTa; U3CIIeBAHETO ce M3BBpIIBa B mepuoja ot 10 mo 16 recranmonHa ceamuia u ot 28 g0 36
recTallioHHa CeIMUIlA MO CXeMa, Ha3HadeHa OT CIEHUATNCT TPaHC(PY3HMOHEH XEeMAaToJIOT; cepyMHaTa
WJIU TUTa3MeHa mpo0a ce ChXpaHsBa 3aMpaseHa npu Temmeparypa -20 °C; B mpoliieca Ha MpociesiBaHe
TS C€ M3CJIe/IBa YCIIOPEIHO C HOBaTa KPbBHA MPo0a;

9.5.11. u3cneiBaHe 3a aHTUEPUTPOIIMTHH aHTHUTENA ce N3BbpInBa Ha Beska Rh (D) orpuniatenna
pOoIMIIKa ChriaacHo T. 9.5.2;

9.5.12. u3crieqBane 3a aHTUEPUTPOIIUTHU AaHTHTENIA CE€ U3BBPIIBA HAa BCSIKA POJUIIKA C JIOKA3AHU
KIMHUYHO 3HAYMMH aHTHTENA MO BpeMe Ha OpeMeHHOCTTa chriacHo T. 9.5.2; mpu Aoka3aHu KIMHUYHO
3HAYMMHU aHTHEPUTPOIMTHHA aHTHUTENA CE OTMPEACTAT CCHU(PUIHOCTTA U KOJTHYECTBOTO UM (TUTBP);

9.5.13. nmupeKkTeH aHTUIIOOYJIMHOB TECT C€ WM3BBpIIBA Ha Bcuuku HoBopoaeHu oT Rh(D)



OTPHIIATEIIHA MAKU ¥ MaKH C JJOKa3aHU B MEPHO/ia HA OPEMEHHOCTTa KIIMHIUYHO 3HAYUMH aHTUTEIA B
CPOK He MO-KbCHO OT 72 h cien paxxaaHeTo;

9.5.14. onpenensiHe criennPUIHOCTTA HA AaHTUEPUTPOLIUTHUTE AHTHTEIIA CE U3BBPINBA C MTAHEIIH
OT TECT-PUTPOLIUTH 110 METOJIa, C KOMTO ca OTKPUTH aHTHUTENATA,

9.5.15. ompenensHe KOJIMYECTBOTO (THThD) HA aHTHEPUTPOLIUTHUTE aHTHUTENA CE M3BBPINBA B
naJialy pa3pexaaHus OT U3CIeIBaHus cepyM (IU1a3Ma) ¢ TeCT-CPUTPOLIMTH, IIPUTEKABAIIN ChOTBETHHS
AQHTUTCH B XOMO3WTOTHa (hopMa; W3CIEIBAHETO CE€ H3BBPIIBA IO METOJA, C KOHTO ca OTKPHUTH
aHTHUTEIIaTA.

9.6. Iperpancdy3rnoHHHE TECTOBE 3a IN Vitr0 CbBMECTUMOCT:

9.6.1. Bcaka equHUIIA KPHB, MIPEeIHA3HAUEHA 32 KPBBOIIPEIUBaHE, ce moaoupa crobpazno ABO
u Rh (D) npunaaine:xHOCTTa Ha PEIUIIMEHTa,;

9.6.2. (u3m. - JIB, Op. 35 ot 2018 r.) npu MacHBHM KPHBOIPEIUBAHUS CE MPABH MEKIyCAKOBa
CBHBMECTHMOCT - HAIPUMEP CPUTPOLUTH OT €HATa CIUHHIIA EPUTPOIMTECH KOHIIEHTPAT C IUIa3Ma OT
Apyra €IUHHIIA SPUTPOIMTEH KOHLEHTpAT U T.H. IIpu mpenuBaHe Ha MOBEYE €AWHUIM €PUTPOLUTEH
KOHIICHTPAT C€ TMpaBsIT TECTOBE 3a CHBMECTHUMOCT MEXIY OTACITHHUTE CIUHUIM EPUTPOIUTEH
KOHIICHTPAT C EPUTPOLIUTH OT BCSAKA €AMHUIA KPBB M COOpHA TUIa3Ma OT €INHUIINTE KPbB;

9.6.3. TecToBete 3a in VItro chBMECTHMOCT BKJIIOYBAT:

9.6.3.1. Obp3 enpyBeThUCH TECT ¢ LEHTpodyrupane (WU arjJyTHHAIIMOHEH TECT MPH CTaiiHa
temrepatypa u 37 °C) ¥ HHIUPEKTEH aHTUTIIO0YJIUHOB TECT;

9.6.3.2. npyru METOIM C CKBUBAJICHTHA YyBCTBUTEIHOCT;

9.6.3.3. (noBa - /IB, 6p. 35 ot 2018 r.) HHAKUPEKTEH aHTUTIOOYIHHOB TECT;

9.6.3.4. (moBa - /IB, Op. 35 ot 2018 r.) eH3UMEH TECT WM JPYTM METOJH C CKBHBaJICHTHA
YYBCTBUTEIHOCT;

9.6.3a. (HoBa - /IB, Op. 35 or 2018 r.) Ha Bcska enUHMIA KPBB, KOATO INE CE MPEJIHBA, CE
U3BBPIIBAT MPETpaHC(HY3MOHHU TECTOBE 3a IN VItr0 ChbBMECTUMOCT ChC cepyM (M1a3Ma) OT ImpuemMaresis
Y €pUTPOLIUTH OT CIUHHULIATA KPHB,;

9.6.36. (moma - JIB, Op. 35 or 2018 r.) mpu KpbBOIpEIHWBaHE HA MOJUTPaHCHY3UPaHU
MAIMEeHTH, TAIMEeHTH ¢ YCTAHOBEHO HAJMYMEe Ha aHTUEPUTPOIIMTHU AaHTHUTENA W TAllUeHTH, MMOKA3aJIn
HEXEJTaHH PEaKIMH MPHU MPEAMIIHO KPbBOIPEIHBaHe, TECTOBETE 3a iN Vitr0 ChBMECTUMOCT BKIIFOYBAT U:

9.6.30.1. (noBa - /IB, 6p. 35 ot 2018 r.) OBp3 empyBeThYCH TECT C IEHTpodyrupane (Uiu
arlyTHHAIIMOHEH TECT MU cTaiiHa Temnepatypa u 37 °C) U HHAUPEKTEeH aHTUTTIO0YIMHOB TECT;

9.6.30.2. (noBa - /IB, Op. 35 ot 2018 r.) eH3UMEH TECT WM APYI'M METOIM C CKBHBAJICHTHA
qyBCTBUTEIHOCT;

9.6.4. (mom. - B, Op. 35 or 2018 r.) mpu HaaM4YKMe HAa AHTHEPUTPOLUTHU AHTHTENA C
oIpeJiesieHa YyBCTBUTEIHOCT B CEpyMa WM IJIa3MaTa Ha PeLUINeHTa KpbBTa 3a MpesiuBaHe He TpsiOBa
7la ChIBPKA EPUTPOLIMTHATE AHTUTEHU, KbM KOUTO Ca HACOUCHU aHTUTEIIATA;

9.6.5. TecToBeTe 3a ChbBMECTHMMOCT C€ M3BBPIIBAT HE3aBHUCUMO OT OTPULATEIHHS pe3yaTar OT
M3CIIEIBAHETO 32 AHTUEPUTPOIIMTHU aHTUTEIIA Ha TTpUEMATeNsl M PEIBAPUTEITHUS TO00P 10 aHTUTeHHA
¢dopmyna Ha KpbBTa 3a MIPETUBaHE;

9.6.6. (u3m. - 1B, 6p. 35 ot 2018 r.) B yc/iOBHS Ha CIIEIIHOCT, KOraTO UMa OMACHOCT 3a )KHUBOTa
Ha TAlWeHTa, ce JOoNycka mpeTpaHcy3HOHHHTE TecToBe 3a IN VItro ceBMecTMMOCT na Obaar
penylnrupaHd B 3aBUCUMOCT OT CTETICHTa Ha CIEITHOCT:

9.6.6.1. (u3m. - IB, 6p. 35 or 2018 r.) mpu HEOOXOAUMOCT OT 3alOYBaHE HA KPHBOMPEIUBAHE
3a mo-Manko ot 10 MUHYTH clie; MOCThIIBaHE Ha TAIMEHTa B JICYEOHOTO 3aBelleHHE ce MpeHBa
eputporuteH KoHueHtpat kKpbBHa rpyma 0, Rh(D) orpumarenen wu II3I1 kpwsBHa rpyma AB;
3aBJDKUTEITHO TPEIU 3all0YBaHe Ha KPHBOIPEIMBAHETO C€ B3eMa Mpoda 3a M3BHPIIBAHE HAa BCHYKH
npeTpaHc(y3HOHHU TECTOBE 3a IN VItr0 CbBMECTUMOCT;

9.6.6.2. (u3m. - 1B, 6p. 35 ot 2018 r.) ako KpBBOIpPEIUBAHETO TPsIOBa J1a 3a[I0YHE B MHTEPBAI
oT 10 1o 30 MUHYTH ciell MOCTHIIBAHETO B JIEUEOHOTO 3aBe/ieHHe, ce ONpenesaT KpbBHa rpyna ABO u



Rh(D); mpenuBaT ce KPBbBHOTPYIIOBO HMIACHTUYHHM epUTpouuTeH KoHmeHTpaT u II3I1 Ge3 TectoBe 3a
CHBMECTUMOCT;

9.6.6.3. (u3m. - /IB, 6p. 35 ot 2018 r.) ak0 KPHBOMPEIUBAHETO TPsAOBA J1a 3alI0YHE B MHTEPBAjIa
30 - 45 munytH, ce ompexnenst kpsBHa rpyna ABO u Rh(D) u ce u3pwpuiBar Obp3u TecToBe 3a
CBBMECTHMOCT - OBbp3 €MpyBEThUEH TECT WU AUPEKTHA CHbBMECTHMOCT; MPEJIMBAT CE KPBHBHOTPYIIOBO
UJEHTUYHU epuTpouuTeH KoHueHnTpar u I1311;

9.6.6.4. (noBa - /IB, 6p. 35 ot 2018 r.) ako KpBBOIPEIMBAHETO TPSIOBA Ja 3a[I0YHE B MHTEPBAjIa
45 - 60 munytH, ce omnpenensat kpbBHa rpyna ABO u Rh(D) u ce u3BbpiuiBaT craHIapTHH TECTOBE 3a
CBHBMECTHMOCT; MPEIUBAT C€ KPhbBHOTPYIIOBO HIICHTHYHH €PUTPOIIUTEeH KoHIeHTpat u [1311;

9.6.6.5. (HoBa - JIB, Op. 35 ot 2018 r.) ako KpBBONpeIUBaHETO TPsIOBa jaa 3anodne ciex 60 u
MOBEYE MUHYTH, MPETPAHC()Y3NOHHUAT CKPUHUHT CE U3BBPINBA B ITBJICH 00eM.

10. KoHTpoa Ha Ka4eCTBOTO:

10.1. C uen ocurypsiBaHe Ha JIOCTOBEPHOCT M HAJESKIHOCT Ha MOJYYCHUTE PE3YJITaTH BCAKA
naboparopusi 3a HMMYHOXEMAaTOJOTMYHA JMAarHOCTUKa TpsOBa 1ga uMa pa3paboTeHa cucCTeMa 3a
OCHUTYpsIBaHE Ha Ka4eCcTBOTO. KOHTPOIBT Ha KAY€CTBOTO HA CEPOJIOTHYHUTE TEXHUKH CE OCHOBABA HA:

10.1.1. cuctema 3a BBTPEIICH KOHTPOJI HA KAYECTBOTO;

10.1.2. ygacTtre B CUCTEMH 3a BBHIITHA OIICHKA HA Ka4eCTBOTO.

10.2. Cucrema 3a BbTpEIIEH KOHTPOJ HAa KA4eCTBOTO.

Cucremara 3a BBTPEIICH KOHTPOJI Ha KA4eCTBOTO BaIHMAUPA PE3YJITATUTE YPe3 MOHUTOPUPAHE
HAa KPUTUYHHUTE CTBHIOKKA OT JAMATHOCTUYHHS TNPOIEC. BBTPEHIHUAT KOHTPON HA KauyecTBOTO Ce€
OCBILIECTBSIBA OT caMarta jJabopaTtopus. Pe3ynraTture oT TO3M KOHTPOJ c€ JOKYMEHTHUPAT U TIEPHUOIHNIHO
ce MpOoBepsABAT U aHAIU3HUPAT OT PHKOBOJUTENS Ha TabopaTopusTa.

10.2.1. KOoHTpOJI Ha KAYECTBOTO HA anaparypara - H3BbPIIBa CE IIOCTOSTHHO M BKJIIOYBA!

10.2.1.1. kOHTpOJN Ha TeMIepaTypaTa Ha XJIaJUIHUIH, GPU3EpH, TEPMOCTATH U BOAHU OaHH,

10.2.1.2. KOHTPOJ HA MMapaMEeTPUTE HA IEHTPODYTHUTE;

10.2.1.3. KOHTPOJI Ha ONITUYHATA CUCTEMa Ha MUKPOCKOIIHUTE;

10.2.1.4. xoHTpON Ha TapaMeTPUTE Ha aBTOMATU3WPAHUTE CHCTEMH 32 UMYHOXEMAaTOJIOTUYHA
JIMArHOCTHKA CHIVIACHO YKa3aHHATAa Ha IPOU3BOIUTEIIS;

10.2.1.5. mokyMeHTHpaHO TOYMCTBAHE HA alaparypara,

10.2.1.6. noxymeHTHpaHO KanuOpHUpaHe Ha MapaMeTpUTe Ha anapaTypara,

10.2.2. KOHTpOJI Ha KauecTBaTa Ha PEareHTUTE:

10.2.2.1. KOHTPOIBT Ha peareHTUTEe TPAOBa 12 YCTAHOBH BCUYKU OTKJIOHEHHS OT YCTAaHOBEHUTE
MUHUMAJTHA U3UCKBAHUS 32 KAY4ECTBO;

10.2.2.2. uznon3BaHUTE METOIW 3a KOHTPOJ TpsiOBa Ja CHOTBETCTBAT HA IOCOYECHUTE OT
MIPOU3BOIUTEIIS HA peareHTa METOIH;

10.2.2.3. 3a peareHTHTE, KOUTO CE€ MPHUTOTBAT HA MSCTO, TpsAOBa 1a ObJAT M3TOTBEHH TOYHU
PEIEeNTYPH U SICHO OMUCAHU IPOU3BOJICTBEHU TIPOIIEAYPH;

10.2.2.4. exenHeBEeH KOHTPOJ Ha TECT-PearcHTUTE MpEeAu 3alouBaHe Ha TUATHOCTHYHUS
poIiec;

10.2.3. KOHTPOJ HAa METOTUTE!

10.2.3.1. (u3m. - 1B, 6p. 35 ot 2018 r.) u3paboTBaHe HA MUCMEHU CTAHIAAPTHU ONEPATHBHU
MPOLIEYPH 32 BCHUKH JIEHHOCTH B TabOpaTOpUATa,;

10.2.3.2. BKJIIOYBaHE HA KOHTPOJIM B CEPUUTE M3CIICABAHUS; OpOST Ha KOHTPOJIUTE 3aBHCH OT
Oposi M3BBPILIEHU U3CJEIBaHUs, HO HE TPsAOBa /a ObJe MO-MaJKO OT €/1HA Ha JICH 32 BCEKH HM3IOJI3BaH
METOI;

10.2.3.3. Bcsika mpomsHA B METOAAa Ha U3CIeABaHe TpsOBa na ObJe BalUIUpaHa Mpeau
BBBEXKIAHETO M B TUATHOCTUYHHUS TTPOIIEC,

10.2.4. noxymeHTaIus,



10.2.5. oOydeHue Ha MepcoHaIa;

10.2.6. ananu3 Ha TPELIKUTE U IPEANPUEMaHe Ha MEPKH 32 OTCTPAHSBAHETO UM.

10.3. Cucrema 3a BbHIIHA OLIEHKA Ha KA4€CTBOTO - BCAKA Ja00OpaTOpUs 3aIbJKUTEIHO y4acTBa
B CHCTEMa 3a BBHIIIHA OLIEHKA Ha KayecTBOTO chIuiacHo paszen 1V, 1. |l

IV. KilnHn4yHO npuiioxeHue Ha KpbB U KPbBHU ChCTaBKU

1. M3uckBaHus 3a MpeIrBaHe HA XOMOJIOKHHU U aBTOJIOKHH KPBB U KPbBHU ChCTaBKU

1.1. Beska enquHMIa KpbB U KPBBHU ChCTaBKHU, U3I0JI3BaHU 32 KIIMHUYHO MPUIIOKEHUE, TPsiOBa
Ia oTroBapsT Ha n3uckBaHusATa Ha Hapen6a Ne 18 ot 2004 r. 3a ycnoBusiTa U peia 3a U3BbPIIBAHE HA
JMArHOCTHKA, pepaboTBaHE U ChbXPAHEHUE Ha KPbB U KPBBHHU ChCTABKU U KQ4ECTBO HAa KPBBTA OT BHOC
(B, 6p. 58 ot 2004 1.).

1.2. llenTa Ha KIMHUYHOTO NPUIIOKEHUE HA KPbBTA U KPBBHUTE ChCTaBKU € Jja C€ IIOCTUTHE:

1.2.1. nogapbKKa Ha TPAHCHIOPTA HA KUCIOPOa U BBIJICPOTHUS JIBYOKHUC;

1.2.2. xopurupane Ha XxeMocTasara.

1.3. [IpenuBane Ha KPBHB U KPHBHHU CHCTABKM CE HAa3HAYaBa OT MPABOCIIOCOOCH JieKap, KOWTO
oIpeJiesis U BIKMCBA B MEIMIIMHCKATa JOKYMEHTALMsI BUJIa, KOJIMYECTBOTO M HAUMHA HA IIPUIIAraHEeTO UM.

1.4. IlpenuBaHeTO HAa KPHB M KPHBHU CHCTAaBKU CE€ M3BBPIIBA IO KOHTPOJIA HA TIPABOCIIOCOOCH
nekap. [IpenuBaHe Ha KpbB WIM KPBbBHU ChCTABKHU C€ M3BBPILBA MPH CIIA3BaHE [IPaBaTa Ha MalMEHTa U
Clle]l ToJlydyaBaHe Ha MUCMEHO HMH(OPMHUpPAHO ChIIacHe OT HETO, 3a KOETO My Ce€ TPEeAOCTaBs Ha
JOCTBIIEH €3UK MH(pOopMarus 3a:

1.4.1. npuunHUTE 32 IpEIUBaHE Ha KPbB WM KPbBHU ChCTABKH,

1.4.2. nenTa Ha NpeNMBAaHETO U OYAKBAHUS PE3YITaT,;

1.4.3. Bb3MOXHUTE HEXEJTAHHW PEAKIMH U MOTEHIMATHUTE PUCKOBE, CBBP3aHH C MPEIMBAHETO
Ha KPbB WIN KPbBHU ChCTABKH,

1.4.4. cobuiecTByBalIUTE aNTEpHATUBU Ha TpaHCQY3MOHHATa Tepalusi U PHUCKOBETE,
MPOU3THYAIIHU OT TSIX.

1.5. Koraro nanueHTsT € HeaeecnocoOeH, THPOPMUPAHOTO ChIJIACHE J1aBa HETOBUAT 3aKOHEH
MPECTaBUTEI WIIH TIOTIEUUTEIL.

1.6. [IpenuBane Ha KPBHB WM KPHBHU CHCTaBKU 0e3 MoiyyaBaHe Ha WH(OPMHUPAHO ChITIACHE
MoKe J1a Ob/ie U3BBPIICHO, KOraTo € 3aCTpallleH )KUBOTHT Ha MaI[MeHTa H.

1.6.1. ¢QusnueckoTO WIM TICHXHYHOTO MYy CBHCTOSIHHE€ HE II03BOJIsIBA IIOJlydyaBaHe Ha
MH(GOPMHUPAHO CHIIACHE;

1.6.2. manmeHTHT € Heeecroco0eH U He € Bh3MOYKHO CBOEBPEMEHHO TIOJyYaBaHE Ha ChIJIacHe
OT 3aKOHHMS MY IPEJCTABUTEI WIIM TIONIEUUTEIL.

1.7. Pemennero u MotuBuTe 1O T. 1.6 ce oTpas3siBaT B MeAWIMHCKATa IOKYMEHTAIlUsl Ha
NaIMeHTa OT JieKaps, Ha3HAYWI PEIUBAHETO.

1.8. ITanmeHTHT, CHOTBETHO 3aKOHHUSAT MY MPEJICTABUTEN WM TIONEYUTEN, MOKE J1a OTKaXe
IperBaHe Ha KPbB WM KPBBHU ChCTABKH 110 BCSIKO BpEMe Ha JICUEHHETO.

1.9. Ortka3st 1o T. 1.8 ce ymocroBepsiBa ¢ MOANKCH Ha JTUIETO W HA JICKYBAIIWs JIEKap WA Ha
JIeKyBaIIHs JIeKap U Ha CBUJIETEI, aKO JIMLIETO OTKaXe J]a ce MOIHILIE.

1.10. 3abpansiBa ce npenuBaHe HA HEAWATHOCTHIIMPAHU KPBB U KPHBHU ChCTAaBKH U HA KPBB U
KPBBHH CHCTABKH C U3TEKbBJI CPOK HA TOIHOCT.

1.11. 3alpansiBa ce pa3NpOCTPAaHEHHETO HA JaHHUW, TO3BOJISBAIIM HACHTHUHUIIMpAHE Ha
peLUITUEeHTA.

1.12. (u3m. - JIB, 6p. 35 ot 2018 r.) 3abpaHsiBa ce KbM KPbBTa WJIM KPHBHUTE CHCTABKH Jia Ce
N00aBsT APYTH JIEKaPCTBEHHU CPEJICTBA.

2. Iloaroropka 3a IIPEIMBAHEC HA KPBB U KPbBHU CbCTABKH.



2.1. Ha 601HUM, Ha KOMTO MIPEACTOU KPBBOIIPEIHBAHE, JICKAPIT:

2.1.1. (m3m. - ]IB, Op. 35 or 2018 r.) uHpOpMHUpa MaIHEeHTa 32 HEOOXOJUMOCTTA H T10JI3aTa OT
npejiMBaHe Ha KPbB WM KPbBHA ChCTaBKa (EPUTPOIMTEH KOHIEHTPAT), KAKTO M 332 CBCHTYAIHHUTE
YCIIO)KHEHHUS, KOUTO OMXa MOTJIH J1a HACTBIIAT;

2.1.2. (mom. - JIB, 6p. 35 or 2018 r.) monyyaBa mucMeHO HH(GOPMUPAHO CHIVIACHE OT HaIMEHTa
ceriiacHo npuioxenue Ne 17 ot Hapen6a Ne 29 ot 2004 r.;

2.1.3. cHema aHamHe3a 3a NPUJIIOKEHUETO Ha KPbB M KPbBHHU MPOAYKTH B MHHAJIOTO, 32
€BEHTYaJTHN HEXKEJIAaHU PEAKIMH U YCIOKHEHUS, CBbP3aHU C TAX, a IPU KEHU - U 32 YCIOXKHCHHS Ha
peAX0XKIAId OPEMEHHOCTH; PErucTprpa JAaHHUTE B OosHMYHATa qokymeHTauus (M3), KakTo U BBB
¢uia 3a IMyHOXEeMaToJI0rHuHO n3ciensane ( mpuinokenue Ne 13 or Hapenba Ne 29 ot 2004 1.);

2.1.4. xouTpoiaupa B3emanero Ha 5 - 10 ml BeHo3Ha KpbB OT MalMeHTa B OAXOIAII KOHTCHHED;

2.1.5. KoHTpONUpPa B MPHUCHCTBUETO HA MAIMEHTA MOCTaBIHETO HA €THKET Ha KphBHATA MPO0a,
Ha KOUTO ce oTOess3BaT Tpure umena, EI'H, HomepsT Ha 6onHnunarta gokymenTanus (M13);

2.1.6. ompenens kpvBHata rpyna (ABO) Ha mamueHTa B HErOBO NPHCHCTBUE IOCPEICTBOM
TeCT-peareHTu aHTu-A, aHtu-B u antu-A,B u mombnBa ¢uin 3a UMyHOXEMAaTOJIIOTUYHO H3CJE/IBaHE
ceriiacHo npuioxenne Ne 13 ot Hapen6a Ne 29 ot 2004 r.;

2.1.7. uznpaia kpbBHATa 1Mpo0a U MONbIHEHUS (UL B Ta0OPATOPHS 32 UMYHOXEMATOJIOTHYHU
M3CIeBaHM 32 MOTBhPIKAaBaHe Ha KpbBHATA TPYIIA,

2.1.8. npukpens ¢uina ¢ pe3yaTaTure 0T UMYHOXEMATOJIOTMYHOTO H3CIEABaHE, MOMyYeH OT
MMYHOXEMAaTOJIOTHYHaTa JlabopaTopus B 13;

2.1.9. npu HeChOTBETCTBUE MEXIYy PE3yJATaTUTE OT M3CJIEABAaHMITA HAa KpbBHATa rpyna Ha
MAIMEeHTa, U3BBPIICHN OT JICKYBAILIHs JIEKap U OT UMYHOXEMATOJIOTUYHATA JTAOOPAaTOPHs, JICKYBAIIHST
JIeKap € JUThKEH OTHOBO Jia B3€Me KPbB OT MAllMEeHTA U /1a TOBTOPH 1isJIaTa MpoIeaypa;

2.1.10. uckaHus 3a KPbB M KPbBHHU CHCTaBKH C€ IMOIBJIBAT CaMO OT JIEKap B TPH CK3EMILISApA
cbraacHo npuiokerue Ne 15 na Hapen6a Ne 29 ot 2004 r.

3. 3agbioKeHus Ha JIeKapsl P NpeIuBaHe Ha KPbB MM KPbBHH ChCTABKH:

3.1. uaeHTUUIIPA PEIUITUEHTA TI0 OOJTHUYHATA JIOKYMCHTAIIHS;

3.2. (u3m. - JIB, 6p. 35 ot 2018 r.) cpaBHsIBa IMETO Ha MAIMEHTA C KIMETO, M3MHUCAHO Ha (uIa
3a UMYHOXEMaToJoru4Ho u3ciensane (mpuinoxkenune Ne 13 ma Hapemba Ne 29 or 2004 r.), dumn 3a
ceBMecTumocT (mpunokenne Ne 14 va Hapenba Ne 29 ot 2004 r.) u U3;

3.3. cpaBHsBa KpbBHATA IpyIa Ha MMallMeHTa ¢ KpbBHATA TPyIa Ha BCAKA SAMHHUIIA,

3.4. mpoBepsiBa CpPOKa Ha TOJHOCT Ha BCAKA €MMHHIA KPBB U KPBBHH ChCTaBKH;

3.5. mpaBu orien Ha COUHUIMTE KPbB W/WIM EPUTPOLUTCH KOHICHTpAT 3a HaJIM4YHe Ha
KOAryJlyMH, XeMOITH3a, HeoOnJaeH BT (Oeser Ha OakTepHaTHO 3aMbpPCSIBaHE);

3.6. ormexna eIWHUIMTE TPOMOOIMTEH KOHIEHTPAT 3a HAIWYHOCT HA arperatd ¥ 3a T.H.
"swirling" (BogoBBpTEIKEH) (hEeHOMEH;

3.7. cnen pa3Mpa3sBaHETO Ha €IUHUITUTE TPSCHO 3aMpa3eHa Iia3Ma mpu temreparypa 37 °C
OTJISK/A eIMHHUIINTE TUIa3Ma 3a IPOMSIHA B [[BETA, HAIMYHOCT HA KOATYIIyMHU,

3.8. mpu HechbBMa/leHWE HAa HAKOM OT JAHHUTE BPBINA KPBBHUS MPOIYKT Ha TPAHCHY3HOHHOTO
3BEHO, KOETO TO € JOCTaBUJIO;

3.9. ompezenst KpbBHATA Tpyla Ha MAlMeHTa W KPbBHATA Ipyna Ha KPbBTa (EPUTPOLUTHHUS
KOHIICHTPAT) 3a MPEJMBaHe C TECT-peareHT! aHTu-A, aHTu-B, antu-A, B;

3.10. (u3m. - /1B, 6p. 37 ot 2007 r.) mpaBu npoba 3a CbBMECTUMOCT U HaHacs pe3yarara B U3:

3.10.1. npu npenuBaHe Ha IsU1a KPBB HIIM €PUTPOLUTEH KOHLIEHTPAT podara 3a CbhBMECTHMOCT
ce MpaBH ChC cepyM (IUTa3ma) OT ManueHTa U KPbB OT caKa.

3.10.2. (or™. - 1B, 6p. 35 oT 2018 1.)

3.11. KOHTpOJIHMpa SAUHUIIUTE KPBB U/WIIN EPUTPOLIMTEH KOHIIEHTpAT Ja ce 3aromir 10 37 °C,
B TEPMOCTAT WM PeryJupyeMa BojHa OaHs.



4. 3anbpKeHus Ha JieKaps 110 BpeMe Ha KPbBOIIPEJIMBaHE:!

4.1. xpbBTa U KPBHBHUTE CHCTABKU CE€ IPEJIMUBAT 4Ype3 BEHO3HA TpaHCQY3HUs MOCPEICTBOM
CTaHJapTHA CUCTEMa 3a KpbBOMpeinBaHe (rojeMuHa Ha nopure Ha punarspa 170 - 200 um);

4.2. pu 3aro4BaHe Ha TpaHc(y3usATa ce U3BBPIIBA OMOJIIOTUYHA MTPOOa 32 CbBMECTUMOCT 4pe3
crpyito npenuBane Ha 40 ml ot kpbBHUS nponykT (3a nena mexay 2 u 10 ml), cnen koeto ckopoctra
Ha TpenuBaHeTo ce peryiaupa Ha 10 - 15 xanku KpbBEeH NMPOAYKT B MHUHYTA B Mpoab/KeHue Ha 5 - 10
MIN; pu JMnca Ha OOCKTUBHH U CYOCKTUBHHM MPOSIBH HA HEXKEJIAHU PEaKIMU NPEIMBAHETO MPOIbIDKaBa
chC ckopocT 0koj10 4 ml/min (ako HsIMa orpaHMYCHHUS OT CTPaHa Ha ChPACYHO-CHIOBATA CUCTEMA), KaTO
ellHa eJIMHUIIA KPBB WM EPUTPOLIUTECH KOHIICHTPAT Ce MPeIuBar 3a okojo 1 - 2 h;

4.3. ipu nperBaHe Ha MOBeYE OT €HA SIUHUIA KPBB (CPUTPOLUTEH KOHIICHTPAT) OMOJOrHYHA
npo0a ce U3BBPILBA C BCSIKA €MHNUIA KPbBEH MPOIYKT.

5. Crniest 3aBbpIIIBaHE HA MPEIMBAHETO HA KPHBTA M/UIM KPHBHUTE ChCTABKHU JICKAPST:

5.1. ynocroBepsiBa Jjajqu ca HACTHIIMIM MPOMEHHU B OOIIOTO ChCTOSIHUE Ha OOJIHUS, KPBBHOTO
HaJIsATaHe, IMyJca, TellecHaTa TEeMIIepaTypa W I[BeTa Ha ypWHATa; MpH NPOMsHA B I[BETa HA ypUHATa
u3Ipaiia npoda ot Hesl B 1abOpaTOpHs 3a U3Cie/IBaHE 3a HATMYHOCT Ha CBOOOJICH XeMOITIO0MH;

5.2. (mom. - /JIB, Op. 35 or 2018 r.) mombyiBa TpaHC(Y3UOHEH JIKCT 3a MPEIMBAHE HA KPbB U
KpbBHHU cheTaBku (mpuioxenue Ne 16 or Hapenda Ne 29 or 2004 r.), korue oT TpaHCHY3UOHHHS JIUCT
ce M3Mpalia B CTPyKTypaTa, OCUTYpriia KPbBTA WIIM KPHBHATA CHCTABKa,

5.3. cimenu cepyMbT Ha OOJIHUS, B3€T INpelu KpPbBOIPEIUBAHETO, M CaKbT C OCTaHAJIOTO
KOJIMYECTBO KPBBEH MPOJYKT B HETO JIa C€ ChbXPaHsABAT Ipu Temiieparypa 4 - 8§ °C B npoawnkeHne Ha 24
h 3a AuarHocTHKa Ha eBEHTYalTHA CICIKPBHBOIPEIMBHA PEAKIIHS;

5.4. (noBa - /IB, 6p. 35 or 2018 r.) B GonnuuHara mokymenraius (M3) Ha TpaHcdy3upan
NAIMEHT cle] KPbBOIIpEIBaHe TPsOBa J1a ca HAIMYHU TOKYMEHTHUTE chIiacHO npuioxenus Ne 13, 14,
15, 16 u 17 ot Hapen6a Ne 29 ot 2004 .

6. IIpy HACTHIHIN HEXKETIAaHW PEAKIIMU U YCIIOKHEHHS TT0 BpeMe Ha KPhBOTIPEIINBAHE JICKAPST:

6.1. mpekpaTsBa He3a0aBHO MPETMBAHETO HA KPBBHUS MIPOIYKT;

6.2. B3emMa crienuPpUYIHN MEPKU 32 OBJIAJIIBAHE HA PEAKIHATA WIW YCIOXHEHHETO ChOOPa3HO
HETOBHS BUJI,

6.3. u3mpaimia caka ¢ KpbBHHS MPOJIYKT 32 MEKPOOUOJIOTHYHO HU3CTIe/IBAHE;

6.4. w3npama npoOH KpPHB, B3ETH OT PEIMIIMEHTAa NMPEId M CJe] MPEeTUBaHeTO Ha KPHBHHUS
MPOAYKT, KAKTO ¥ MP0oOa OT KPHBHHS MPOAYKT OT CaKa 32 UMYHOXEMATOJIOTUIHO M3CIICABAHE;

6.5. xorato mpoOuTe HE MOTaT Jia Ce M3MPATST BeAHAra 3a M3cjieBaHe, ce chXpaHsBat a0 72 h
npu Temieparypa mexay 4 - 8 °C;

6.6. HaHAcs HACTHIWINTE PEaKkIMU W yCIOKHEHHS B TpaHC(Y3MOHEH JIMCT 3a MpeNuBaHe Ha
KPBB U KpbBHHU chcTaBkH (mpuioxenue Ne 16 ot Hapenoa Ne 29 ot 2004 r.);

6.7. cpob1aBa HezabaBHO upe3 npuinoxkenue Ne 18 or Hapenba Ne 29 ot 2004 r. Ha:

6.7.1. 1euecOHOTO 3aBe/IeHUE, OT KOETO € MMOJyueHa KphBTa W/WIM KPhBHATA ChCTABKa;

6.7.2. KOMUCHHTE 32 KOHTPOJ BbPXY KaueCTBOTO, O€30MaCHOCTTA U pallMOHAIHATa ynoTpeba Ha
KPBBTa U KPbBHHUTE ChCTABKU.

7. HIuKaim 3a KITIMHAYHO MPHUJIOKEHNE Ha KPBB M KPHBHU CHCTABKU

TpancdysnonHata Tepanus ce OChIIECTBABA C KPbB M KPbBHU ChCTaBKU CIOPE] €CTECTBOTO Ha
3a00JI1BaHETO, KOETO TPSIOBA J1a ce JIEKyBa, 1 MHOT'O PSIJIKO C Is1a KPbB.

7.1. KnuHUYHO NpUIIOKEHUE Ha I5U1a KPbB

7.1.1. Maaukanuu (moka3aHwus)

7.1.1.1. MacuBHa BBHIIIHA XEMOpArus ¢ XUIMOBOJIEMHUs TP TEXKKa TpaBMa WM Ollepalus;



7.1.1.2. exccaHTBUHOTpaHCY3HUS.

7.1.2. Kontpaunaukauu (IpOTUBOIOKA3aHHU)

7.1.2.1. Bcuuku 3a00Js1BaHusA, KOUTO MOJKE J1a C€ TPETUPAT C KPbBHU KOMIIOHEHTH;

7.1.2.2. HOPMOBOJIEMUYHN AHEMUYHH CHCTOSHHUS;

7.1.2.3. aslouMyHU3aIKs COPsIMO JIEBKOIIMTHU WJIM TPOMOOIIUTHHA aHTUTEHH,

7.1.2.4. anoumMyHHU3aIUs CIIPSMO HIKOM TUIa3MEHU MPOTEHUHH.

7.2. KNMHUYHO NPUII0KEHUE HAa epUTPOLIUTHU KOHLIEHTPAaTH

EpuTponTHH KOHIIEHTpAaTH ce mpujaraT 3a monoOpsiBaHe Ha TPaHCIOpPTa Ha KUCIOPOI OT
Oenurte 1poOOBE 10 ThKAHUTE U Ha BBIVIEPOJEH JABYOKHC OT ThbKaHUTE 10 OesuTe JpoOoBe.

7.2.1. CranaapTHU €pUTPOLIMTHU KOHIIEHTPATH

7.2.1.1. Uanukamuu

7.2.1.1.1. ocTBp KpHBOU3IUB MPH JIUIAa C HOPMATHH KPHBHH MTOKAa3aTEIH;

7.2.1.1.2. XpOHUYHO aHEMHUYHO CHCTOSTHUE,

7.2.1.1.3. onepaTHBHA UHTEPBEHIIMS [IPU JIULIE C XPOHUYHO aHEMUYHO ChCTOSHUE.

7.2.1.2. KoHTpanHIuKaIuu

7.2.1.2.1. XpOHHYHO aHEMHYHO CHCTOSHHE, IOJUICKAIIO Ha JICKAPCTBEHO JicucHHe (KEIe3HH
npernapaTu, BUTaMuH B, (osineBa KucennHa, epUTPOIIOCTHH);

7.2.1.2.2. anouMyHH3anusi KbM JIEBKOIIUTHU WM TPOMOOLMTHH AHTHTCHH W (HeOpHITHH
HEXEMOJUTUYHH PEaKINH,;

7.2.1.2.3. uMyHH3aIMs KbM IJIA3MEHH TPOTEHHU M HATMYHOCT HA TEXKKU aJICPTHYHU PEaKIHH;

7.2.1.2.4. UMyHOKOMIIDOMETHUPAHHU TMAIlMEHTH W TaKWBa, MOJJICKAIM HAa TpPaHCIUIAHTAIMS Ha
OpraHu, ThKaHH WJIH KIETKH,

7.2.1.2.5. mapokcu3MainHa HOIIIHA XeMOTTIOOUHYPHSI.

7.2.2. EpuTpOMTHHA KOHIICHTPATH C OTCTpaHEHa JICBKOIIMTHA TesieHa. Upe3 Ta3u mporenypa ce
OTCTpaHSBAT MO-TOJIsIMATa YaCT OT JIEBKOLIUTUTE U TPOMOOLIUTUTE OT EPUTPOLIMTHHUS KOHLIEHTpAT.

7.2.2.1. Unnukanuu

7.2.2.1.1. chIIUTe KaKTO MPU CTAaHAAPTHUTE EPUTPOLIMTHUA KOHIICHTPATH,

7.2.2.1.2. nipu manueHTy ¢ GeOpITHI HEXEMOTUTUIHH PEAKIINH.

7.2.2.2. KoHTpauHAUKaIUK - ChUIUTE KAaKTO MPU CTAHJAPTHUTE EPUTPOLIMTHU KOHLIEHTPATH

7.2.3.  OOe3leBKOIUTEHN  EPUTPOIMTHH  KOHIEHTpaTH.  UYpe3  Tod3BaHETO  Ha
00e3/1eBKOLUTSABAILM (QUITPH C€ OTCTPAHSABAT NPAKTUYECKH IIOYTH W3IS0 JIEBKOLUTUTE OT
epUTPOIMTHUS KOHIIEHTPAT.

7.2.3.1. Uanukamuu

7.2.3.1.1. chmmTe KaKTO MPU CTAHJAPTHUTE EPUTPOLIUTHU KOHIICHTPATH,

7.2.3.1.2. npu nDanMeHTH, NpH KOUTO TpsiOBa Ja ce u30sArBa AaJOUMYHHU3ALUS CHPSMO
HLA-anturenu (HampyMep XPOHUYHH DPEIUIHACHTH HA CPUTPOIMTHH KOHIICHTPATH, KaTo OOJHHU C
TajaceMusl, arulaCTUYHa AaHeMUs, JIeBKEMHs, MMYHOKOMIIPOMETHPAHHM NAalMEeHTH, KaKTO M TaKuBa,
MOJIS)KAIY Ha TPAHCIUIAHTAIHSI HA CTBOJIOBU XEMOIIOCTUYHH KIICTKH);

7.2.3.1.3. npu manyeHTu ¢ Joka3aHa ajouMyHuzauus crpsmo HLA-anturenu u ¢ ¢peOpuiiHu
HEXEMOJUTHYHH PEAKIINH,

7.2.3.1.4. npu manMeHTH, NMPU KOUTO TPsiOBa Ja ce MpuiaraT epUTPOLMTHU KOHIIEHTPATH C
OTPHIIATEITHU PE3YATATH 32 IIATOMETAIIOBHPYC.

7.2.3.2. KoHTpauHAUKalUy - CHLIUTE KaKTO MPH CTAHIAPTHUTE EPUTPOLIUTHH KOHIIEHTPATH.

7.2.4. (m3m. - JIB, Op. 35 ot 2018 r.) EpuTpouiuTHu KOHIIEHTpaTH ¢ J00aBeH pa3TBop. Upes
n00aBsiHE Ha JOMBIHHUTENIEH KPBHbBOKOHCEPBUpAI pa3TBOpP C€ HaMalsiBa ChABPKAHHETO HA IUIa3Ma B
EPUTPOIIMTHUS KOHIIEHTPAT.

7.2.4.1. Unaukanmu - ChIIUTE KaKTO MPU CTAHAAPTHUTE €PUTPOLIUTHH KOHIIEHTPATH.

7.2.4.2. KoHTpanHAWKAIMK - CBHITUTE KaKTO MPH CTAHIAPTHUTE EPUTPOIIUTHA KOHIICHTPATH.

7.2.5. Tlpomutn epuTpolMTHU KOHIEHTpaTH. C NPOMUBHHUTE MpPOLEIYypH C€ OTCTpaHsIBAT



TUTa3MEHUTE MMPOTEHHHU U TOJIsIMA 9acT OT JICBKOITUTHTE.

7.2.5.1. Unnukanmu

7.2.5.1.1. npy ManMEHTH C JOKAa3aHU aHTHUTEJA CIPSAMO IJIa3MEHHM MPOTEUHU Hal-Beue CpeEIry
UMyHOTI00ymHH 0T Kiac A (IgA) v TEKKHU aJepruvHu peaKiny,

7.2.5.1.2. mapokcu3MajHa HOI[HA XeMOII00uHypus (OTCTpaHsBaHE Ha KOMILUIEMEHTA);

7.2.5.1.3. epuTpOLIUTHH KOHIIEHTPATH OT KpbBHA rpyna 0 npu UHTpayTepuHHU TpaHCPY3UH.

7.2.5.2. KoHTpanHauKauy - ChIIUTE KaKTO MPH CTAHIAPTHUTE EPUTPOIIUTHNA KOHIICHTPATH.

7.2.6. 3aMpa3eHH epUTPOLUTHNA KOHLIEHTPATH.

Upes 3ampassiBaHe CpPUTPOIIMTHUTE KOHIIGHTPATH MOTAT Jla C€ ChbXPaHsABaT B MPOJbDKEHUE Ha
gazx 10 rogunau.

7.2.6.1. Inaukanuu - mpuiiaraT ce 3a KOPeKIHs Ha aHEMUYHH ChCTOSHUS TIPH.

7.2.6.1.1. nuna ¢ peaKu KPbBHU TPYIIH;

7.2.6.1.2. nunia ¢ aAJIONMYHHU3AIKS CIIPSIMO MHOYKECTBO €PUTPOIUTHU aHTUTCHH,

7.2.6.1.3. (u3m. - /IB, O6p. 35 or 2018 r.) npu sunca Ha CMV-oTpHLIATETHH EPUTPOLUTHU
KOHIICHTPATH WU ChBMECTHMHU 00€3JICBKOIUTCHN CPUTPOIIMTHU KOHIICHTPATH.

7.2.6.2. KonTpanHauKamuy - KakTo MPH CTAHIAPTHUTE EPUTPOLIUTHN KOHIIEHTPATH

7.2.7. OGIpYCHH EPUTPOLIUTHHA KOHIICHTPATH

Upe3 oOTBPYBAHETO HA EPUTPOLUTHHUTE KOHIIGHTPATH C€ IpeMaxBa BB3MOXKHOCTTA 32
npuxsaiiane (engraftment) va T-mumdonuTHTe TPU UMYHOKOMIIPOMETHPAHU TAIUCHTH.

7.2.7.1. Unnukanuu

7.2.7.1.1. TpaHCIUTAHTAIMS HA CTBOJIOBH XEMOTIOCTHYHH KJICTKH,

7.2.7.1.2. cuHIPOM Ha TEXKBK UMYHEH JePHIIHT;

7.2.7.1.3. manueHTy ¢ IMyHOCYNpecuBHA Tepanus (JieBKeMUH, TUM(OMHU, KAPIIMHOMH);

7.2.7.1.4. uHTpayTepUHHU TpAaHC)Y3HUH,

7.2.7.1.5. HEIOHOCEHW HOBOPOJICHH JIEIIa,;

7.2.7.1.6. Tparcdy3un OT OIU3KU POJICTBEHHUIIH.

7.2.7.2. KoHTpanHIUKaIUK - KAaKTO MPH CTAHJIAPTHUTE EPUTPOIIMTHU KOHIICHTPATH.

7.3. Kputepun 3a npuiiokeHue U JJO3UPOBKA HA €PUTPOLIUTHUTE KOHIICHTPATH

7.3.1. IIparoBuTe KOHIIEHTPAIIMK HA XEMOTJIO0MHA, KOUTO Hallarat MpeiuBaHe Ha ePUTPOIIUTHU
KOHIIGHTpPATH, ca!

7.3.1.1. mpu maau 3apasu auna - 60 - 70 g/l

7.3.1.2. npu MJIau JTIA C APYTH HEYCI0XKHEHHU 3a0onsaBanus (Hampumep auaber) - 70 - 80 g/l

7.3.1.3. mpu BB3pacTHHU 3apaBu jauia (Hag 65 r.) - 90 g/l

7.3.1.4. pu MAIMEHTH CHC CHPICYHU 3a00JNSBAHMS, C TOBHUIICHA KHCIOPOJHA KOHCYMAIIHS
(mammpumep centuriemusi) - 100 g/l

7.3.2. Jlo3upoBka

7.3.2.1. pu oCTpH KPBBOU3IUBH - CbOOPA3HO CTENEHTa Ha KPbBOM3IINBA,

7.3.2.2. ipu XpOHWUYHO aHEMHYHO CHCTOSIHHE - CIIOpPE/ CTETICHTA Ha aHEMHATA M KIMHUYHUTE
posiBY, Haii-uecto 1o 1 E epuTponuTeH KOHIEHTpaT THEBHO.

7.3.3. TlogOop HAa EPUTPOIIMTHUTE KOHIICHTPATH

7.3.3.1. epUTPOLUTHUTE KOHILIEHTPATH C€ MOJOMpaT IO KpbBHATAa Ipyla Ha pELUINHUEHTa
cbobOpa3no ABO u Rh-anturennute cucremu;

7.3.3.2. npu crnenuamHu ciydad (TaJaceMUHW, XPOHUYHHM PEIUIHEHTH, TOJISKAI Ha
TPaHCIIAHTAIMsl HA CTBOJIOBH XEMOIOCTUYHHU KJIETKH) CPUTPOIMTHUTE KOHIIEHTPATH MOXE Ja Ce
noaoupar 1o GeHoTUN U Mo JAPYrd epUTPOLIUTHH AaHTUTEHHHU CUCTEMU,;

7.3.3.3. (noBa - /IB, 0p. 35 ot 2018 r.) npu neduiut Ha eqHorpynosu ABO u Rh eputpouutan
KOHIIEHTPATH KPBB c€ MpeNiBa MpH Clla3BaHe Ha yCIOBUATA, MOCOYCHH B Tabmuma 1.

Ta6Jmua 1. VcnoBus 3a KPBBOIIPCIIMBAHC TIPU HCBB3MOXKHOCT Ja C€ OCHUT'ypU CIAHOI'PYIIOBa



KpPBB

KpbBHa rpyna n Rh (D)
AHTUreH Ha JoHopa

KpbBHa rpyna n Rh (D)
AHTUrEH Ha peuunueHTa

ﬂ,OI’IyCTVIMVI Konun4yecrtea 3a
npennBaHe

Ycnosus

0 (+) nonoxuTenHa

A (+); B (+); AB (+)

o 500 ml ysina kpbB, A0
1000 ml eputpoumTeH
KOHLIEHTpaT

TuTbp Ha aHTU-A 1
aHTu-B aHTuTena go
1:16

0 (-) oTpuuaTenHa

A();: B () AB ();

o 500 ml ysina kpbB, A0
1000 ml eputpoumTeH
KOHLIeHTpaT

TuTbp Ha aHTU-A 1
aHTn-B aHTuTena oo
1:16

A (+) nonoxutenHa

A (-) oTpuuaTenHa

AB (+) nonoxwutenHa

AB (-) oTpuuartenHa

o 500 ml ysina kpbB, A0
1000 ml eputpoumTeH
KOHUeHTpaT

TuTbp Ha aHTU-A 1
aHTn-B aHTuTEna oo
1:16

B (+) nonoxutenHa

B (-) oTpuuartenHa

AB (+) nonoxurenHa

AB (-) oTpuuartenHa

[o 500 ml yana kpbB, 8o
1000 ml eputpouunTeH
KOHUeHTpaT

TuTbp Ha aHTK-A 1
aHTn-B aHTuTENna oo
1:16

A (-)oTpuuaTenHa
B (-) oTpuuatenHa
0 (- ) oTpuuatenHa

AB (-)oTpuuartenHa

A (+) nonoxwurenHa
B (+) nonoxutenHa
0 (+) nonoxuTenHa

AB (+) nonoxurenHa

bes orpaHn4yeHund

Jlunca Ha aHtn-D
aHTUTeNa B cepyma Ha
[OHopa

A (+) nonoxuTenHa
B (+) nonoxutenHa
0 (+) nonoxuTtenHa

AB (+) nonoxurenHa

A (-) oTpuuatenHa
B (-) oTpuuaTenHa
0 (-) oTpuuartenHa

AB (-) oTpuuartenHa

bes orpaHmn4yeHund

Camo npu 3annawBaLm
XMBOTa CbCTOSHUSA U
nunca Ha aHTn-D
aHTUTena B cepyma Ha
nauueHTa

Al (+); A2 (+)

Al (1) A2 ()

A (+)

AQ)

bes orpaHmn4yeHunda

0o 1-rooviiHa Bb3pacT

Al (+); A2 (+)

Al (1); A2 ()

A (+)

AQ)

bes orpaHn4yeHunda

0o 1-rooviiHa Bb3pacT

3abenexcku kom maodauya 1:

1. KpbB ot kpbBHa rpymna 0 ce mpenuBa HEM30TPYNOBO MPU YCIOBHE, Y€ TUTHPHT HAa aHTU-A U
aHTH-B aHTHTENaTa B cepyma Ha JIOHOpa € He To-BHCOoK ot 1:16.

2. KpbB oT kpbBHU Ipynu A 1 B ce mpenuBa Ha nmanueHT ¢ KpbBHa rpyna AB npu yciosue, 4e
TUTBPHT HA aHTU-A U aHTH-B aHTHTENaTa B cepyMa Ha JOHOpa € He 1mo-BHCcoK ot 1:16.

3. JlomycTHMOTO KOJIMYECTBO 3a MpEeJIMBaHe MpU ycloBHsATa Ha 3abenexku 1 u 2 e mo 500 ml



isuta kpbB ¥ 10 1000 ml eputporuren KoHieHTpar, chobpaseno ¢ D anturena na Rh cucremara. Ipu
TE3W MAalMEHTH MOXE Jia C€ TperBa OTHOBO M30TPYNOBA KPHB WM €PUTPOIUTEH KOHIIEHTPAT CIIE.
Hal-MaJIko 7/ THU OT Mocje/IHaTa HeM30rpyrnoBa XeMoTpaHCy3usl.

4. Tloarpynute Ha A antureHa (Al u A2) ce cboOpas3siBaT caMO IpPU yCTAHOBSBaHE Ha
uperyisipHu antu-Al antuTena B cepyma Ha mpuemMaTels.

5. Kpssl/eputporuren kouuenrpar ot Rh(D) orpunarenen moHop ce npenuBa Ha Rh(D)
MOJIOKUTEJICH MallMeHT NP yCJIOBHE, Y€ B CEpyMa Ha JapuTelis He ce OTKpUBaT aHTu-D anturena.

6. [lpu s3amuiamBaimM >KUBOTa ChCTOsHUS Moke nAa ce mnpenuBa Rh(D) momoxxutenHa
KPBbB/EPUTPOLIUTEH KOHIICHTPAT WK TPOoMOOIUTEeH KoHIeHTpaT Ha maieHT Rh(D) otpurarenen camo
MIPH YCIIOBUE, Y€ B CEpyMa Ha MpUeMarels He ce yCTaHOBsABaT aHTU-D anTuTena.

7. B TO31M cny4ail 3aABDKUTEIHO ce€ MpaBu MpoduiiakTuka ¢ aHTH-D mMmyHomarnoOynuH 10
72-pus 9ac cien KpbBOMPEINBAHETO, KAKTO CIIEABA!

7.1. mo 10 mwmkporpama aHTtH-D wumyHOrmoOynMH Ha Bcekn MHIMIMTBp mpensra Rh(D)
MOJIOKUTETTHA KPBB;

7.2. no 10 mukporpama antu-D umynornooyaun Ha Beeku 0.4 ml mpessit Rh(D) monoskurenen
EPUTPOLIUTEH KOHIICHTPAT;

7.3. mo 150 mukporpama antu-D mmyHOrnoOymuu cien npenuBane Ha Rh(D) monokurenex
TPOMOOLIMTEH KOHIEHTPAT.

7.4. OueHka Ha pe3yATaTUTE OT MPUIOKEHUETO Ha EPUTPOLIMTHUTE KOHIICHTPATH

7.4.1. nogoOpsiBaHe Ha Oene3uTe Ha AaHEMUYHUS CUH]IPOM;

7.4.2. noBUIlIeHWE HAa KOHIICHTPAIIMATA Ha XEMOTJI00MHA.

8. KinMHn4HO npuiioskeHre Ha TPOMOOLIMTHY KOHIIEHTPATH

TpoMOOLIMTHY KOHIIEHTPATH CE€ MpujaraT IpW HapyIICHUS Ha XEMOcCTa3ara Mopajd HamajeH
Opoii Ha TPOMOOLIMTUTE UM HapylleHus Ha TexHuTe GpyHkiuu. [Ipunarar ce KakTo 3a JeyeHue, Taka u
3a mpoHIaKTHKa Ha KPHBOU3IUBH.

TpoMOOLMTHY KOHLIEHTPATH Ce MpujaraT 3a JiedeHUe Ha KPbBOM3IMBU MPH MAILMEHTH C TEXKa
tpomGonuronenus (mog 10 - 20 x 10%/1) umu npu Hapymenus Ha TPOMOOIUTHUTE (HYHKIMH U HOPMAJIEH
Opoii Ha TPOMOOIIUTHUTE.

TpoMOOUIMTHY KOHIIEHTPATH Ce€ MpHJIarar 3a Npo(uIakTHKa Ha KPHBOW3IMBH NPU TTALUEHTH C
TEXKH TPOMOOIMTONEHUN WJIM HAPYHUIEHH TPOMOOUMTHU (PYHKIUH U ONEPATUBHU MHTEPBEHLUH WIIH
WHBA3MBHU MPOIEIYPHU WK MPH KPATKOTPAWHH TEKKU XHUIOMPOIYKTHBHU TpoMOormToneHuu (mosa 5 -
10 x 10%/1) (neBkemun, TPaHCIIAHTAIINS Ha KIIETKH, ThKaHU U OPTaHu).

8.1. CranmapTHU TPOMOOIIMTHH KOHIICHTPATH

8.1.1. Uunnkanun

8.1.1.1. TpoMOOIIMTONICHNN TIOPAIU HAPYIIEHA MPOIYKIUS HA TPOMOOIIUTHTE;

8.1.1.2. TpoMOOIITONIEHNH TIPU XUTIEPCINICHU3bM;

8.1.1.3. TpoMOOIITONIEHNH TIPY CHHPOM Ha IMCEMHHUPAaHa UHTpaBa3aiHa KOAryJIanus,

8.1.1.4. TpoMOOIIMTONIEHNH TIPU MACUBHU TpaHC(]y3UH U KapAUOIyJIMOHaJIeH Oaiirac;,

8.1.1.5. HeoHaTaHa AIOMMYHHA MypIrypa (0T CbBMECTUM JIOHOP WJIM OT MaiKaTa);

8.1.1.6. aBToMMyHHa TPOMOOLMTOIIEHUYHA IypITypa (IPY )KMBOTO3AILIAIIBAIIN KPHBOU3IIHBH);

8.1.1.7. 3a0onsBaHMs ¢ HAPYIICHHUS HA TPOMOOIIUTHUTE (PYHKIIHH.

8.1.2. KoHTpannaukamnuu

8.1.2.1. TpOMOOTHIHO TPOMOOIIUTOIICHHYHA ITYPITYPa;

8.1.2.2. cnentpancdy3noHHa Mypnypa;

8.1.2.3. xemapuH-UHAYIIHPaHA TPOMOOIIMUTOIICHUSI.

8.2. TpoMOOLIMTHN KOHIICHTPATH, OIYYeHH upe3 adepe3Ha TeXHUKa (0T €AMHUYEH TapUTe)

8.2.1. Unmukarmu

8.2.1.1. TpOMOOIIUTONEHUYHH CHCTOSTHUS ITPU ATTOMMYHHU3UPAHH MMALUEHTH,;



8.2.1.2. TpOMOOIIMTOIICHUH TP TTAIIMEHTH ¢ UMYHEH JACPHUIINT.

8.3. OnpueHn TpOMOOLIUTHHU KOHIICHTPATH

8.3.1. Mumukanun

8.3.1.1. rpombonTONIeHNH TpU OOJTHU C KOMIIPOMETHPAH UMYHHUTET;

8.3.1.2. mpu TpaHCIIaHTALMsI HA CTBOJIOBU XEMOIIOETUYHH KIIETKH;

8.3.1.3. mpu manueHTy ¢ MuenoadIaTuBHA Teparnus,

8.3.1.4. HOBOpOACHH C MAaCHBHU TpaHC(Y3HUH;

8.3.1.5. HeTOHOCEHH HOBOPOJICHU JICIIA;

8.3.1.6. mpu poACTBEHU JOHOPH.

8.4. (u3m. - ]IB, Op. 35 ot 2018 r.) TpoMOOLIUTHH KOHIICHTPATH C JOOABCH Pa3TBOP

8.4.1. UnauKkanuy - npy MalMeHTH ¢ J0Ka3aHW aHTHUTeNa CIPSIMO IUIa3MEHH MPOTeUHH (aHTH
IgA-anTHTena npu 60iHY ¢ aedumt Ha [gA-UMYHOTTIOOYIINHH).

8.5. O06e31eBKOUTEHH TPOMOOIIUTHA KOHIICHTPATH

8.5.1. Unmnkarmu

8.5.1.1. npu manmeHTH ¢ PeOPUITHN HEXEMOTUTUYHHU PEAKIIUH,

8.5.1.2. 3a nmpeana3BaHe OT ATOMMYHH3AIMS MPH MMAIMCHTH, MOJICKANTN Ha TPaHCIUTAHTALINS
Ha OPTraHU U KJIETKH, UM XPOHUYHH PEIUITUEHTH Ha KPHBHU MPOAYKTH.

8.6. 3ampazeHu TPOMOOIIMTHA KOHIIEHTPATH

8.6.1. Munnkanun

8.6.1.1. mpunoxxenne Ha cbBMecTuMH 10 HLA m HPA TpoMOOIHMTHM KOHIIEHTpPATH, KOTraTo
JIUTICBA CbBMECTUM JIOHOD 3a MOJIy4aBaHe Ha IPECHU TPOMOOLIUTHU KOHIICHTPATH;

8.6.1.2. aBTONOKHU TPOMOOIIUTHN KOHLIEHTPATH.

8.7. Jlo3upoBKa Ha TPOMOOIIMTHUTE KOHIICHTPATH

8.7.1. 3a yieueHune Ha KPHBOM3JIMBH - TI0 1 eMHUIIA TPOMOOIIMTEH KOHIIGHTpAT Ha Bceku 5 - 10
kg Tenecna mMaca criopesi BUia Ha TPOMOOITUTOIICHHUSTA M TEIKECTTa Ha KPHBOU3IIMBA.

8.7.2. 3a mpo¢umiakTiKa Ha KpbBOM3IMBY - 110 1 enuHuna TpomOonuTeH KoHueHTpar Ha 10 kg
TeJecHa Maca mpe3 JIeH.

8.7.3. OpHeHTHPOBBYHH ITOKA3ATEIH:

8.7.3.1. [IpodunakTHUHO NPUTOKEHNE

8.7.3.1.1. mparos 6poii(*) Ha TpomGonuTuTe - ox 10 X 10%/1

8.7.3.1.2. mpurienen 6poit (**) Ha TpomOoOIIMTHTE - Hax 25 X 109/

8.7.3.1.3. mpunenen 6poii Ha TpoMOOIUTHTE TIpK omeparnuy - Haz 50 - 80 x 10%1

8.7.3.1.4. xonu4ecTBO MpeeTu TPOMOOLIUTH - Haf 4 X 10

8.7.3.2. TepareBTUYHO MPHIIOKEHHE

8.7.3.2.1. nparoB Opoii Ha TPOMOOLIUTHUTE - UHIUBH]IyaJIeH

8.7.3.2.2. npunenen 6poit Ha TpomGormTHTE - Hax 40 X 10%1

8.7.3.2.3. Konu4ecTBO MpeeTd TPOMOOLIUTH - HaJ 6 X 10

3alenexka.

(*) nparoB Gpoii - 6poii Ha TPOMOOIIUTHUTE HA PEIUIUEHTA, IPH KOMTO Ce Hajiara nmpujiaraHe Ha
TPOMOOIIMTHA KOHIICHTPATH.

(**) npunenen 6poii - Opoit Ha TPOMOOLIUTHTE, KOMTO TPIOBa J]a Ce MOCTUTHE B IUPKYJIAIUATA
Ha pelUITMEHTa ClIe/] MPUIaraHe Ha TPOMOOIIMTHU KOHIICHTPATH.

8.8. [Togbop Ha TPOMOOIIUTHUTE KOHIIEHTPATH

8.8.1. Ilpm naruenTn 6e3 anonmynm3arus kbM HLA nin HPA-aaTHTeHH

8.8.1.1. monGupar ce cbBMecTuMHU 10 ABO-aHTUTeHHA cucTeMa TPOMOOIIMTHH KOHIIEHTPATH,

8.8.1.2. wm30sarBa Ce TPWIOKEHHWE HAa TPOMOOIMTHH KOHIICHTPATH, TOJIYYCHH OT
Rh-nionoxwurenaun nonopu Ha Rh-oTpunaTenHu perunueHTH, 0COOCHO Ha Jela U )KEHU BbB (epTUIIHA
BB3pacT!

8.8.2. Ilpu naruenTu ¢ anoumyHusanus kbM HLA- anTureHn



8.8.2.1. monbupar ce MmakcumanHo ckBMecTHMH 110 HLA 1 ABO TpoMOOIIMTHH KOHIIEHTPATH,
Hai-1o0pe OT eANH JapuTe, MoJydeHu upes adepesa,

8.8.2.2. npu nurica Ha ceBMecTHMH TI0 HLA 1 ABO TpoMOOIIMTHM KOHIICHTPATH MOXE Ja Ce
npujiarat TakuBa, KOUTO He ca chbBMecTuMu 1o ABO,;

8.8.2.3. mpu nokazana crienuduuHOocT Ha aHtutenata nmo HLA wmm HPA anTturennu cucremmu
ce moAdupaT ChBMECTUMU 10 ChOTBETHUTE AaHTUTECHH TPOMOOIIMTHH KOHI[EHTPATH.

8.8.3. Ilpm HeoHaTaJiHa aJOMMYyHHa IypHypa ce€ NpwiaraT TPOMOOIIMTHH KOHIICHTPATH,
MOJIy4eHU OT MaiikaTa, KaTo ce OTCTpaHsBa Iia3Mmara U ce n00aBs Tuia3mMa oT KpbBHA rpyna AB umu
MTOAXOSAII €JIEKTPOIIUTEH Pa3TBOP

8.9. OueHka Ha pe3yATaTUTE OT MPWIOKECHUETO Ha TPOMOOIIUTHU KOHIICHTPATH

8.9.1. mpu TPOMOOIMTOIICHUH

8.9.1.1. mo kauHNYHYU OelIe3y,

8.9.1.2. o KOPUrUPAHOTO TOBHUIIICHUE HA OPOsI HA TPOMOOILIMTHUTE

(6poni cnen 6pon npeam
KopurmpaHo npenueaHe - npenvBaHe) X TI (kB.M)
NoBULLEHNE Ha =
Tpombounutute 6povi npenetn TpomdouunTn (10(11))

TII - TenecHa NOBBPXHOCT

MuHUMAaITHA KEJIaTeTHA CTOMHOCTH Ha KOPUTUPAHOTO IMOBUIIICHUE HA TPOMOOITUTHTE
- 1 h cnen npenuBane Ha TPOMOOIMTHUTE KOHIICHTPATH - Hax 5 - 7,5 X 1091

- 24 h ciieq npenuBaHe HAa TPOMOOIMTHUTE KOHIIEHTPATH - HaJ 5 X 10%/1;

8.9.2. npu HapylIeHUs Ha TPOMOOIIUTHUTE (PYHKIIUHU:

- 110 KJIIMHAYHU Oene3y,

- IO KOPEKIIMS Ha YABDKEHOTO BPEME Ha KbPBEHE.

9. KiIMHUYHO MPWIIOKEHHUE HA TPAHYJIONUTHU KOHIICHTPATH

['paHynOIMTHUTE KOHIEHTPATH TPEACTABISIBAT CYCIEHCHsS Ha TPaHYJIOUUTH B IUIa3Ma,
nojrydeHu 4pes agepesa. M3mnonssa ce Bb3MOKHOCTTA 3a (paroluTo3ara Ha MUKpPOOPTraHU3MH U I'bOMUYKU
OT TPaHYJIOIUTHUTE.

9.1. Uuaukanuu - orpaHU4eHU

9.1.1. manmenTu ¢ Texka Heyrponenus (moa 0,5 X 10%1) ¢ mokasan cencuc u Hepearnpaniu Ha
a/JieKBaTHa aHTUOMOTHUYHA TEpaINus U TPaHYIOIUTEH KOJOHUUCTUMYIUpaI] GakTop;

9.1.2. HeoHaTaJIeH CeTiCcHC ¢ penaTHBHA HeyTponenus (mox 3 X 109/1).

9.2. KoHTpauHIWKallUK - KPAaTKOTPAHU HEYTPOIIEHUYHH CHCTOSIHHS 0e3 WHGEKIHS WIH C
uH(]EKIM, Mo1aBalla ce Ha aHTUOMOTHYHA TepaIus

9.3. [Toxbop Ha mapuTenuTe 3a TPaHyIOLUTHU KOHIIEHTPATH

9.3.1. CbBMECTHMOCT C perunueHTa mo anturennute cucreMu ABO u Rh (mopaau npumec Ha
CPUTPOITUTH);

9.3.2. mpu aNOMMYHHU3UpPAHU PEIUITUEHTH chBMecTuMocT 1o HLA-anTurenure;

9.3.3. pu PEUUINUEHTH C KOMIIPOMETUPAH MUMYHUTET C€ MPHUJarar OXbYEHH TPaHyIOIMTHU
KOHIICHTPATH,

9.34. mpu penunuentd, kouto ca CMV-orpumarenHd, ¥ TNpud HOBOPOJEHH JeHa e
MPEMOPBHUNTEITHO TPAHYIOIUTHATE KOHIIEHTpaTH Aa ca oT CMV-0TpHIIaTeTHN TOHOPH.

9.4. JTo3upoBKa Ha TPaHyJOIUTHUTE KOHIICHTPATH

9.4.1. 3a BB3pacTHH MAIUEHTH - HAJ 2 X 1010 TPaHYJIOLUTH HA JICH;

9.4.2. 3a HOBOpOEHU nemna - 1o 0,1 X 1010/kg TeJIECHA Maca Ha JIeH.

9.5. Ouenka Ha pe3yJITaTUTe OT MPHJIOKEHHETO Ha TPAHYJIONUTHUTE KOHIIEHTPATH - CTENICH Ha
MOBUIIIEHHE HA OpOsI HAa TPAHYJIOLUTUTE B KPHBTA HA PEIIMITUEHTA.



10. Knuan4yHO MpHUIIOKEHUE Ha TIIa3Ma

OT pa3nuyHUTE BH3MOXKHU BUJOBE IUIa3Ma Hal-yecTo 3a KJIMHUYHO MPHUJIOKEHHE ce Tpuiara
MPSICHO 3aMpa3eHa Iia3ma.

10.1. Uapukamun

10.1.1. xoarysjomaTvd, 3a JICYEHHETO Ha KOWTO HSIMa ILIa3MCHHM mpemapatd (aeuuut Ha
koarynaimonuute ¢akropu I, X1, XI11);

10.1.2. TpoMOOTHYHO TPOMOOIIMTOIICHHYHA ITyPITYpa,;

10.1.3. cunapoM Ha TUCEMUHUpPAaHA MHTpaBa3alHa KoaryJamus,

10.1.4. macuBHU KpBBOIIPEIMBAHUS U JUITYIIHOHHA KOATryJIOTIaTHS,

10.1.5. Texku yepHOIPOOHU 3a00ISIBaHUS C HAPYIIEHU MPOTEUHCHHTE3UPALTH (PYHKIINH;

10.1.6. npeno3upane Ha aHTUBUTAMHUH K-aHTHKOAryjaaHTH;

10.1.7. nedunmt Ha anTuTpoMOuH |1 mu mazmuHOTEH;

10.1.8. nedurut Ha C1 uaxubUTOD;

10.1.9. ekccanrBuHoTpaHcy3uu.

10.2. KoHTpanHaukamum

10.2.1. koarynonaruu, 3a JEYSHHETO HA KOMUTO UMa TIa3MEHH IMPeTrapary,

10.2.2. 00eMHO 3aMeCTBaHE;

10.2.3. mapeHTepaIHO XpaHEHE,

10.2.4. 3amecTBaHE HA UMYHOTJIOOYIUHHY;

10.2.5. npu anoumMyHHU3auUs KbM IUIA3MEHU TIPOTEHHH.

10.3. [Togbop Ha mpsiCHO 3amMpa3eHaTa Iia3Ma

10.3.1. Tpif karo TIa3MaTa CHABPKA ECTECTBCHHTE KPHBHOTPYIIOBH AHTHTENA, CE MOA0HMpa
cb0Opa3HO KphBHATA IPyIla HA PEIUIHCHTA,

10.3.2. (u3m. - [IB, Op. 35 or 2018 r.) mpu surca Ha W30rPyNoBa IJIa3Ma ce JOMyCKa U
MPUJIOKECHUE Ha TIa3Ma OT Jpyra KpbBHA IpyIa, KaKTO € MocoueHo Ha Tabmuma Ne la.

Tabnuua Ne 1a

npl/IJ'IO)KeHI/Ie Ha NPACHO 3aMpa3eHa nnasma

KpbBHa rpyna Ha peuunueHTa KpbBHa rpyna Ha nrnasmara
A A, AB
B B, AB
0 0,A, B, AB
AB AB

10.4. lo3upoBka

10.4.1. cranmaptHa go3a - 5 - 10 ml/kg tenecna maca;

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

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

10.5.1. npu KoaryialMoOHHNA HAPYIICHUS - KIMHUYHU Oeyie3n (OBIaasiBaHe Ha KPHbBOU3JIUBUTE)
U OIIpeelisiHe KOHIEHTpaIUATa Ha ChOTBETHUTE KOAryIallMOHHU (DaKTOpH B IIa3MaTa Ha pelUIIUEeHTa,;

10.5.2. mpu TPOMOOTHYHO-TPOMOOIIMTOTICHWYHA TypIypa - HapacTBaHe Opos Ha
TPOMOOIIUTHTE, HaMAJIIBaHE KOHLIEHTpAIUATA Ha JaKTaTAeXUApOreHas3ara.

11. Hexxenanu peakluy U YCIOXKHEHUS IPU MPUIIOKEHUE Ha KPbBHU IPOIYKTH
11.1. XeMOJIUTUYHU CIEAKPBBONPETUBHU PEAKIINU



11.1.1. paHHH XEMOJMTHYHHU CIACAKPHBOTPEIUBHH PEaAKITUU

JIbKaT ce Ha MHTPABa3aIHO M MO-PSJIKO HA E€KCTPaBa3ajlHO pa3pyllaBaHE Ha PUTPOLUTUTE
IIPU HECHBMECTUMO KpbBOIpeENIMBaHe Hail-uecTo 1o ABO- anTurennara cucrema.

11.1.1.1. KinuHnYHY NposIBU:

11.1.1.1.1. noBuIIeHNE HA TEMIIEpaTypaTa CbC WU O3 BTPUCAHE,

11.1.1.1.2. 6onku B KpbCTa M HA MACTOTO Ha KPHBOIMPEIUBAHETO;

11.1.1.1.3. cTarane B rpbAHUS KO,

11.1.1.1.4. rnaBoOoinue, rajgeHe, MOBPHIIAHE, TUAPHUS;

11.1.1.1.5. 10K ¢ XHAIIOTEH3 U,

11.1.1.1.6. octpa 6B0pedHa HETOCTATHYHOCT;

11.1.1.1.7. JUK-cunapom;

11.1.1.1.8. xemornobunemusi, XeMOTJIOOMHYPHSI.

11.1.1.2. TepaneBTUYHO MOBEICHHE!

11.1.1.2.1. npeycTaHOBsIBaHE HAa KPHBOIIPEIHUBAHETO;

11.1.1.2.2. B3emaHe mnpoOUM KPBB OT pEIUIMEHTa 3a JI0OKa3BaHEe Ha XeMoJiu3aTa M 3a
MMYHOXEMAaTOJIOTUYHA JHATHOCTHKA,

11.1.1.2.3. BkiII0YBaHE HA COJIEBU MH(Y3MOHHH Pa3TBOPU;

11.1.1.2.4. npOTUBOIIOKOBA TEPATIHS;

11.1.1.2.5. KopeKIus Ha XeMOoCTa3ara,

11.1.1.2.6. 0OMEHHO KpBHBOIIPEITUBAHE.

11.2. HexeMONIUTHYHH CIEAKPBHBONPEIMBHU PEAKIUU.

11.2.1. anadwminakTuyau cieATpaHc)y3NOHHU PEaKIUH.

[IpuunHsABaT ce OT HAIMYHOCTTA Ha aHTU IQA aHTUTeNna mpu JuIa C BPOJACH AepUIUT Ha
UMyHOII00ynuHHU 0T Kitac IgA.

11.2.1.1. KniuHUYHU TPOSIBH. TajJieHEe, MOBpPBIIAHE, KOPEMHH CIIa3MH, IUapus, TPaH3UTOpHA
XHUIIEPTEHCHSI, TTOCTIeIBaHa OT XUIIOTCHCHUS, BTpHCaHe Oe3 MOBUIICHUE Ha TeMIIepaTypara, 3auepBsiBaHe
Ha KO>KaTa, IOKOBO CHCTOSHHUE.

11.2.1.2. Inarno3a: noka3Bane Ha Aepuuut Ha IgA 1 Ha HaTMYHOCT Ha crienuduIHN aHTH IgA
aHTHTENA.

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.

[TpuumHSBAaT ce OT HATMYHOCT Ha aHTUTEJNA KbM MPETUBAHETO HA HAKAKBB aJIepreH.

11.2.2.1. KiuHWYHH TIPOSIBU: YypPTHKApus, CbpOEK, OE3MOKOHCTBO, TajeHe, JHCITHES,
XHUIIOTEHCHS, €JIEM Ha TJI0THCA.

11.2.2.2. TepareBTHYHO MTOBEACHHE:

11.2.2.2.1. npu J1eku ciiyyau NPUIIOKEHUE HAa aHTUXUCTAMUHHU TpenapaTy;

11.2.2.2.2. ipu TeXKU CIlydal MEPKH KaKTO MpH aHAPHIAKTHYHUTE PEaKIHud - enmuHepuH,
MPOTHBOLIOKOBU MEPKH.

11.2.3. ®eOpritHu HEXEMOJIMTHYHHU PEaKITHH

[TpuumnHSBaT c€ OT HATMYHOCT HAa AHTUJICBKOIIMTHU aHTUTENIA B PELIMITUEHTA U HAJMYHOCT Ha
CHOTBETHU aHTUTEHU B TPEITMBAHUS KPBBEH MPOIYKT.

11.2.3.1. KnuHUYHM TPOSIBU: TIOBUIIIEHUE HA TEMIIepaTypaTa chC Uil 0e3 BTpucaHe U 6e3 1aHHU
3a XeMOJIIN3a, B MO-TEXKKHUTE CIIydaH II1aBOO0INE, TaJIeHe, TOBPBIIaHe, TAXUKAPIHS.

11.2.3.2. TepaneBTUYHO MOBEICHUE!

11.2.3.2.1. npexbCBaHE HA KPHBOIPEINBAHETO;

11.2.3.2.2. aHTUNIUPETHIIH.



11.3. XumnepBoaemus

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

11.3.1. KniuHUYHY NPOSIBY: MPOSIBU HA KOHITECTUBHA ChPJI€YHA HEJJOCTATHUYHOCT.

11.3.2. TepaneBTUYHO MTOBE/ICHUE!

11.3.3. npekbCBaHe HA MIPUIIOKEHUETO HA KPHBHUS MTPOIYKT;

11.3.4. Tepamnus Ha ChpJeYHATA HETOCTATHYHOCT.

11.4. [lutpaTHa HHTOKCHUKAITUS U EJICKTPOJIUTEH AUcOaIaHC.

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

11.4.1. KnuHUYHYU TPOSBH. XUITOKAIIIEMHsI, XUTIEPKATUEMHUs, METa0OJIUTHA alli103a.

11.4.2. TepaneBTUYHO TIOBEACHHUE. KAJIMEB XJIOPHJ, KOPEKIHS Ha XWIIEpPKATUEMHATA H
KOPEKIUs Ha aluj103aTa.

11.5. lIpenuBane Ha OaKTEPUAIHO 3aMbPCEHU KPBBHU MPOTYKTH

Manku konudecTBa OaKTepuu, MONAJHATN B KPBBHUTE IMPOIYKTH, MOTaT J1a Ce pa3BUAT U
pa3MHOXKaT.

11.5.1. KnuHuyHU TpOsSBU: TOBHILIEHA TEMIEpaTypa, BTpPHCAaHE, TaJieHe M MOBPBIIAHE,
JUCIHEsI, XUIIOTEHCHs 10 110K0oBO cheTosiuue, MK cunnpom, octpa Ob0peyHa HEJOCTaTHUYHOCT.

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 HAa ITMPOKOCIEKTHPHU aHTHONOTHUIIH;

11.5.2.4. repanus na JIUK cungpoma.

12. AntepHaTUBY Ha TpaHCPY3MOHHATA TEPAIUS C KPbBHU ChCTaBKU

12.1. ABTONIOKHH XEMOTPaHCHY3HH.

12.2. MeaukaMeHTO3HO JeYeHre. KOraTo MMa BB3MOXKHOCT 3a MEIMKAMEHTO3HO ITOBJIMSBAHE
Ha OOJIECTHUS MpoOIeC, TO C€ MPEANOoYUTa Tpel TpaHCPy3MOHHATA Tepamusi ¢ KPbB WM KPBBHU
CBhCTaBKH.

12.2.1. AntepHaTHBY HA TEPAINHS C EPUTPOIIUTHU KOHIICHTPATH

12.2.1.1. ¢papmMakoIOTHYHO MOBIUSBAHE HA aHEMHUATA - JIEKAPCTBA, ChIBPIKAIIN Kelss30, Bio,
(dosmeBa KHCeIMHA HITH ePUTPOTIOCTHH;

12.2.1.2. oBnangsBaHe HAa KPHBOMUBIMBU - C XHUPYPrHUECKH METOOU WM XEMOCTa3HU
M€EIMKAMEHTH.

12.2.2. AnTepHaTUBU Ha Tepamwus ¢ TPOMOOIIMTHU KOHIICHTPATH - JIEKApCTBA 3a MOBJIUSIBAHE Ha
XEeMOCTa3aTa.

12.2.3. AnTepHaTuBHU Ha Tepanus ¢ rpaHyJIOMUTHA KOHIIEHTPATH!

12.2.3.1. pactrexuu akropwu,

12.2.3.2. aHTHOHOTHIIN.

12.2.4. AnTepHaTBY Ha TEpamus C TUIa3Ma.

12.2.4.1. nna3MeHu IPOAYKTH;

12.2.4.2. XeMOCTa3H! MEAUKAMEHTH.

13. TepaneBTnuna xemadepesa

TepaneBTnunara xemadepesa € MeTOZ, uYpe3 KOHTO ce OTCTpaHsBa OT LUPKYJIaLusATa
OMpe/eeH KPBbBEH KOMIOHEHT (KJIeThYeH WIM IUIa3MEH), KOWTO € NpPUYMHA 3a ChOTBETHOTO
3abonsBane. OTCTpaHSIBAaHETO Ha KJIETKH Ce O3Ha4aBa KaTo mutadepesa, a OTCTpaHsSIBaHETO Ha I1a3Mma -
mnasmadepesa.

13.1. TepaneBtuyHa nuTadepesa:

13.1.1. TepaneBTHYHA JIeBKOIIMTO(Epe3a (IeBkadepesa)

Nuankamuu:



13.1.1.1. neBkeMUS C XUIEPIAECBKOLUTECH CHHIPOM,

13.1.1.2. peBmMaTounieH apTpurT.

13.1.2. TepaneBTruna TpombonuTodepesa

13.1.2.1. TpombGonuTeMusi ¢ u3pa3zeHa KIMHUYHA CHMITOMATHKA.

13.1.3. TepaneBtruna eputpouuTodepesa:

13.1.3.1. chpIOBUIHOKICTHYHA aHEMUS C KIIMHHYHA CHMITTOMATHKA,

13.1.3.2. Mmanapus ¢ XAreprapazuTeMus.

13.2. TepaneBTuuHa azmadepesa:

13.2.1. aBTOMMYHHHM 3a00JIIBaHUs - OTCTPAHsIBaHE HA aBTOJIOKHHU aHTHUTEJIA,

13.2.2. XeMaToJIOTUYHH 3a00IsIBaHNUS,

13.2.3. metabonuTHH 3a00JIIBaHNU;

13.2.4. neBponoruvynu 3a00JISIBaHHS;

13.2.5. 660peunu 3a00JsBaHMS.

TepaneBTuynata xemadepe3a ce H3BBPIIBA C IMOMOIITA HAa KJICTHYHH CEMApaTopH, KaTo
MpoLeaypara € pa3inyHa Crope]l BUa Ha anapara U KpbBHUS KOMIIOHEHT, KOMTO TpsiOBa /1a ce OTIEIH.

Pasnen V
Tpancdy3uonen Hagzop

1. Onpenenenue

Tpanchy3noHHHUAT Hag30p € cucTeMa 3a HabltoIeHne, KOSITO CE OCHOBaBa Ha:

1.1. TOCTOSIHHO W CTaHAAPTU3UPAHO CHOMpPAHE HA JTaHHU U aHAJTU3 Ha WH(POPMALIUATA,

1.2. MOHMTOPUHI Ha HEXENAaHUTE PEaKIUU M WHIUACHTH, CBBP3aHM C BCSKa CTHIIKA Ha
ISUTOCTHHS TIPOIIEC OT B3EMaHETO Ha KPBB J0 MPEITMBAHETO, BKIIOYUTEIHO TPEIIKH IPHU MPEINBAHETO HA
KPBBHU ChCTaBKH;

1.3. ceOupane Ha wHPOpMamHs 3a 3a00JIEBACMOCTTa W PA3MPOCTPAHCHUETO HA MapKepu Ha
MH(DEKIMO3HU 3a00IIIBaHUS CpeJl JOHOPUTE Ha KPBB;

1.4. undopmanus 3a 001U OpOM PEIUIMEHTH U TPEIETH KPbBHU ChCTABKH,

1.5. KOHTpPON MO OCUTYpsBaHE Ha KadecTBOTO M 0€30MacHOCTTa Ha KPbBTA U KpPBBHUTE
CHCTaBKH.

2. llen Ha TpaHchy3MOHHUS HAI30P
Kpaiinara nen Ha TpaHc(hy3MOHHUS HAA30p € J]a OCUTypu 0€30MacHU KPbB U KPBbBHHU ChCTaBKU
U J1a IPeIOTBPATH MOBTAPSHETO HA HEXKEJAHUTE peaklMy U MHIUJIEHTH B TpaHC()Y3UOHHHUS MTPOLIEC.

3. Tpau]y3noHHHUAT HA30p BKIIOYBA:

3.1. mogabprkane Ha peructpu o wi. 36 3KKK B crorBercTBHe ¢ Hapenoa Ne 29 ot 2004 r.);

3.2. ycTaHOBsBaHE M JOKJaJBaHE Ha HEXEJIAHW peaKklud W WHIUISHTH MO0 BpeMe Ha
KpbBOB3€MaHe, H3cje/BaHe, NpepadoTBaHE, ChXpPAHEHUE W EKCHEeTUIMs Ha KpbBTa U KPBBHUTE
CHCTaBKH,

3.3. ycTaHOBsIBaHE M JOKJIQJBaHE HAa HEXXEJaHU PEaKIIMK U MHUIUACHTH NPH KPBHBOIIPETUBAHMS;

3.4. BCHUKM MEpPKH, CBbp3aHH C Ka4eCTBEHHs] KOHTPOJ HAa BCHYKH HHBA OT TPAaHCHY3HOHHHS
HpOLIEC;

3.5. IpopMIaKTUIHN MEPKH, KaTo IMOCTOSHHO CHhOMpaHe W aHalM3 Ha JaHHU OT BCHYKU 3BEHA
Ha TpaHc(y3MOHHATA BEpUra,

3.6. crOuMpaHe Ha JaHHHW, CBBP3aHU C MOMOOpPAa HAa JOHOPUTE, KaTO YeCTOTa W NMPUYMHH 32
oTJIaraHe Ha JJOHOPH,

3.7. cpOupaHe Ha EMUJAEMHOJOTHYHU HAaHHU 3a JOHOPUTE C TIOTBBPACHU MOJIOKUTEITHH
pe3yATaTH OT CKPUHUHT 32 MH(PEKIIMO3HU MapKepH,;



3.8. cuctema 3a OAMTEIHOCT 3a OBP30 M CUTYPHO IIpeaaBaHe HAa TOYHU W MPABWIHM JIaHHU Ha
KOMIICTCHTHU A HAITUOHAJICH OpraH B CIIy4auTC HAa JOKa3aHH UJIN BCPOATHHU HpOGHeMI/I;

3.9. KOpEeKTMBHM MEpKH, OTHACSIIH C€ J0 KapaHTHHHpaHE WJIN BpbIIAaHE Ha JIEPEKTHU
MaTepuaid WM TPOAYKTH, NpOLEAypd 3a oOpatHo mnpociensBane Ha npouecure (look-back
npouenypu);

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

4. TlpocnensiBaHe Ha KPHBHUTE ChCTABKU

4.1. TlpocnensBaHeTO HA KPBBHUTE CHCTABKHU CE€ TAPAHTHPA OT BH3MOXKHOCTTA 32 MPOCIIE/ISIBAHE
Ha BCsKa OTJIEJHA €IMHHIA KPBB WM IMOJIydeHaTa OT Hes KpbBHA ChCTAaBKa OT JIOHOpA A0 KPaWHOTO M
npenHasHaueHue, 0e3 3HaueHUE Jalld TOBA € PEIUIHUCHT, IPOU3BOIUTEN Ha JICKApCTBa OT IUIa3Ma HMIU
MSICTO 3a YHUIIIO’)KaBaHE, U OT KPaHHOTO MpeaHa3HauYeHUe JI0 IOHOPA.

4.2. JleueObHnure 3aBenenus, u3pbpiBamy aeitHocty o 3KKK, ocurypsBsar mpociensBaneTo Ha
KPBbBTa U KPbBHUTE ChCTABKH Ype3 TOYHU MPOLIETYypU HA HACHTU(UKALINS, BOJICHE HAa JOKYMEHTALUS U
MOIXOJIAIIA TIPOIIeypa Ha ETHKETUPAHE U JIOKJIA(BAT HA KOMIICTCHTHHSI OpraH 32 CEPHO3HH HEXEIIaHU
peaKiuy U/ CEpUO3HHA UHIMICHTH.

4.3. (mm. - JIB, Op. 37 or 2007 r.) UTX u OTX keMm obmactaure MBAJI TpsiOBa na
npeArnpueMar MEpPKH, KOUTO Jia TO3BOJISIBAT MPOCIEIIBAaHE HAa KPBBHHUTE CBCTABKH JI0 TSIXHOTO
MECTOHA3HAuUCHUE M €Tall Ha mpepaboTBaHe.

44. IITX u OTX kM obnactHute MBAJI TpsibBa na moaabpaT cucTeMa 3a YHUKaiIHa
UIACHTH(UKAIUS 32 BCCKU JIOHOP, 32 BCsAKA SAMHMIIA B3€Ta KPBB M BCAKA NMPUTOTBEHA KPhBHA ChCTaBKa
HE3aBHUCHUMO OT MPEIHA3HAYCHUETO MM, KaKTO W Ha OOCKTHUTE, Ha KOWUTO € JIOCTABEHA JaJicHa KpbBHA
ChCTaBKa.

4.5. (mom. - JIB, 6p. 35 or 2018 r.) JleueOuure 3aBencHus, u3BbpiBamu aeiiHocTH mo 3KKK
TpsOBa Ja UMAT CUCTEMa 3a PErHCTpaIlisd Ha BCSKa MOJIyUeHA eUHUIA KPBB MU KPhBHA ChCTaBKa, 0e3
3HaUYCHHE JaJId € TpepadoTeHa B JIEYEOHOTO 3aBEJCHUWE WM HE, 3a pErucTpalus Ha KpaiHata
JICCTHHAIINS Ha TOJIydeHaTa eIUHUIA KPBB, HE3aBUCHMO JIajli € MpesiTa, YHUIIOKEHAa WM BhpHATa Ha
npenoctapuiute TH LITX u OTX xbm ob6mactaute MBAJL. Enun nbT cemMU4HO Tasu uHQOpMaIus B
obema, ykazan B mpuioxenne Ne 2 ot Hapenda Ne 29 or 2004 r., ce mpemocraBs Ha CTPYKTypara,
OCUTYpHJIa KPBBTA WM KPHBHUTE CHCTaBKHU.

4.6. ITX m OTX kbM obOmactHure MBAJI TpsiOBa na mMMaT yHUKadHA HICHTH(UKAITMOHHA
CUCTEeMa, KOSTO TMO3BOJIABA Ja Ce HamlpaBU BPb3Ka MEXKIY TAX M BCSIKA B3€Ta OT TIX €AMHUIIA KPbHB,
KakTo U Bcsika mpurorBeHa oT L{TX kpbBHA chCTaBKa.

4.7. UTX u OTX kM obnactHuTe MBAJI TpsiOBa na uMar 3a cay4dauTe, B KOUTO MPEIOCTaBIT
eJIMHUIIA KPBB WM KPBBHU CHCTABKH 32 KPBBOIPEIMBaHE, MPOIEAypa 3a MPOBEPKa, YAOCTOBEPsBAIIA
Jlany BCSIKAa €KCTeIupaHa €IMHMIIA € TpeNsTa Ha PEIUIHeHTa, 3a KOroTo € MpelHa3HauyeHa, WId B
CiTy4ai, 4ue He e TpeJATa, Jia MPOBEepAT KakBa € chaoaTa M.

4.8. IIpocneasBaneTo TpsiOBa na naBa nHGOpMaIus 3a 001us Opoil Ha:

4.8.1. narMeHTHTe, NOJYYWIH KPBB WIH KPBBHU ChCTABKH,

4.8.2. M3MOI3BAaHUTE STUHUIM KPHB UIIH KPHBHU CHCTABKHU,

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

5. BuyioBe HexenaHu peakiiy MPpH NaueHTH:

5.1. HemocpeaCTBEHM peaklMH, BB3HUKHAJIM IO BpEeME M HENOCPEICTBEHO Clie]
KpBBOMpEIUBAHe, KAaTo XEMOJIM3a, HEXEMOJUTHUYHU (GeOpuiIHM TpaHCPY3MOHHU peakluH, OOpuB,
epuTeM, YpTUKapHs, aHaWIAKTUYEeH IIOK, OaKTepHaIHO KOHTAMHUHHUpPAHE, CBBbP3aHO C INPEIMBAHETO
OCTpO yBpekaaHe Ha Oenust 1pod u ap.;

5.2. 3a0aBeHM HEKENaHU peakIMM Cclel KpbBONpeNuBaHe, KaTo xemonusa, octbp GVHD,



CJIEIKPBBOIIPEIMBHA MypITypa, yBennuenue Ha ALT, xemoxpomarosa u ap.;

5.3. anonmyHH3aus cpeury eputpouutHy, HLA umm TpoMOOIIMTHY aHTUTEHH,
5.4. BCUUKM HEU3BECTHU I10-PaHO HEXEJaHW PEeaKLMU U MHIMICHTH, CBbP3aHU C IIPEIUBAHETO

Ha KPbBHHU CbCTABKH,

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, IpeaaeHa Ype3 KPbBONPEIUBaHE;

5.5.5. aHadunakcust/cCBpbX4yBCTBUTEIHOCT;

5.5.6. cBBp3aHO ¢ KPBBOIPEIMBAHETO OCTPO YBPEXKITaHE HA OeIust Apoo;
5.5.7. BupycHa undekuus, npeaaacHa upes kpbeonpenusane (HBV);

5.5.8. BupycHa unbexius, npenaaena upes kpoeonpenusane (HCV);

5.5.9. BupycHa undekuus, nmpeaaaeHa upes kppeonpenusane (HIV-1/2);
5.5.10. ngpyra BupycHa uHekusl, mpeaaaeHa upe3 KpbBOIpeluBaHe,
5.5.11. napa3utHa uH}eKIHs, penaaeHa upe3 KpbonpenuBane (Manapusi);
5.5.12. apyra napasutHa uHpeKIHs, MpeaaaeHa upe3 KpbBonpennBane (mocoyere);
5.5.13. mocrTpancdy3nonHa mypiypa,

5.5.14. GvHD.

6. (mom. - 1B, 6p. 35 ot 2018 r.) HuBa Ha oTHACsAHE HA CCPUO3HUTE HEKEIAHU PEAKI[UH

HnBoO Ha OoTHacsHe

ObscHeHne

NA |He noanexwu Korato HaMa gocTaTb4yHO AaHHM 3a
Ha oLeHKa OLEeHKa Ha OTHacsHeTO
Korato uma ybegutenHu gokasaTencrtea, ve
0 W3kntoyeHo
HexeraHarta peakumsi ce AbIKU Ha APYrY MPUYMHK
Korato nma sicHu gokasaTterncTea, Ye HexenaHara
He e BeposiTHO peakumsi ce AbIMKU Ha NPUYMHKU, KOMTO He ca
CBbP3aHU C KpbBTa UIM KPbBHUTE CbCTaBKU
KoraTto HAMa AcHM fokasaTencTsa Aanu
1 Bb3moxHo HeXxenaHaTta peakumns ce ObIMKU Ha KpbBTa Unu
KPBbBHUTE CbCTaBKW, UMW Ha APYrv MPUYUHN
2 BeposiTHo, KoraTto gokasaTencreata o4eBnaHoO
no3BorisABaT Aa ce onpeaeny, Yye HexenaHarta
npegnonaraemo peakuusa ce AbIDKM Ha KpbBTa NN KpbBHaTa
CcbCTaBska
Korato nma ybeantenHu gokasaTtencrea, 4e
3 CurypHo HeXxenaHaTta peakumns ce ObIMKU Ha KpbBTa Unm

KpbBHaTa CbCTaBKa

3abenexcku: mescecm Ha Hedxceranume peaKyuu

(0) 6e3 KIMHUYHH U3SBH;

(1) HenocpeacTBEHU M3sABU O€3 OMACHOCT 3a )KUBOTA U ITBJIHO BH3CTaHOBSIBAHE,
(2) HenocpeICTBEHU M3SBU C OMACHOCT 32 )KUBOTA;

(3) aparorpaitno 3abossBaHe;

(4) cMBPT Ha MaNMEHTA.

7. CpoO11aBaHe Ha HEXKEJIAHU PEAKIUH MPU MAIlMeHTH

7.1. Jlekapst, M3BBPIIAI KPHBOIPEIUBAHETO U YCTAHOBHJI HACTHIIBAHE HA HEKEJIAHU PEaKIIUU
IIpH TAIlMeHTa ¢ HUBO Ha oTHacsHe 1, 2 u 3, choOIaBa He3abaBHO upe3 MOMbIHEHO HpuioxeHue Ne 18
ot Hapen6a Ne 29 ot 2004 r. Ha:

7.1.1. 1eueOHOTO 3aBe/ICHUE, OT KOETO € MOJIydeHa KpbhBTa U/WIIM KPbBHATA ChCTABKA;



7.1.2. KOMUCUUTE 32 KOHTPOJ BBPXY Ka4yeCTBOTO, 0€30MMaCHOCTTA U pallMOHAIHATA YIOoTpeOa Ha
KPBBTa ¥ KPBBHUTE ChCTABKU B CHOTBETHOTO JIeYeOHO 3aBEACHHUE;

7.1.3. (HoBa - 1B, 6p. 35 ot 2018 r.) M3nbaHuTe IHaTa arcHIKS 10 JeKapCTBara.

7.2. (u3m. - JIB, 6p. 37 or 2007 r.) UTX wm OTX xbMm obOmactaute MBAJI, xouto ca
eKCTIeupai KPbhbBTa M KPHBHHTE CHCTABKH, W3Npamar He3a0aBHO B M3mbIHUTENHATa arcHIHS IO
nekapctBara (MAJI) momyueHoto mpuiokenue Ne 18 ot Hapenba Ne 29 or 2004 r. 3a HacThmuia
CEpUO3HA HEXKETaHa PeaKIus TPH MMallMeHTa C HUBO Ha OTHACSHE 2 U 3.

7.3. KoMucusita 3a KOHTPOJ BbPXY KaueCTBOTO, 0€30MaCHOCTTA M palliOHATHATA yIoTpeda Ha
KPBBTA U KPbBHUTE ChCTABKH B CHOTBETHOTO JICYEOHO 3aBEJICHHUE:

7.3.1. mepuoanyno (Ha BCeku 3 Mecella) aHaJIM3Upa CCPUO3HUTE HEKEIIAHU PEaKIUH IPH
MAIMCHTH, NIPaBH aHAJIM3 Ha MPEAIOJIaraeMUTe CEPUO3HHU HEXEJIaHH PEaKIIMK ChIIIACHO HUBATa UM Ha
OTHACSHE,

7.3.2. IOTBBPK/IaBa WIJIM HE CEPUO3HUTE HEXKEITAHU PEaKIUH,

7.3.3. mpeanpueTHTe MEPKU 32 HEIOIYCKAaHETO UM,

7.3.4. (usm. - IB, O6p. 37 or 2007 r.) u3roTBs MOKIaJ, KOHTO ChIAbp:Ka HH(POpPMAIUS OT
HAIPaBeHHSI aHAIM3, TIPSIIIPUCTUTE KOPEKTUBHH U MPO(PHIAKTUIHN MEPKHU, KOWTO JOKIIA] U3IpaIia Ha
7e4eOHOTO 3aBe/ICHHE, TOCTABUIIO KPhBTA U/IIH KpbBHATA ChCTaBKa,  Ha MAJT;

7.4. OTX xbMm obnactaure MBAJI u IITX BB3 ocHOBa Ha mony4deHuTe choOmeHus Nel8 ot
JeuyeOHUTE 3aBelIeHUs 3a OOJHUYHA ITOMOINI U JUCHAHCEPHUTE C JIeTJa 3aIbJDKUTEIHO MOIBIBAT pa3ziei
IV ot npunoxxenne Ne 3 ot Hapenda Ne 29 ot 2004 r.

8. BujioBe HexelaHu peakiiu PU JOHOPH:

8.1. (u3m. - JIB, 6p. 35 ot 2018 r.) jTOKaIHU pEaKIiH, CBbP3aHH C BEHCITYHKIIUATA:
8.1.1. (u3m. - /IB, 6p. 35 ot 2018 r.) yBpekaaHe Ha ChIOBE;

8.1.1.1. (mwoBa - IB, 6p. 35 ot 2018 r.) xemarom;

8.1.1.2. (noBa - /IB, Op. 35 ot 2018 r.) ciny4aitHO MyHKTUpAHE HA apTepus;
8.1.1.3. (moBa - /IB, 6p. 35 ot 2018 r.) TpomMbGODIeOUT;

8.1.2. (u3wm. - /1B, Op. 35 ot 2018 r.) yBpekaaHe Ha HEPBH.

8.1.2.1. (noBa - /IB, 6p. 35 ot 2018 r.) yBpexaaHe HA HEPBH:

8.1.2.2. (noBa - JIB, Op. 35 o 2018 r.) yBpexkIaHe Ha HEPBU OT XEMaTOM;

8.1.3. (noBa - /IB, 6p. 35 ot 2018 .) APYTH yCIOKHEHUS:

8.1.3.1. (noBa - /IB, 6p. 35 ot 2018 r.) yBpeKaaHe Ha CYXOKHUIIHE;

8.1.3.2. (noBa - JIB, 6p. 35 ot 2018 r.) anepruuna peakius JIOKaIHa;

8.1.3.3. (noBa - /IB, 6p. 35 ot 2018 r.) uHdpeKIHs JOKaTHA;

8.2. (noBa - JIB, 6p. 35 ot 2018 r.) 00mIH peaKiinu:

8.2.1. (noBa - JIB, 0p. 35 ot 2018 r.) Ba3oBarajgHu peaKiiyu:

8.2.1.1. (noBa - /IB, 6p. 35 ot 2018 r.) HemoCpeACTBEHH;

8.2.1.2. (noBa - JIB, 0p. 35 ot 2018 r.) KbCHHY;

8.3. (noBa - JIB, 6p. 35 ot 2018 r.) penku, BaXXHU YCIOKHEHHUS:

8.3.1. (noBa - JIB, Op. 35 ot 2018 r.) cBBp3aHu C yBpEKAaHE HA ChIOBE:

8.3.1.1. (noBa - /IB, Op. 35 ot 2018 r.) nceBnoaneBpru3Ma Ha OpaxuaiHa apTepHs;
8.3.1.2. (noBa - /IB, 6p. 35 ot 2018 r.) apreprnoBeHo3Ha GHCTYIIA,;

8.3.1.3. (noBa - /IB, 6p. 35 ot 2018 r.) cCHHIPOM Ha KOMITAPTAMEHTA;

8.3.1.4. (noBa - JIB, 6p. 35 ot 2018 r.) TpoMOO3a Ha akcHIapHaTa BEHa,

8.3.2. (noBa - JIB, 6p. 35 ot 2018 r.) MHIIUICHTH:

8.3.2.1. (noBa - JIB, 6p. 35 ot 2018 r.) HHIIMACHTH, CBHP3aHH C Ba30BarajieH CHHKOII,
8.3.2.2. (noBa - /1B, 6p. 35 ot 2018 r.) Apyru UHIIUIACHTH;

8.3.3. (noBa - JIB, Op. 35 ot 2018 r.) KapAMOBACKYJApHH PEAKIIUH:

8.3.3.1. (noBa - IB, 6p. 35 ot 2018 r.) aHTrMHA IEKTOPHC;



8.3.3.2. (noBa - /IB, 6p. 35 ot 2018 r.) MmrOKapaeH HHPAPKT;

8.3.3.3. (noBa - JIB, Op. 35 ot 2018 r.) nepedpasiHa ucxemus;

8.3.4. (noBa - JIB, 6p. 35 ot 2018 r.) cBBp3anu ¢ apepe3Hu MPOLEAYPH:
8.3.4.1. (noBa - 1B, 6p. 35 ot 2018 r.) cucTeMHa ajepruyHa peaKius;
8.3.4.2. (noBa - 1B, 6p. 35 ot 2018 r.) anadunakcus;

8.3.4.3. (noBa - /1B, Op. 35 or 2018 r.) xemomnu3a,;

8.3.4.4. (noBa - JIB, 6p. 35 ot 2018 r.) BB3AyIIHA €MOOJIHSI.

9. Peructpanus u cboOIIaBaHe Ha HEXXETIAaHW PEAKIIMU TIPU JIOHOPH

9.1. 3a Bcska Bh3HHUKHANIA HEKEJIAHA PEeakIus ce rmombiBa npuioxkenne Ne 19 or Hapenba Ne
29 ot 2004 r.

9.2. (u3m. - IB, 6p. 37 ot 2007 r.) Cepno3HUTE HEKEIAHH PEAKLIUU IIPH JJOHOPH CE€ ChOOIIaBaT
¢ npuioxkenueTo 1o 9.1 na MAJL.

9.3. O6oO0mIeHNTE TaHHU, CBBP3aHU C HEXKEJaHW PEaKlMy MO BpEeMe U Clie[] KpbBOB3EMaHE ce
nombaBart B pazaen V ot npunoxenue Ne 3 or Hapen6a Ne 29 ot 2004 r.

10. Cepuo3HuTe MHIMIEHTH, CBbP3aHU C B3€MaHE, U3CIIe[BaHE, MPepadOTBaHe, ChbXpPaHEHHE U
eKCIIe/IMpaHe Ha KPbB M KPHBHU CHCTAaBKHM, KOUTO MOTAT Ja JOBEJAT 10 HEXKEIAaHU PEaKIHH IPH
PELUIUEHTH WUIN IOHOPH, ca!

10.1. morpeurHo eTukeTUpaHe Ha KPbBHU MPOOH;

10.2. nponycku MpH IUAarHOCTUIIMPaHE HA HHPEKIIMO3HU areHTH,

10.3. rpemku nipu onpenensiue Ha ABO kpbBHA rpyma,

10.4. nponycku, CBbp3aHU C MPEPabOTBAHETO U ChXPAaHEHUETO HA KPHBTA;

10.5. nponycku, CBBp3aHU ChC CHhXPAHCHUETO HA KPBBHUTE ChCTABKH;

10.6. morpenrHo eTUKeTUpPaHe Ha KPbBHU ChCTaBKH.

11. OTX xuM obsmactaure MBAJI n IITX Tps6Ba na:

11.1. mpeanpuemMaT MEpKH 3a BOJCHE Ha OTYET HA BCUYKU CEPHO3HH WHITUICHTH, KOUTO MOTaT
Jla OKa)KaT BIHUSHHUE BhPXY KaueCTBOTO MJIM 0€30MacHOCTTa Ha KPhBTA M KPHBHUTE CHCTABKH,

11.2. w3BbpmIBAT aHANM3 HAa CEPHO3HWUTE WHIMICHTH C O] WACHTUQHUIMpAHEe Ha
MPeIOTBPAaTUMUTE MPUYMHU B PAMKUTE Ha Mpolleca W MpearnpueMaHe Ha MPOPHUIAKTUYHH MEPKH 3a
JIOITyCKaHe Ha CEPUO3HY HHIIUCHTH;

11.3. (u3m. - JIB, 6p. 37 ot 2007 r., u3m. - JIB, 6p. 35 or 2018 r.) usnpatsr He3zabaBHO
crobmienue no MAJl B crnemnara ¢opma, B KOETO ca OTOENsA3aHU JaHHM 3a JICUeOHOTO 3aBEJICHHE,
JaTara, Ha KOSITO € Bb3HUKHAJ CEPUO3HUAT UHIIUIACHT, U TPUYUHUTE, KOUTO Ca JOBEJH JI0 UHIIUJICHTA:

CepunoseH UHLUMAEHT, | Cneuundmkaums

KOWTO MOXe [a OKaxe negekTeH nospega YyoBeLLKa apyro
BNUSAHME BbPXY KayecT- npoAayKT B obopysn- rpeLuka (nocoueTe)
BOTO M Be3onacHocTTa BaHeTO

Ha KpbBHaTa CbCTaBka

nopaamv OTKNOHEHWs! BbB:

B3emaHeTo Ha KpbB

B3emaHeTo Ha KpbBHU CbCTaBKM
ypes adepesa

[unarHocTukata Ha B3eTaTa KpbB
MpepaboTBaHeTO
CbxpaHeHuneTo
PasnpegeneHuneTo
MaTtepunanure

Opyro (nocoyeTe)




11.4. (u3m. - JIB, 6p. 37 ot 2007 r., usm. - JIB, 6p. 35 ot 2018 r.) npeAcTaBsAT €KEroaHO Ha

NAIJI mbaeH oT4eT 32 CEpUO3HUTE UHIMICHTH, KaTO U3IMOJ3BAT clieqHara (opma:
CDopma Ha roguLiHo c1:o6u.|,eHv|e 3a CepNO3HN NHUMNOEHTU

OT4eTHO 3aBegeHne

OT4eTeH nepuog | 1 saHyapw - 31 gekemBpu (roguHa)

06w, 6por npepaboTeHa KpbB 1 KPbBHU CbCTaBKM

CepunoseH MHUMAOEHT, o6 Cneuundoukaums

oKa3Ball, BNusHue 6powi

BbPXY Ka4eCTBOTO aedek- nospe- yoBellka apyro
n 6ezonacHocTTa Ha TeH Aa Ha rpeLuka (noco-
KpbBHaTa CbCTaBka no- nNpoayKT obopya- yeTe)
paaun OTKNOHEHUS BbB: BaHeTO

(3an. - OB, 6p. 35 o1 2018 T1.)
(3an. - OB, 6p. 35 o1 2018 T1.)
(3an. - OB, 6p. 35 071 2018 T1.)
(3an. - OB, 6p. 35 o1 2018 T1.)
(san. - AB, 6p. 35 01 2018 r.)
(san. - AB, 6p. 35 01 2018 r.)

11.5. (u3m. - JIB, 6p. 37 or 2007 r.) npu HeoOxomumoct MAJI obmeHs uHbopMmarus 3a
CEpUO3HU HEXKETIaHU PEaKIUU U CEPUO3HU MHIMICHTH ¢ KOMIIETEHTHUTE OpraHu Ha JPYTU CTPAHU.

11.6. (moBa - JIB, 6p. 37 or 2007 r.) mo 30 rOHM Ha CHOTBETHATA FOJWHA HU3ITBIHUTEIHHUSIT
nupextop Ha MAJI npencrass Ha EBponeiickaTa koMHCHs FOJIMIIEH OTYET 3a ChOOLICHUATA 33 CEPUO3HU
HEXKEJIATEIHU PEeaKIUU M CEPUO3HHU MHIUICHTH, TIOJIYYCHH Tpe3 MPEIX0HATa TOAHHA.

12. IIpocneasBane u U3TerisgHe Ha nmoreHuanio napekTupan eauuauy (HIV, HCV nwiun HBV)

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

12.1.1. neuebnure 3aBenenust uHpopmupar L{TX u OTX, korato npu peLUNUEHT HA KPHBHU
IPOJYKTH C€ YCTAHOBST JIAOOPATOPHH pPE3yATaTH W/WIM CHMOTOMH Ha 3a00JIsIBaHE, HACOYBAIIM, Y€
JaJeHa KpbBHA ChCTaBKa OM Moruia 1a 0b/ae nHpekTuBHa 3a xenatuT (B wiu C) wiu HIV.

12.1.2. TX u OTX moraTr Aa W3UCKAT MOAXOJANIA KIMHHYHA WH(POPMAIUS OT JIeYeOHOTO
3aBeJIeHHe 3a MH(EKIMATA U Pa3BUTHETO Ha 3a00JIIBaHETO HAa PELIUITUEHTA.

12.1.3. ITX u OTX BpeMeHHO OJOKHpAT BCUYKH CBBP3aHU JOHOPH 3a OBJCIIN B3EMaHUS Ha
KpbB, BpeMeHHO Onokupar Bcuukd HaauuHU B LITX m OTX cbcTaBKM OT CBBp3aHHUTE JOHOPH U
M3TETIISAT BCUYKH MPOIYKTH B CPOK HA TOJHOCT.

12.1.4. UTX u OTX w3rpaximaT IUIaH 3a MPOyYBaHE, PE3yATaTHTE OT KOETO Ja OBhaar
JOKYMEHTUpPaHU. MoraT /1a ce aHalu3upaT MOBTOPHO pe3yJTaTUTE OT M3CJIEJBAaHMUATA Ha ChOTBETHHUTE
JOHOPH WJIM J1a C€ M3BBPIIAT JOMBJIHUTEITHH WM TIOTBBPAMTEIHU W3CIEIBAHHS BBPXY apXHBHPAHU
poOU UM HOBU IPOOU OT ChOTBETHUTE JoHOPH ¢ 1ien Aa ce u3kmoun HIV, HCV nnu HBV undekuns
MIpH JOHOPHTE.

12.1.5. Koraro npu eauH NOJ03UpaH JOHOP Ce YCTaHOBH MOTBbpAeHa mpoda 3a HIV, HCV wn
HBV undexmmsa, [ITX u OTX TtpsabBa ga MOAXOAAT MO TMOAXOIAINl HAYWH TIO OTHOIIEHHWE Ha
OTCTpaHsSBaHE Ha JIOHOpa OT KpbBOomapsBaHe W nga mnpexnpuemar look-back mpomnenypa na
MIPE/IIIECTBAIIY TOTCHIIMAITHO HH()EKTUBHY B3ETH EMHUIIH.

13. TlpocnensBane Ha peHMIUEHTH Ha noTeHnuanHo wuHpektupana KpbB (look-back
nporenypa)

13.1. ITX u OTX npeanpuemar look-back mpouenypa ¢ men ga ce npocneast perunueHTuTe
Ha KPBBHH CBCTaBKM OT TOTCHIUAIHO HWH(PEKTHBHO KpPHBOJApPSBAHE W YBEIOMSBAHE Ha TE3H
PELUIMEHTH OT JIEKYBAI[MUTE MM JIEKapH, KOraTo JapsBaHETO € MOTJIO Ja CTaHe B MPO30PEUCH MEPHO/I



npu moBTOpeH noHop ¢ morBepaecHa HIV, HBV u HCV wunbeknus. CbMHHUTEIHUTE IapsBaHU
BKJIIOUBAT TE€3W B MEPUOJ OT BpPEME, paBEH Ha MaKCHMATHHs MPO30pPEUeH MEepuo] Ha MHQEKIUATa 3a
crenu(pUUHUS TECT, MPEALIECTBAILl OTPULIATENIEH PE3YATAT OT CKPUHUHT MPU JapUTEIIS.

13.2. ITX u OTX uHpopMHpaT MUCMEHO JIEUEOHOTO 3aBEACHUE 3a MHIIMJCHTA, CHBETBAT
7e4eOHOTO 3aBeCHHE Ja MPOCeId PEUUITUEHTUTEe HA ChMHUTEIIHUTE KPbBHU ChCTABKHU, KAKTO U Jia ce
nH(OpMHpA JISKYBAIIHUAT JIEKap 3a MOTSHIIUAITHO HHPEKTUBHO KPHBOIPEIUBAHE.

13.3. JlekyBamusT jexkap HOCH OTTOBOPHOCT Ja HMH(OpMHpa perunueHTa 3a MOTEHLHATHO
WH(EKTUBHOTO KPBHBOIPEIUBAaHE, OCBEH aKO HsIMa MEIUIIMHCKA apryMEHTH Ja HE ro HampaBu. AKO
PEIUITMEeHTHT € U3CIIe/IBaH, 3a 1a ce ycTaHoBU uin u3kiroun uHpekus, [ITX u OTX Tpsadsa na 6baat
UHGOPMHUPAHH 33 PE3YNTAaTUTE OT M3CJIEABaHMUATA. AKO penunueHThT He € micnensad, UTX nu OTX
TpsOBa ChIIO Taka Aa ObJaT yBEIOMEHH OT JIedeOHOTO 3aBe/ICHUE.

Paznen VI
JTobpa TpakTHKa 3a IEHTPOBE, OTIACICHUSA M JIA0OPAaTOPHUHU MO TPaHC(Y3HOHHA XEMATOJOTHSI
(U3m. - 1B, 6p. 35 or 2018 1.)

1. OcHOBHM NIPUHIUIIH

1.1. OO u3ucKkBaHus

1.1.1. Bceku TpaHC(y3MOHEH LIEHTHP Ch3/4aBa U NMOAIbPKA CUCTEMA 32 KAUECTBO.

1.1.2. 3a kpBBTa M KPBBHUTE CBHCTABKH, BHECEHH OT TPETH CTPAHW W NpPEIHA3HAYCHHU 3a
yrnoTpeba WM pasnpocTpaHeHue B EBpomelickus cplo3, € HajlMyHa cCHCTEMa 3a KauyecTBO 3a
TpaHC(y3HOHHUTE [IEHTPOBE B €TAIMUTE, MPEIISCTBAIN BHOCA.

1.1.3. KauectBOoTO ce mpuemMa KaTo OTTOBOPHOCT Ha BCUYKH JIMLIA, 3a€TH B YIPABIECHHETO Ha
TpaHchy3HOHHUS HEeHTBp. OCUrypsiBa c€ CUCTEMEH MOXO0/ OTHOCHO KauyeCTBOTO, KAKTO U MPUIIATaHETO
U MOAIbPYKAHETO HA CUCTEMA 33 Ka4eCTBO.

1.1.4. TlocTuranero Ha MEJIUTE MO KAYECTBO € OTTOBOPHOCT Ha PBKOBOJACTBOTO. CucTema 3a
Ka4yecTBO, BKItoyBaia Jloopa npakTuKa U yrpaBlIeHUE Ha PUCKA, € LSJIOCTHO MPOSKTHpaHa U NMPaBUIHO
npuiokeHa. ToBa HM3MCKBAa YYacTUETO M aHTaKUPAHOCTTa Ha CIYKUTEIWTE HAa BCUYKM HUBA B
OpraHU3aIMATa U OT IOCTaBUMLIUTE U JUCTPUOYTOPUTE HA OpraHU3alMATa.

1.1.5. Bcekn yyacTHUK B XeMOTpaHC(y3HMOHHATa CHCTEMa Ch3/laBa, IOKyMEHTHpa U Mpujara
LSJIOCTHO IPOEKTHpaHa CUCTEMa 3a KadecTBO, 3a Jla rapaHTUpa OCHUIYpsSBAHETO HA KauyeCTBOTO BbH3
OCHOBAa Ha NMPUHIUINUTE Ha yNpaBJICHHE Ha pHCKa 4ype3 BKIIOUBaHE Ha J(oOpa mpakTuka M KayecTBEH
KOHTPOJI.

1.2. Cucrema 3a Ka4ecTBO

1.2.1. YnpaBieHueTo Ha KauyecTBOTO € IIMPOKOOOXBAaTHA KOHIIEMIUS, KOATO 00XBallla BCUUKU
BBIIPOCH, KOUTO CaMOCTOSITEJIHO WJIM KOJEKTUBHO OKa3BaT BJIMSHHE Ha KaueCcTBOTO Ha KpPbBTa U
KPBbBHHUTE CHCTaBKH. Tsl € cOOp OT OpraHM3allMOHHM MEPKH, MPEIIpUETH C LNl J1a ce rapaHTupa, 4e
KPBBHUTE ChCTaBKM UMAaT HEOOXOAMMOTO Ka4eCTBO, KOETO CE€ M3MCKBA 3a TAXHOTO MpeHa3HAYCHHE.

1.2.2. Cucremara 3a KadyecTBO OOXBallla yIpaBlieHHE Ha KadyecTBOTO, OCHI'ypsiBaHE Ha
KauyecTBOTO, HEMPEKbCHATO MPOCIEsSBaHE U MOJ0OpsSBaHE HAa KAuecTBOTO, MEPCOHaJ, MOMELIEHUS U
obopy/BaHe, JOKYMEHTAIMs, B3eMaHe Ha KPbB, U3CIe/IBaHe U NpepaboTKa, ChXpaHeHue, pasnpeaeiaeHre
U eKCIIEeTUIMs, KaUeCTBEH KOHTPOJ, U3TETJIsSHE OT ynoTpeda Ha KPbBHU CHhCTABKH, KAKTO M BBHILIEH U
BBTPELIEH OJUT, YIpPaBICHHE Ha JOTOBOPH, HECHOTBETCTBMSI, OIUIAKBAHUS, HEXKEIaHU PEAKIIHH,
CaMOWHCIEKIIUU U TIPOBEPKH.

1.2.3. CucremaTa 3a KaueCTBO T'apaHTUPA, Y€ BCUYKU KPUTHYHH MpOIEcH ca AehUHUPaHU U
OMMCAaHU B TMOAXOJSAIIM 32 IENTa MHCTPYKLUHUU U C€ U3BBPIIBAT B CHOTBETCTBHE ChC CTAaHAAPTUTE U
cneunpukanuure Ha JJoOparta npakTHka.

1.2.4. Cucremara 3a Ka4eCTBO rapaHTHpa KadyeCTBOTO U O€30MacCHOCTTA Ha MOYyYEHUTE KPBB U
KPBbBHHM CHCTaBKH, KAKTO W OCUTYpsiBaHE Ha O€30MacHOCTTa Ha JIOHOpA, MEepCOHANa M PELUMUEHTHUTE.



Ta3u cucrema u3uckBa pa3pabOTBaHE Ha SICHM MOJIMTUKH, LI M OTrOBOpHOCTU. ToBa M3MCKBa
IUTAHUpAaHE Ha Ka4yecTBOTO, KAYECTBEH KOHTPOJ, OCHTYpsSBaHE Ha KAaueCTBOTO M IMOAO0OpsBaHE Ha
KauecTBOTO, 3a JIa CE rapaHTUpa KaueCTBOTO U OE30MAaCHOCTTA Ha KPhBTA U KPbBHUTE ChCTABKHU, KAaKTO U
Jla Ce OCUTYpH yJIOBJICTBOPEHOCT Ha 3aMHTEPECOBAHUTE CTPAHHU.

1.2.5. PpKOBOACTBOTO Ha OpraHu3alusTa OTrOBaps 3a Ch3/laBaHE Ha eHa e(peKTHUBHA cucTeMa
3a KaueCTBO C MOAXOMSINM pecypcd. PonuTe W OTrOBOPHOCTUTE ca OMNpeAeNieHH, CHOOIICHH |
U3MBJIHSABAHU B LsjiaTa opraHuzauus. JIMaepcTBOTO M aKTUBHOTO y4YacTHE Ha PBKOBOJACTBOTO B
CHCTEeMaTa 3a Ka4eCTBO OCUTYpPsBa MOJKPENara U aHraXUPAHOCTTA Ha CIYKUTEIUTE HA BCHYKU HHUBA B
OpraHuzalusTa.

1.2.6. PBKOBOACTBOTO Ha OpraHW3aluiaTa Ch3JaBa TMOJUTHKA 32 KAa4eCTBO, KOSTO OIKCBA
obmute menu u ykaszanus 3a L[TX, OTX u JITX (HapuuaHu 1mo-HAaTaThK "opraHu3anus’), CBbpP3aHH C
kauecTBOTO. OpraHu3aluTe OCUTYPSBAT YIIPaBJICHUE HA CHCTEMaTa 3a KadecTBo u JloOpara mpakTuka
ype3 HaOJII0JIeHHEe OT CTpaHa Ha PHKOBOJICTBOTO, 32 Jla Ce TapaHTHpa HelHaTa MOCTOSIHHA MPUTOIHOCT U
€(EKTUBHOCT.

1.2.7. Cucremara 3a kayectBo ce jaedunupa u nokymentupa. Cb3laBa ce pPbKOBOACTBO 3a
KAaueCTBO WJIM CKBHBAJICHTCH JOKYMCHT, KOWTO J1a ChIbp)Ka OMHCAHWE HA CHUCTEMAara 3a KadeCcTBO
(yrmpaBiaeHCKH OTTOBOPHOCTH).

1.2.8. Benuku LTX, OTX u JITX ch3maBar opraHm3ammsi 3a OCHTYpsSIBaHE Ha KadyeCTBOTO
(BpTpemiHa WM 1Opyra) 3a HM3MbJIHECHHE HAa HM3MCKBAHUATA 3a OCHIYpsSBaHE Ha KadecTBOTO. Tasu
OpraHM3aIlysl CE aHTAKUPA C BCUYKHU BBIIPOCH, CBBP3aHH C KAYECTBOTO, M C PA3TIISKIaHEe U OA00psSBaHE
Ha BCUYKH JIOKYMEHTH, CBHP3aHHU C KaueCTBOTO.

1.2.9. Opranuzanusara, OTTOBOPHA 32 OCHTYPSIBAHETO W 3a HAJ30pa Ha BCHYKH TPOICCH 32
KauecTBOTO, € He3aBucuMa. ChlaTa He OTroBaps 3a U3BBPIIBAHETO HA HAOIIOAABAHUTE JCHHOCTH.

1.2.10. Bcuuku mnpouenypu, NOMEHIEHUS M 00OpylIBaHE, KOUTO OKa3BaT BIMSHUE BBPXY
KauyecTBOTO U 0€30MacHOCTTa Ha KPBBTA M KPHbBHUTE ChCTaBKH, CE€ BATUANPAT MPEIN BbBEKIAHE U CIIE]
TOBA TIPE3 PEIOBHU UHTEPBAIHN OT BPEME.

1.2.11. Cp3aaBa ce 0o01a MOJUTUKA 1O OTHOIICHHE Ha KBAIM(PHUKAMITA HA ChOPBHKCHUATA U
000py/IBaHETO, KAKTO W BATUAMpPAHE HA TPOIECHTE, aBTOMATHU3MPAHUTE CUCTEMH U JIA0OPATOPHUTE
uzcnenBanus. llenta Ha BanuOuUpaHETO € Ja ce rapaHTUpa CHOTBETCTBHE C MpEAHA3HAUYCHUETO 3a
ynoTtpe0a U U3UCKBAHUSITA.

1.2.12. Cp3naBa ce opuManHa cucTeMa 3a KOHTPOJ Ha MPOMEHUTE, 3a TUIaHUPaHe, OLEHsIBaHe
U TOKYMEHTHpaHEe Ha BCHYKH IIPOMEHU, KOUTO BIHSISAT HA KQ4eCTBOTO, MPOCISAIEMOCTTa, HAIMIHOCTTA
WM BB3JCHCTBUETO BHPXY ChCTABKUTE, 0€30MAaCHOCTTA UM, KAKTO U Ta3M HA JOHOPUTE WU MAIUEHTHTE.
OrneHsiBa ce MOTCHIMATHOTO BBH3JICHCTBHE Ha MPEIJIOKEHUTE MPOMEHU M Ce OIpejaens oOXxBara Ha
MOBTOPHO BaJTUAMPAHE WU JOMBIHUTEIHO U3CIIe/IBaHe, KBaTU(UKAIMS U BAIUIUPAHE.

1.2.13. Cp3paBa ce opuImagIHa CUCTEMA 3a CIIPaBSHE C OTKIOHEHHS U HECHOTBETCTBHSI, KaTo ce
MIPUJIOKH TOAXO/ASIIO HUBO HA aHANU3 HA MBPBONPUYHMHATA 110 BpeMe Ha MPOy4YBaHE HA OTKJIOHEHUS,
npeanoyiaracMu e(heKTH Ha MPOIYKTHTE, KAKTO W APyru mpodiemu. Ta3u cuctema ce ompenets upe3
W3MOJI3BaHe Ha MPUHIUIHUTE 3a YIpaBlIeHWE Ha puUcKa. AKO HE MOXE J1a ce OIpeaelad HMCTUHCKaTa
IBPBONPUYKHA/U Ha MpoOsieMa, ce OOMHUCISA ONMpenessiHe Ha Hai-BeposATHATa MbPBONPUYMHA/M U Ce
pasriexnaa. Koraro nMa cbMHEHHE 3a YOBEIIIKA TPeIiKa UM TaKaBa € OIpe/eleHa KaTo MPUYKMHA, TOBa
ce 00OCHOBaBa, KaTO Ce rapaHTHpa, 4e TPEIIKHTE WJIH MPOOJIEMHTE B TpoIieca, NpOoIeaypara HiIH
cUCTeMara, ako MMa TaKuBa, He ca mpeHeOperHaru. Ompenenar ce W ce MpeaArnpueMar MOIXOSIIH
KOPEeKTUBHHU JeiicTBus w/miau mnpeBantuBHH jaelictBus (CAPAS) B OTroBop Ha MNPOyYBaHHUATA.
EdextuBHOCTTa HA MOAOOHM ACHCTBUS C€ MOHHTOPHpA U OLICHSBA B CHOTBETCTBHE C MPHUHIIMIHTE 32
yIpaBlicHUE HAa PUCKA.

1.2.14. P»KOBOACTBOTO Ha OpraHM3aIMsiITa Mperjiexjaa MepUoJUYHO CHUCTeMara, 3a Ja ce
MPOBEpH HelHaTa e()eKTUBHOCT M JIa CE BhBEAaT KOPEKTUBHA MEPKH, aKO € HEOOX0IUMO.

1.2.15. U3BbpmiBa ce NEepUOAWYEH Tperiie]] OT PHKOBOJACTBOTO Ha OpraHu3anuiara u



MOHHUTOPHHI KaKTO Ha HeilHaTa e()eKTUBHOCT C yYaCTHETO Ha PbKOBOJICTBOTO, Taka M Ha CHCTEMara 3a
KauecTBO 3a OMNpeelisiHEe BH3MOKHOCTHTE 3a HEMPEKHCHATO MOM00psSBaHE HA MPOIECUTE, CBBP3aHHU C
KpbBTa U KPbBHUTE CbCTABKH, U HA camMaTa CUCTeMa.

1.2.16. UsBbpimBar ce mperiead Ha KadyeCTBOTO Ha TMPOAYKTUTE C IeNl Ja C€ IPOBEpHU
KauecTBOTO Ha CHIIECTBYBAIIMS MPOLEC W HA HAJUMYHUTE ClieUU(UKAIMUA C OIJIe] Ja CE yCTaHOBST
TEHJICHIIMHUTE U J1a C€ UICHTU(UIIMPAT TOJOOPEHUATA KAKTO B ChCTABKHUTE, TaKa U B MPOIICCHUTE.

1.2.17. TlperneapT Ha KauyeCcTBOTO Ha TMPOAYKTUTE C€ MpHUEMa KaTo HWHCTPYMEHT 3a
MOHHUTOPHpPAHE Ha KAYeCTBOTO HAa KPHBHUTE CHCTABKH WM MPOU3BOJCTBEHUTE IMPOIECH, BKIIFOUUTEITHO
B3€MAaHETO Ha W3XOAHM Marepuanu. [IperiensT ce mpoBexkaa €XEroJHO U ce JokyMeHTupa. Toit
BKJIIOYBA!

1.2.17.1. npernen Ha U3XOIHH MaTEpUAIIH,

1.2.17.2. npernen Ha KpUTUYHUTE KOHTPOJIM B XO/a Ha MPOLIECa;

1.2.17.3. mpernen Ha pe3yATaTUTE OT KAYECTBEHHUSI KOHTPOJI U MOHUTOPHHT Ha Ka4ECTBOTO;

1.2.17.4. npernen Ha BCHYKH IPOMEHH;

1.2.17.5. npernexn Ha kBanu(UKALMOHHUS CTaTyC Ha 00OPYABAHETO;

1.2.17.6. mpernen Ha TEXHUYECKUTE CIIOPA3YMEHUS U IOTOBOPH;

1.2.17.7. npernen Ha BCUYKH 3HAUUMHU OTKJIOHEHHs], TPEUIKA U HECHOTBETCTBUS U BHBEACHUTE
KOpPEKTHUBHU JEHUCTBUS;

1.2.17.8. npernen Ha pe3yaTaTUTE OT BHTPEIIHU U BHHIIHHU OJIUTH U UHCIIEKIIUU U BHBEACHUTE
KOPEKTHUBHU JEHUCTBUS;

1.2.17.9. npernex Ha OIJIaKBaHUS U U3TETJISHE OT ynoTpeoa;

1.2.17.10. mperyiex Ha KpUTEPUUTE 32 ITOAO0P HA JTOHOPH;

1.2.17.11. npernen Ha oTJIaraHusITa Ha JIOHOPH;

1.2.17.12. npernex Ha ciy4anTe 3a 0OpaTHO MPOCTEIIBaHE.

1.3. JIoOpa mpakTuka

1.3.1. JlobpaTta mpakThka, KOSATO € 4YacT OT YIPAaBJICHUETO HAa KAueCTBOTO, TapaHTHpa, 4e
KpBbBTa U KPHBHUTE CHCTABKU Ca MOJIy4aBaHU U KOHTPOJIMPAHH MOCTOSHHO CHIIACHO M3MCKBAHMSITA HA
CTaHJAPTHTE 3a KAuecTBO, MOJXOMAIIM 32 TSAXHOTO HM3MOJ3BaHE IO NpeAHa3HadeHHWe. B mporeca Ha
B3eMaHe, IMpepadoTKa, M3CIeBAaHE U CHhXpPaHEHHE Ha KpBbB ce mpuiarar npuHmunure Ha JloOpara
MIPAKTUKA U Ka4eCTBEH KOHTPOJI. OCHOBHUTE M3UCKBAHUS Ca!

1.3.1.1. Bcuuku npouecH ce AeUHUpAT SACHO M Ce MPOBEpsBAaT CUCTEMHO B CHOTBETCTBHE C
HATpyIHaHUS OMUT M TIOKAa3BaT, Y€ Cca BHB BH3MOKHOCT IMOCTOSHHO Ja OCUTYpPSBAT KPHB M KPBHBHU
ChCTaBKH C HEOOXOJMMOTO KAa4eCTBO M OTTOBApAT Ha CHOTBETHUTE crienudukanuu. Ta3zu cTparerus
rapaHTupa, Je:

1.3.1.1.1. KxpUTUYHUTE ETaNH U CHIIECTBEHUTE IPOMEHH B MPOIIECUTE Ca BAIUIUPAHU,

1.3.1.1.2. mpenBuUIeHU Ca BCHYKH W3UCKBAHUS, BKIFOUHTEITHO:

1.3.1.1.2.1. noaxoasio kKBauGUIMpPaH U 00yUYeH MepCoHaT,

1.3.1.1.2.2. moaxoasiy TOMEIICHHS | POCTPAHCTBO;

1.3.1.1.2.3. noaxoas1o o6opyiBaHe U TEXHUYECKO 00CITy>KBaHE;

1.3.1.1.2.4. noaxoasiy MaTepuaiy, KOHTCHHEPH U €TUKETH;

1.3.1.1.2.5. ogoOpenu mpoueaypu U UHCTPYKIIUH;

1.3.1.1.2.6. moaxosII0 chbXpaHeHUE | TPAHCIIOPT;

1.3.1.1.3. uHCTpYKIMHUTE U TPOLEIypUTE ca HANHCaHU B ChOTBETHaTa (opMma, Ha SICEH H
HEJBYCMHUCJICH €3HK, M ¢a IPHIIOKUMH KOHKPETHO 32 TIPEJIBUJICHUTE CTPYKTYPH;

1.3.1.1.4. oneparopute ca 00y4eHH Jja U3BBPILIBAT MPOLEIYPUTE MPABUIIHO;

1.3.1.1.5. 3anucuTe ca HampaBeHHW PHYHO H/WIIM Ype3 3allMCBAId YCTPOMCTBA MO BpeMe Ha
MOJIy4aBaHETO, C KOETO Ce JI0Ka3Ba, Y€ BCUYKU €Talld, KOUTO Ce U3UCKBAT OT OMPEIEICHUTE MPOLEeTypH
Y WHCTPYKIIHH, Ca JICHCTBUTEITHO MPEANPUETH M Y€ KOJUISCTBOTO M KAYECTBOTO HA KPHBTA U KPHBHUTE
ChCTAaBKH Ca OYaKBAHUTE,;



1.3.1.1.6. BcUYKH CHIIECTBEHH OTKIIOHEHUS Ca MTOJAPOOHO TOKYMEHTHPAHH M MPOYUYCHH;

1.3.1.1.7. noxyMeHTUTE 3a TOJydYaBaHeTO (pa3mpeieieHHeTO), KOUTO ITO3BOJISIBAT IIBIHOTO
mpociesBaHe Ha KPbBTa U KPHBHHUTE ChCTABKH, CE ChXPaHABAT BB (DOpMHU, KOUTO ca pa3dbupaecMu U
JOCTHITHH;

1.3.1.1.8. pasnpeneneHUeTo Ha KPhBTA U KPHBHUTE ChCTABKM MHUHUMH3HPA BCIKAKBB PUCK 32
TAXHOTO Ka4eCTBO;

1.3.1.1.9. nanuyHa e cucTeMa 3a U3TETJIsIHe OT ynoTpeOa Ha BCsAKAa €IMHMIIA KPbB WM KPhBHA
cbcTaBKa (BKIIOYMTEITHO TE3H, IPUTOTBEHH C TIOMOIITA HA MAPTH/IA OT KPUTHYHNA MaTEPUaIIU, KOUTO ca
OnM pasnpeeseHd WK eKCIICAUPaHN);

1.3.1.1.10. omnmakBaHHWsITa OTHOCHO Ka4eCTBOTO Ha KPBbBTA M KPBBHHUTE CBHCTaBKU C€
MIPOBEPSIBAT, MPUYMHHUTE 32 OTKJIOHEHHUATA B KAUECTBOTO CE MPOYYBAT U CE€ B3eMAaT MOAXOMASIINA MEPKHU
10 OTHOIIIEHUE Ha KPBBHUTE ChCTaBKH, 32 JIa C€ MPEIOTBPATH MOBTOPHA IPEIIKA.

1.3.1.2. KayecTBeHUAT KOHTpOJI € 4YacT OoT JloOpara mpakThka, aHTaXupaHa C B3€MaHE Ha
poOu, ceruuKaluy U U3CJIeBaHe, KAKTO U C OPTaHU3AIMITA, JOKYMCHTHPAHETO U TPOICAYPUTE 110
O0CBOOOKJaBaHe, KOWTO TapaHTHpaT, Y€ MaTepHaluTe He ca OWM JOMYyCHATH 3a MOJ3BaHE MpH
MOJIy4aBaHETO, a KPHBTa M KPHBHHUTE CHCTAaBKH HE Ca ITyCHATH 3a pas3lpeleiCHHe, TOKATO TAXHOTO
KauecTBO HE Ce JOKaXke, 4e € M3UCKYEeMOTO U ca MPOBEJCHU MOAXOMISIINTE MOKa3aTeIHU U3CIIEIBaHU,.
OcHOBHHUTE W3UCKBAHUS Ca!

1.3.1.2.1. nanuuue Ha MOAXOMASAIIN ChbOPBKEHUS, 00yU4eH NepcoHall U 0A00peHU MpOIeIypH 3a
B3eMaHE Ha MPOOM, HHCIEKTUpaHe/u3ciieqBaHe Ha WM3XOJHH MaTepPHaaH, OIMAKOBBYHH MaTepHasH,
MEKIUHHHE TPOIYKTH/CHCTaBKA M TOTOBU KPBHBHU CHCTABKH M aKO ¢ HEOOXOAMMO, MOHHUTOpUpPAHE Ha
YCIIOBUSATA HA CpeIara,

1.3.1.2.2. npobuTe OT WM3XOAHH MaTEpUaHd, ONMAKOBBYHHM MATEpUAIH, MEKIWHHU U TOTOBU
KPBBHU CHCTABKH CE B3€MaT OT OTOPU3HPAH IIEPCOHAT Ype3 YTBBPIACHU METOIH;

1.3.1.2.3. MmeToauTe 3a U3CACABAHE Ca BaTUIUPAHH;

1.3.1.2.4. 3anucure ca HampaBeHH PHYHO W/WIM Ype3 3alMCBAIM YCTPOHCTBA, C KOETO Ce
J0Ka3Ba, Y€ BCHUYKU W3MCKBAHU MPOLEAYpPH 3a B3eMaHE Ha MPoOHM, MHCIEKTHUpPaHE U M3CIIEeBaHE ca
JNCHCTBUTEITHO U3BBPIICHH; BCHUKH OTKJIOHEHUS Ce IOKYMEHTHPAT ¥ ITPOYYBAT IISTIOCTHO;

1.3.1.2.5. roroBuTe KpPBBHM CBHCTAaBKM OTTOBAPAT Ha CHEUU(UKALUUTE U ca IPaBHIHO
CTHUKETUPAHU;

1.3.1.2.6. u3roTBAT ce MPOTOKONIW 3a pE3yNTaTUTe OT MpOBEpKara, a H3CJIEIBAHETO Ha
MaTepHaTi, MeXIWHHHA U KPaitHU KPBhBHU ChCTABKH CE OIEHSIBAT CTAHJIAPTHO CIPSMO CIICIH(DHUKAIIHTE;

1.3.1.2.7. HaMa ocBOOOJIEHN KpbB WJIM KPBBHU CHCTABKHU 3a pasmlpeiesieHHe, KOMUTO He ca B
CHOTBETCTBHUE C M3UCKBAHUATA HA MIOKA3ATEIIUTE UM 32 KA4eCTBO.

1.3.1.3. IIpoBexnaar ce mociIeAOBATEIHH MPOBEPKH 3a KayecTBO Ha KpPBhBTA M KPHBHHUTE
cbeTaBKU (KPBBHHU CHCTaBKH CaMO 3a €KCIIOPT) C eI J1a Ce MIPOBEPHU aJIeKBATHOCTTA M MTOCTOSIHCTBOTO Ha
CHILIECTBYBAILIMS TPOIEC W CHOTBETCTBHETO HA HAIWYHUTE CHEIU(PUKAIUU KAKTO 3a HU3XOTHUTE
MaTepHa I, Taka M KpPaWHHWTEe KPBBHU CBHCTABKM C OTJIEH Ja CE YCTAHOBAT TCHJICHIMUTES W Jia Ce
UICHTUQHUIMPAT HAUMHUTE 32 OJOOPEHHE KaKTO B MPOJYKTa, TaKa U B MPOIIECHUTE.

1.4. YopaBnenue Ha pucka

1.4.1. VnopaBneHHETO Ha PUCKa € 4YacT OT CHCTeMaTa 3a KadecTBO, KOSTO TrapaHTupa, ue
MPOTHYAHETO Ha MPOIIECHUTE, HAOIIOICHHETO Ha KAaYeCTBOTO M MTPOMSIHATA HA CHCTEMHUTE ca 0a3upaHu Ha
OlLlICHKAa Ha pucka. M3mon3Bat ce Mmoaxo/sIIy CTATUCTUYECKH CPe/ICTBA (aKO € MPUIIOKKMO) B OI[CHKATa
Ha TeKYIIUs TOTCHIIMAT Ha TPOTHUYAIIUS TPOIIEC.

1.4.2. Cuctemara 3a KadecTBO TapaHTHpa, Y€ OCHUTypsBa KOHTPOI BBPXY JEHHOCTHTE,
W3BBPIIBAHHU 11O JOTOBOP OT BBHHIIIHW OpPTaHHW3aIlMd, W KauyeCTBOTO Ha 3aKyINCHUTE Marepuaiu. Te3um
MPOLIECH BKIFOYBAT METOAMYHO MPUHITUITUTE 32 YIPaBIECHUE HA PUCKA U TapaHTHUpaT, 4e:

1.4.2.1. orieHKaTa Ha pUCKa Ha KAYECTBOTO CE OCHOBABa HA HAyYHU 3HAHWS, HATPYIaH OIUT U €
CBBbp3aHa ChC 3alIMTaTa Ha IOHOPA U PEIUIHIEHTA,



1.4.2.2. ycunusita, U3UCKBaHUATA U JOKYMEHTAIMATA, CBBP3aHM C MPOIEca 3a yNpaBleHHUE Ha
pHCKa, ca CbU3MEPUMH C HUBOTO Ha PUCKA.

2. [lepconan u opranuzanus

2.1. [lepcoHanbT, NOCTATHUECH MO YUCICHOCT, U3BHPILIBA JACHHOCTUTE, CBbP3aHU C B3eMaHE Ha
KpbB, U3CJe/IBaHe, IpepadoTKa, ChXpaHEHUE U pa3npeiesieHne Ha KPbB U KPbBHU ChCTABKH, U € 00yUueH
Y OLICHEH KaTO KOMIIETEHTEH 33 U3BbPIIBAHE HA TE€3H JCHHOCTH.

2.2. OpraHuzanusra pasmojlara ¢ JOCTaTbyeH Ha Opoil mepcoHan ¢ HeoOXxoaumara
KBIMU(UKAIMSA U OMHUT. PBKOBOACTBOTO OMpEAETss W OCHTYpsiBa TOAXOJSIIM pecypcH (YOBELIKH,
(bUHAHCOBH, MaTepHalid, ChOPBKEHUS M O00OpyJBaHE), 3a Ja Hpuiara W TOAIbpKa CHCTeMa 3a
yIpaBJieHUuEe Ha Ka4yeCTBOTO U HEMPEKbCHATO J1a MOJ00psABa HEHHUTE a/IeKBaTHOCT U €()eKTUBHOCT upe3
ydyacTue B Iperyiend Ha pbKOBOACTBOTO. OTroBOPHOCTUTE, KOMUTO CE€ Bb3jaraT Ha KOMTO U Ja €
CITy’KUTeN, TpsiOBa 1a ce OrpaHUyar, Taka 4ye Jia He IPEeACTaBIsIBaT PUCK 3a Ka4eCTBOTO.

2.3. B opranorpama sICHO ca W3JI0)KEHU B3aMMOOTHOILIEHHUSATA MEXKIY KJIIOYOBHSI MEPCOHAT B
fepapxusita Ha PBKOBOJACTBOTO. KIIOWOBMAT TmepcoHanT uMa cieqHuTe (QYHKIUM M TEXHHUTE
3aMECTUTEIHN:

2.3.1. "OtroBopHo nuie" rapaHTHpa, 4€ BCSIKA €AMHULA KPBB WIM KPbBHU CHCTABKH Ca B3€TH,
U3CcleBaHy, MpepaboTeHH M EeKCIEAUpPaHU CBhIVIACHO HM3UCKBAHMITA Ha JACWCTBAIIUTE HOPMATHBHU
aKTOBE; MPEJOCTaBs Ha KOMIIETEHTHHS OpraH HWHQOpManus, HEoOXoquMa 3a aKpeIuTalus WIH
JUIEH3UpaHe; CJeId 3a BBBEXKJAHE Ha W3UCKBAaHMATA 3a TMIEPCOHAN, CHCTeMa 3a KadecTBo,
JOKYMEHTAIHsI, IPOCIIESIEMOCT, ChOOIIaBaHe HAa CEPHO3HU HEXKEJIAaHU PEaKIUH U MHIIUCHTH.

2.3.2. PpkoBOIMTENAT "MIPOM3BOACTBO" OTroBaps 3a BCHUKH MPOU3BOJICTBEHH JICHHOCTH.

2.3.3. PproBoguTensT "KayecTBEH KOHTPOJ'' OTTOBapsi 3a BCHYKH JCHHOCTH, CBBP3aHU C
KaueCTBEHUS KOHTPOIL.

2.3.4. PproBoauTen "ocurypsiBaHE Ha KauecTBO" OTroBaps 3a HAIWYHETO Ha MOIXOJISIIH
CHUCTEMH 3a Ka4eCTBO U MPOLEAYPU 32 CUTYPHOTO M 0€30MacHO OCBOOOXKIaBaHE Ha BCUUKH MaTepHaly,
o0opy/BaHe, peareHTH, KPbB U KPBBHHU ChCTABKH.

2.3.5. JlexapsT oTroBaps 3a 0€30MMacCHOCTTa Ha JOHOPHTE.

2.3.6. Jlekapst wim ¢apManeBThT OTroBapsl 3a 0€30MacCHOCTTAa HA Pa3MpeeIICHUTe KPHBHU
ChCTaBKH.

2.4. llenusT mepCcoOHAI MPHUTEXKAaBa aKTYAIHU JUTHKHOCTHH XapaKTEPUCTHKH, KOMTO MOCOYBAT
SICHO 3a/1a4MTe U OTTOBOPHOCTUTE UM. OTrOBOPHOCTTA 3a YIpPaBJIEHHUE HA IPOU3BOJICTBO U OCUTypsIBaHE
Ha Ka4eCTBOTO CE BH3JIara Ha pa3IMuHy CIY)KUTEIH, KOUTO paboTAT HE3aBUCHMO €UH OT JIPYT.

2.5. [lepconansT, 3aeMall OTTOBOPHH MO3MLIMHU, UM MOAXOJIAIIN TPABOMOIIUS 32 U3BbPILIBAHE
Ha CBOWTE OTTOBOPHOCTH. 3aIbJDKCHHATA MOTAT Ja C€ JeJerhpaT Ha OIpeNeNeHH 3aMECTHHIN C
HE00X0AMMOTO HHMBO Ha KBanudukanus. He ce momycka He0oOOCHOBaHO MPUITOKPUBAHE WIIM JIMIICA HA
OTTOBOPHOCT OT CTpaHa Ha IepcoHalia, CBbP3aHHu ¢ MpuiiaraneTo Ha JfoOpara nmpakTHka.

2.6. nauBulyaqHUTE OTTOBOPHOCTH c€ JAe(PUHUPAT SCHO M MPAaBUIHOTO MM pa3dupaHe OT
CITy’)KUTEITUTE C€ YAOCTOBEPSIBA Upe3 CIUCHIH C IMOAMMCH Ha TIEpCOHAIA.

2.7. LlenusAT mepcoHasl MOJy4yaBa BCTBHIIMTEIHO M MPOABIKABAILO OOy4eHHUE, MOAXOJAIO 3a
HeroBUTE crnenupuyan aeiHocTH. ChXpaHsBaT ce JOKYMEHTH, YAOCTOBEPSBAIIM HW3BBPIICHOTO
ob0yuenue. PazpaboTBaT ce mporpamu 3a o0y4deHue, KOUTo Ja BkiItouBaT /loOparta npaxkTuka.

2.8. OcurypsiBa ce oOy4eHHME 3a WENHs TEPCOHAN, YHUHTO 33IBbJDKCHHS Ca CBBP3aHH C
JIEWHOCTHTE 3a MPOU3BOJICTBO U C Jaboparopuure (KaKTO M TEXHUYECKHUS TEPCOHAN, MEepCoHala IO
MOJIPBXKKA U 110 MOYHCTBAHE).

2.9. TloaroTBAT ce NMHUCMEHM MpaBWIIa MU TPOLEAYpH, OMMCBAIIM MeTo/Ja Ha oOydeHue, a
JTOKYMEHT OT IIPOBEIEHOTO 00yUeHHE MMOKa3Ba HETOBOTO ChIbpKAHHUE.

2.10. CeappxkaHuero Ha [porpamMure 3a oOOy4deHHE c€ OIeHsIBa MEepUOJUYHO, a
KOMIIETEHTHOCTTa Ha IepcoHalia ce MpoBepsiBa peOBHO.

2.11. Camo OTOpM3MpaHU JIMIA, KOUTO ca TMOJYYWIM pas3pelieHue upe3 OIpeesieHH



JOKYMEHTUPAaHU TpOIeTypy, MOraT Ja y4yacTBaT B IPOLIECUTE MO B3eMaHE Ha KpPbB, MpepadoTka,
W3CIIeIBAHE U Pa3Mpe/ieiCHe, BKIFOUUTEIIHO KAYeCTBEH KOHTPOJI U OCUTYpsIBaHE HA KA4€CTBOTO.

2.12. HanuyHum ca NHCMEHWM WMHCTPYKIMHM 3a OE30MaCHOCT M XHWTHEHA, ChOOpa3eHu C
W3BBPLIBAHUTE JEHHOCTH.

2.13. Tlocerutenu niau HEOOYUYEH NIEPCOHAI HE C€ JIONMyCKaT B MOMEIIEHUATA 3a IPepadOTKa U B
naboparopunte. AKO TOBa € HEM30€KHO, T€ MPEABAPUTEIIHO CE€ WHCTPYKTUPAT 3a JTUYHATA XUTHEHA U
MIPEINMCAHOTO 3aIUTHO OOJIEKIIO U C€ CHIIPOBOKIAT.

2.14. PBKOBOJACTBOTO Ha KPHBHUTE IIEHTPOBE HOCH OTTOBOPHOCTTA 3a MPEAOCTABSIHETO HA
MHCTPYKLUMU OTHOCHO XWTMEHHUTE W 3[IPaBOCIOBHHUTE MpPOOJIEMH, KOUTO MOraT Ja IMOBIUSAAT Ha
Ka4yeCTBOTO Ha KPBBHUTE ChCTaBKU (110 BpeMe Ha B3eMaHe Ha KPbBB), M TapaHTUpA, Y€ MEPCOHATBT
JIOKJIaJIBa 32 CHOTBETHUTE 3/PABOCIOBHH IpoOieMu. Te3u mpoueaypu ce U3MBIHSABAT CTPUKTHO OT
[eNHsl TIEPCOHAI, 0COOCHO OT TO3H, YMUTO 3aABJDKCHUS Ca B 30HUTE 3a MpepadoTKa u B 1abopaTropuuTe.
[lepcoHanbT ce MHCTPYKTHpPA Ja U3M0I3Ba ChOPHKEHUATA 32 MUCHE Ha PhLIE.

2.15. TlpennpueMar ce IEHCTBHUS, KOWTO TapaHTHpAT, Y€ MPHU IOITYYaBAHETO HA KPBHBHU
CbCTaBKM HE € aHTaXHUPaHO JHIIE, 3apa3eHO ¢ MH(EKIMO3HO 3a00JsiBaHE WM C OTBOPEHH JIE3UU IO
OTKpHUTATa TIOBBPXHOCT HA TSII0TO. M3BBpIIBa ce METUITMHCKH TIPETJIe]l, KOraTo € He0OXOAMMO, 3a Ja Ce
rapaHTUpa roJHOCTTAa 3a paboTa W JIMYHOTO 3[paBe. HamwyHu ca WHCTPYKIMH, TapaHTHUpAIlH, 4e
MEPCOHATBT JIOKJIABA 32 3IPAaBOCIOBHH MPOOJIEMH, KOUTO Ca OT 3HAYCHHE 3a Ka4eCTBOTO Ha KPHBTA U
KPBBHUTE ChCTaBKH.

2.16. V3roTBaT Cce MHCMEHW MpaBWIA, BKIIIOYBANIM HM3WCKBAHHSTA 32 HOCCHE Ha 3aIllMTHU
o0Jexa B pa3ianuHuTe 30HU. M3ucKkBaHusATa ca ChoOpa3eHu C U3BBPIUIBAHUTE IEHHOCTH.

2.17. XpaHeHeTo, MUEHETO, MYIMIEHETO, KAKTO ¥ ChbXPAHCHUETO Ha XPaHH, HAMMUTKH, MaTepUAIIH
3a MyllleHe WM JIEKapCTBEHH MPOAYKTH 3a JMYHA yrnoTpeda, TUYHH BEIld U CPeICTBa ca 3abpaHeHH B
MOMEIIEHUATA 32 MPepadoTKa, TUarHOCTUKA M ChXpaHEeHHe. Beska HechoOpa3eHa ¢ MHCTPYKIUUTE 3a
XUTHEHA JEHHOCT B IOMEIEHHUATAa 3a MOoJy4yaBaHe Ha KPBBHU CHCTAaBKH WJIM BBB BCAKO JPYro
MOMEIIEHUE, KBJICTO KPBBTA WJIM KPBBHUTE ChCTABKHM MOTAT Ja OBJaT 3acerHaTH, € 3a0paHeHa.

3. [Tomewenus

3.1. OO0 MoIOKCHHUS

3.1.1. TlomemeHusaTa, BKIIOYUTETHO 33 M3HECEHUTE E€KWIIM, C€ pasmojaraT, KOHCTPYyHUpar,
aIanTupar W TOJIbPXKAT ChOOPA3HO HW3BBPIIBAHUTE B TAX JEHHOCTH. [lOMeNeHWsITa IO3BOJISIBAT
pabotaTa B TSX Ja ce HM3BBHPIIBA B JIOTUYHA TOCIEAOBATEIHOCT, KAaTO C€ CBEXIAT A0 MHHHUMYM
PUCKOBETE OT TPEIIKH, W CE€ MO3BOJSABA €(PEKTUBHO MOYMCTBAHE M MOJIPHKKA C IE] HaMaJsIBaHE JIO
MUHUMYM Ha PUCKOBETE OT 3aMbpCSBaHE.

3.1.2. OcBeriieHHETO, TEMIIEpaTypaTa, BIAKHOCTTAa W BEHTHJIAIUATA Ca TOJXOMSANA U HE
OKa3BaT OTPHIIATEIIHO BIHsHUE (MPSKO MM KOCBEHO) BBPXY KPBBHUTE ChCTaBKH 10 BpeMe Ha TEXHHTE
npepaboTka U ChXPaHEHHE WM BbPXY MPaBUIHOTO (DYHKIIMOHHPAHE Ha 000PYIBAHETO.

3.1.3. [TomemienusTa ce MPOEKTUPAT U 000PYABAT CHC 3aIIUTA CPEILY BIM3aHETO Ha HACEKOMU
U IPYTH )KHUBOTHHU.

3.1.4. Bzemar ce MepKd 3a TpPENOTBpATsSBaHE BIM3AHETO HA HEOTOPU3UPAHH JIHIIA.
[TomemenusTa 3a nmpepadoTKa, 3a JMATHOCTHKA, 32 CbXPAHCHWE M KAUeCTBEH KOHTPOJ HE CE M3IOJI3BaT
3a MpeMUHAaBaHe OT MEePCOHAN, KOWTO HEe paboTH B TAX.

3.1.5. TlomemeHusTa ce IUIAHUPAT TakKa, Y€ OTACIHUTE ONEpalid Ja Ce HW3BBPIIBAT B
OTIpesieNieH pejl, KaTo ce u30srBa KPhCTOCBaHE Ha MOTOIMTE.

3.1.6. CnopbkeHHATa TIO3BOJIABAT JIECHA TONIPBXKKA W TOYMCTBaHe. He ce momycka
M3IOJI3BaHETO HAa OTBOPEHA KaHAU3AIIUS.

3.1.7. TlomemenusTa 3a MpepadOTKa C€ BEHTHIUPAT €PEKTUBHO C BB3AYITHO-KOHTPOJIHAPAIIN
ChOpBKEHHUs (TemmepaTypa W TNPU HEOOXOJMMOCT BIAKHOCT M (QUITpUpaHE), TOAXOMAIIM 32
W3BBPIIBAHUTE JCHHOCTH U 3a BBHITHATA CPE/Ia.

3.1.8. [NomemenusiTa 3a mpepabOTKa Ce OCBETABAT MOJIXOAII0, OCOOEHO KOTaTO Ce U3BBPIIBAT



BU3YaJTHU TIPOBEPKHU.

3.1.9. B3zemanero Ha MpoOH OT KPbBHU ChCTAaBKU C€ U3BBPIIBA B IOMEIICHUATA 32 MPEPabOTKa,
IIPH YCJIOBHUE Y€ HE C€ HOCH HUKAKbB PUCK 32 JAPYTH ChCTABKH.

3.2. [TomenieHue 3a KPHBOAAPUTEIN

3.2.1. Heobxoaumo € 1a mMa MACTO 3a KOH(PHACHIIMAIHM ChOSCeIBaHUS M 3a OICHsSBAHE Ha
KaHIUJAT-KPBBOJAAPUTEIH, 32 J1a Ce MPEICHH JaJId ca MOAXOISAIIM 3a TOHOpH. ToBa MACTO € OTIEIeHO
OT BCHYKH OCTAHAIIU TIOMEIIICHHSI.

3.2.2. TloMmemeHuaTa OTrOBapsAT Ha OONIONPUETHTE W3UCKBAHHS 3a 3PABOCIOBHOCT H
0e30macHOCT Ha TepcoHada (BKIIOYMTETHO HA H3HECEHUTE CKWITKM) M Ha JIOHOPUTE, C HAIJICIKHO
OTYUTAHE HAa CHOTBETHUTE HOPMATUBHH U3UCKBAHUSI.

3.3. Ilomemienue 3a B3eMaHe Ha KPbB

3.3.1. B3emaneTo Ha KpBB C€ M3BBHPIIBA B MOMEIICHUE, MTPEIHA3HAYEHO 3a 0€30MacCHO B3eMaHe
Ha KpBB OT JOoHOpUTE. Ta3u NEeHHOCT € OpraHu3upaHa o HA4YKH, OCUTYPsIBaIll 0€30MacHOCT 3a JIOHOPHUTE
M 3a TepcoHalia, a ChIIO M 3a HEIOMMyCKaHEe Ha TPEIIKH B MpoOleAypara IO B3eMaHe Ha KPBB.
OO0opynBaHO € MOAXOIAIIO 32 HAYaIHO TPETUPAHE Ha JOHOPH C HEXKEJIAHU PEaKIMH WA HapaHSIBaHUS
OT UHIUACHTH, CBbP3aHH C B3EMaHETO HA KPBB.

3.3.2. [Ipean ma ce ogoOpAT MOMENICHUATA 32 pad0Ta Ha MU3HECEH CKHII, TAXHATA IPUTOJHOCT
Ce OIEHSBA 110 CJICTHUTE KPUTCPHUH:

3.3.2.1. mocraTbueH pa3mep, 3a Jia Ce MO3BOJIU MPABWIHOTO (YHKIIMOHUPAHE U JIa CE rapaHTHpa
JUYHOTO MTPOCTPAHCTBO HA JIOHOPA,;

3.3.2.2. 6e30macHOCT 3a MepcoHaa 1 JIOHOPUTE;

3.3.2.3. HaMMYMEeTO HAa BEHTUJIAIHNS, SJICKTPUUECKO 3aXpaHBaHe, TOAICTHA, OCBETIICHHE, KAKTO U
ChOPBHKCHUS 32 MHCHE Ha PBIIE;

3.3.2.4. curypHu KOMYHHKAIIMH, CbXpaHEHHUE U TPAHCIIOPT HA KPbB;

3.3.2.5. rapaHius 3a aJIcKBaTHO MEXJIMHHO ChbXPAaHCHHE.

3.3.3. IlogpexxaneTo Ha MOMEIIEHUETO M NPOIEIYPHUTE 32 B3€MaHE HAa KPbB TapaHTHUpAT, 4e
KpPBBTa CE B3eMa B 0€30IaCHA M YKCTa CPella U PUCKBT OT TPEHIKH U MHKPOOHO 3aMbpCSBAHE € CBEICH
710 MUHUMYM.

3.3.4. Cepro3HO BHHMaHUE C€ OTAENs Ha MOJPEKTAHETO Ha JieryiaTa 3a KpbBOB3EMaHE U
paboTaTa cbhC caKkoBe, KPbBHU IPOOH U OApKOJ €TUKETH.

3.4. ITomerieHus 3a TMarHOCTUKA U MpepaboTKa Ha KPbB

3.4.1. ma crienmaiHO TipeHa3HAYCHA Jab0opaTopHa 30HA 3a IMArHOCTUKA Ha KPBHB, OT/EIICHA
OT MOMEIIEHUETO 32 JOHOPHU Ha KPHB M MOMEIICHUETO 3a MpepadoTKa Ha KPBBHU CHCTABKH, C JOCTHII,
pa3pelieH caMo Ha OTOPHU3UPAH MEPCOHAI, KOSTO C€ M3IO0JI3Ba CaMo 3a MpeHa3HAYCHATA TIET.

3.4.2. JTaGopaTopuuTe ca MpOEKTUPAHU ChOOPA3HO U3BBHPIIBAHUTE B TAX AeHHOCTH. Ocurypsisa
Ce JOCTaThYHO IMPOCTPAHCTBO, 3a Ja ce W30erHar 3aMbpcsiBaHE OT CMECBaHE M KPBCTOCBAaHE Ha
notoruTe. MiMa moaxoIs110 MpoCTPaHCTBO 3a ChbXpPaHEHHE Ha TPOOU U JOKYMEHTH.

3.4.3. HeoOxomumu ca CIENUATHM IpaBWia 3a 3alluTa Ha YyBCTBHTEIHA armaparypa oOT
BUOpALINH, EIEKTPUIECKU CMYIIICHHS, BIAXKHOCT U €KCTPEMHU TeMIIepaTypH.

3.5. [Tomernienus 3a chXpaHSHHE

3.5.1. TlomemenusTa 3a chbXpaHeHHEe oOe3meuaBaT CUTYPHO M HU30JIMPAHO CHbXpPAHEHHE HA
pa3IMYHA KaTerOPUH KPbB U KPHBHH CHCTABKH M MaTEPHAIM, BKIIOYUTEIHO KapaHTHHA U OCBOOOJICHU
MaTepuaad, KakTO U KPBHBHU EAWHULM WIH KPBBHU CHCTABKH, B3€TH MPHU CHEIHATHU KPUTEPUU
(aBTONIOXKHO KpBBOAapsBaHe). JJOCTHITBT € OrpaHUYEH CaMO 3a YIIBIHOMOIIECHH JIUIIA.

3.5.2. Hannyau ca WHCTPYKIUMU 3a ACUCTBUS MPH MOBpeaa Ha 00OpYABAHETO WM CIIHpPAHE HA
SJIEKTPO3aXpaHBAHETO B OCHOBHOTO ITOMEIIIEHUE 33 ChbXPaHCHHE.

3.5.3. ChopbkeHUsATa 3a CHbXpPAaHEHHE CE€ MOYHCTBAT OT OTMAIBIHM, MpaxX U BPEIUTEIU
(macekomu, rpu3adn).

3.5.4. B nomemeHusATa 3a ChbXpaHEHHE MMa BB3MOXKHOCT 332 OPTaHU3HPAHO CHhXpPaHEHHE Ha



pa3IMYHUTE KAaTeropuu MaTepHalii M KPBbBHU CBHCTaBKH, BKIIOYUTEIHO OMAKOBBUHU MaTepHalIH,
MEXIUHHUA U KpailHH ChCTaBKU W MaTepUalId B KapaHTHHA, OCBOOOJCHH, OTXBBHPIICHU, BHPHATH WU
U3TETJICHU OT yrnoTpeoa.

3.5.5. KpbBHH ChCTAaBKH HE c€ IpUEMaT 32 OBTOPHO pa3lpeAeiCHHe WK eKCIIeTUpaHe OCBEH B
cllydauTe, KOraro:

3.5.5.1. mpoueaypata 3a BpblllaHe HAa KPbBHU ChCTABKH € PETJIAMEHTHPaHA C I0TOBOD;

3.5.5.2. 3a Bcsika KpbBHA ChCTaBKa MMa JIOKA3aTeJICTBA, Y€ YCIOBUATA 3a ChbXPAaHEHHUE ca Ouin
CIa3eHH;

3.5.5.3. uma mocTaTpyHO MaTepuai 3a U3CieIBaHe 32 ChbBMECTHUMOCT,

3.5.5.4. mpeau MOBTOPHOTO paslpenesieHHe WM eKCIeIUpaHe Ha KPBBHU CHCTABKH C€ BOIH
JOKYMEHTAIHs, YA0CTOBEPSABAIlla, Y€ € OWJl U3BBPILIEH BU3YaJIeH Orjie]l HA ChbCTAaBKUTE.

3.5.6. [lomemnienusTa 3a CbXxpaHeHHE ca MPOCKTUPAHU WM MPHUCIIOCOOCHHU 3a OCUTYpsIBaHE Ha
no0pu yCJIOBHsI 3a CbXpaHeHHEe. Te ca YUCTHM M CyXd U B TAX CE€ MOAIbpXKA TeMIeparypa B
NpeBApUTENIHO ONpeAeieHn TpaHulM. Korato ce HM3UCKBAT CIEHUAIHU YCIOBUS 3a CbXpaHEHHE
(TemmepaTypa, BIQXHOCT), TE€ C€ OCHIYpSBAaT, IMPOBEpsABAT W MpOCIeaiBarT. AJlapMeHa cUCTeMa
CBOEBPEMEHHO TMpenynpekaBa IepcoHalla 3a BCAKO OTKIOHEHHE OT TPEABAPUTEIHO 3aJa/ICHUTE
napameTpH.

3.5.7. MscToTo 32 Moy4aBaHE M Pa3TOBAapBaHE € MPOEKTUPAHO Ja Mpeana3Ba MaTepUaInTe U
KPBBHUTE CBCTaBKU OT aTMmochepHuTe BiusHUSA. [loMmemieHusiTa 3a mpuemMaHe ce MPOEKTUpaT U
o0opyIBaT Ja TO3BOJISBAT KOHTEWHEPUTE C BXOMANIMTE MATEepHaIM Jla CE IOYMCTBAT, KOTAaTo €
HeoOXonuMo, Tpeau cbhxpaHeHue. [loMernieHneTo 3a HpUeMaHe € OTICIHO OT MOMEIIEHHETO 3a
CbXpaHEHHE.

3.5.8. AKO ChCTOSIHHETO Ha KapaHTHUHA C€ OCUTYpsBa 4pe3 pa3/ieHO ChbXpaHEHUE B OTIEIHU
MIOMEIICHUS, TE€3W MOMEUICHHS Ca SICHO 0003HaUYEHH U JOCTBITBT JI0 TAX € OTPAHUYEH 32 YITBIIHOMOIICH
nepcoHai. Besika cuctema, 3aMeHsIna pu3nueckara KapaHTuHa (KOMITIOTPU3MpaHa CUCTEMA), TapaHTHpPa
eKBHUBAJICHTHA CUTYPHOCT.

3.5.9. Otnennu 308U ca 000COOCHH U MOAXOAAIIO 0003HAYCHH 32 ChbXPAaHEHHUE HAa OTXBBHPJICHH,
OpaxyBaHH, H3TETJICHU OT YNOTpeOa Uil BbPHATH MaTEPUaH, KPbB U KPbBHU CHhCTaBKH.

3.5.10. O6prIna ce crenuarTHo BHUMaHUE 32 0€30MaCHOTO U CUTYPHO ChbXpaHEHHUE Ha MeYaTHH
OINaKOBBYHU MaTepHrain (Habopu OT OapKOJ ETUKETH 33 CIMHUIIUTE KPbB).

3.6. [ToMoIHN TOMEIEHUS

3.6.1. TlomemenusTa 3a MOYMBKA M OCBEXaBaHE Ha TEpPCOHANA Ca OTICNICHH OT IPYTHTe
MIOMEUICHHUS.

3.6.2. Cwr0OyekaTHUTe, YMUBATHUTE W TOQJICTHUTE Ca JIECHO JOCTBITHU W CHOTBETCTBAIIH HA
Opos Ha mom3Bamure. ToaleTHUTE HE ca ¢ JUPEKTHAa Bpb3Ka KbM IOMELIEHHATA 3a MpepaldoTka,
TMAarHOCTHKA UM ChXPaHEHUE.

3.6.3. IlomouHuTe MOMELIEHUS ca OTAEJICHM OT IOMELIeHHATa 3a mpepadoTka. AKO B
MIOMENICHHUSATA 32 TpepadoTKa M Jab0OpaTOPUUTE Ce ChXPAHIBAT PE3EPBHHU YaCTH U MHCTPYMEHTH, T€ CE€
ChXpaHABAT Ha MSCTO, ITpeJHa3HAuUEHO 32 TOBA.

3.7. MsicTo 3a M3XBBPISTHE HA OTHAIBIH

3.7.1. Omnpenens ce MACTO 3a 6€30IM1aCHO JEMOHUpPAHe Ha OTHAIbIHM, MaTEPUANIN 3a €IHOKpaTHA
yroTpeda, U3MOI3BaHu 10 BpeMe Ha KPbBOB3EMaHe, JHATHOCTHKA M MpepadoTKa, M OpaKyBaHH KPBB H
KPBBHU CHCTABKH.

4. OGopyiBaHe U MaTepuau

4.1. OO0 U3UCKBAHUS

4.1.1. [{smoTo obopyBaHe ce MIaHupa, KBATUGUIIMPA, BATHANPA, KaTUOpUpa U MOabpxKa, 3a
7la OTTOBApsl Ha LENIUTE, 32 KOUTO € MpeaHazHaueHo. Hammunu ca paboTHU MHCTPYKIUH U C€ ChXpaHsBaT
TTOJTXO/ISITITH TTPOTOKOJIH.

4.1.2. O6opyaBaHeTo € U30paHO, CBEXAAWKU 10 MUHMUMYM BCHYKH OIACHOCTH 3a JIOHOPHTE,



NEPCOHANA WIH KPBbBHUTE ChCTABKHU.

4.1.3. Bcuuky BauAMpaHy IPOLECH M3IMON3BAT KBAIM(UIMpaHo obopyaBaHe. Pesynrature ot
KBaJIM(pUKaLMATa ce JOKyMeHTHpaT. V3BbpliBa ce peloBHa MNOAJPBAKKA M KaluOpupaHe M ce
JOKYMEHTHPA B CHOTBETCTBHE C yCTAaHOBEHUTE Iporeaypu. ChCTOSHHETO Ha MOIAPHKKATA HA BCAKO
ChOPBKEHHUE € Ha Pa3I0JIOKEHHE.

4.1.4. Beaxko KpUTUYHO 00Opy/ABaHE MMa PENOBHA, IUIAaHHWpaHa MOAJAPBKKA 32 OTKPUBAHE WU
IPEJOTBpaTsABaHE Ha NPEJOTBPATUMHM TIPEIIKM M 3a NOJAbP)KaHE Ha OOOpPYIBAaHETO B HETOBOTO
ONTUMANTHO (YHKIMOHAIHO ChCTOsHME. VHTepBanuTe M ACWCTBUATA 33 MOJJAPBKKA CE ONMPEAeAT 3a
BCSIKO 000pyZABaHe.

4.15. Karo HOBOTO M pPEMOHTHUPAHOTO OOOpyIBaHE OTroBapsi Ha W3UCKBaHUATA 3a
KBaJIM(HUKALMs, KOraTo Ce MHCTAIUPa U Ce /1aBa pa3pellieHue 3a ynoTpeoa.

4.1.6. Benukn Monudukanu, nogoOpeHusl WM AONBIHEHHWS KbM BaJIHIUPAHU CUCTEMH H
obopy/BaHe ce YIpaBisBaT ype3 MpolelypaTa 3a KOHTPOJ Ha IPOMEHUTE B TPAHC(HY3UOHHMS LIEHTHDP.
EdexTbT Ha BcsAka MpoOMsSHA B CUCTEMara MM OOOpPYIBAaHETO, KAKTO M HEHHOTO BB3ACHUCTBUE BHPXY
KayecTBOTO M 0e€30I1aCHOCTTa, Ce Oompenens, 3a Ja ce HACHTUHUIMpa CTENeHTa Ha HeoO0XOIuMO
MOBTOPHO BaJIMIMPAHE.

4.1.7. HanuuHu ca UHCTPYKUUHU 3a ymnoTpeba, MOAAPBKKA, OOCITy)KBaHE, IMOYHCTBAHE H
XUTUCHU3HPAHE.

4.1.8. Hanmuunu ca mnpomeaypu 3a BCEKM TUI 00OpyABaHE, KOUTO OIKCBAT MOAPOOHO
JEWCTBUATA, KOUTO CE MPEANPUEMAT IPY B3HUKBAHE HA HEU3MPABHOCTH WJIH MTOBPEIH.

4.1.9. M3non3BaT ce caMo peareHTu U MaTepuaId OT YTBBPJACHU JOCTaBUULU, KOUTO OTTOBAPAT
Ha JOKYMEHTHPAHUTE W3WUCKBaHUS W cnenudukanuu. Kputnyaure maTepuanu ce OCBOOOXKIABaT OT
JMIe, KBaTM(UIUpPaHO 32 U3BBPIIBAHE HA Ta3U JEHHOCT.

4.1.10. [IlpousBomuTenure Ha CTCPUIHM MaTephaiu (CUCTEMH CaKOBE 3a KpPBbB,
AHTHKOAryJIaHTHH PAa3TBOPH) MPEIOCTaBiIT cepTH(UKAT 3a OCBOOOXKIAaBaHE 3a BCAKAa MapTHIA.
TpaHcy3nOHHUAT LEHTBD ONpeneNs KPUTEpUUTE 3a MpHEeMaHe Ha TaKkuBa cepTH(UKATH B MUCMEHA
¢dopma, KOMTO Ja BKIIOYBAT Hal-MaJKO MMETO Ha MaTepualla, MPOU3BOAMTENS, ChOTBETCTBHETO C
M3MCKBAHUATA Ha JeWCTBAIIaTa HOPMATUBHA ypea0a v TOTBBPKACHUE, Y€ MaTePUAIUTE Ca CTEPUITHA H
anMpOreHHU.

4.1.11. CpcrosiHueTo Ha MaTepuanuTe (Mo KapaHTHHA, OCBOOOICHH, OTXBBPIICHH) CE TIOCOYBA
SCHO.

4.1.12. Marepuanure W peareHTHTE C€ CBhXpAHSIBAT MPH YCIOBHATA, OMNpPEICICHH OT
MPOU3BOUTENSA, U MO CHUCTEMaTH3MpaH HAa4YMH, KOWTO MO3BOJSABA pas3fefiiHe Ha MapTUIHU, KAKTO U
O0OHOBSIBaHE Ha 3alacuTe.

4.1.13. CpxpaHEHUETO U M3MOJI3BAHETO HAa MaTepHald CJEeABAT MPUHIMNA "TIbPBH BISA3BI -
OBbPBU M3JSI3BA" (IBPBO CE M3MOJ3BAa MATEPHATBT, KOMTO MBPBH € BHECEH 3a ChXpPAHEHHE), KaTto ce
B3€Me MpeABH/] 1aTaTa Ha U3THYaHE HA CPOKA HA FTOJTHOCT HAa MaTepHauTe.

4.1.14. VluBeHTapHUTE OMKCH CE€ ChXpaHSBAT 3a MPUEMIIUB MEPUOJ, ChOOPA3EH ChC CPOKOBETE
3a CbXpaHEHHE Ha IOKYMEHTH B YUPEXJICHCKUTE apXUBU Ha IbPKABHUTE U OOIMIMHCKUTE UHCTUTYIIMH.

4.1.15. luBeHTapHHUTE OMKUCHU 32 00OPYABAHETO M MAaTEpUATUTE CE€ TMOJIBPKAT KAaTO CPEACTBO
3a Ch3/1aBaHE Ha UCTOPUS 3a MpepaboTeHaTa ChCTaBKa 3a YJIECHBaHEe Ha U3TETJISIHUATA OT yHoTpeoa.

4.1.16. JleiHOCTHTE IO PEMOHT W MOJJIPHKKA HE MPEACTABIABAT OMACHOCT 3a JIOHOPA,
NepcoHaja WK Ka4YeCTBOTO Ha KPbBTA U KPBBHUTE ChCTABKH.

4.1.17. OOopyaBaHETO, MPOCKTUPAHO WM H30paHO, Ce MOYHMCTBA M3IUIO0 (M KBICTO €
HeoOxoMMo ce o0e33apassiBa). ToBa ce U3BBPIIBA B CHOTBETCTBHE C IMOJAPOOHU MHUCMEHHU TPOLETYPH.
CwxpaHsiBa c€ Ha YHCTO U CYXO MSICTO.

4.1.18. Pa3tBopuTe 1 000py/ABaHETO 32 U3MHBAHE/TIOUMCTBAaHE ca N30paHM M M3MOJI3BAHU TaKa,
4e J]a He ca U3TOYHUIIN Ha 3aMbPCSIBaHE.

4.1.19. O0opyaBaHeTo ce MHCTAIMpa MO TaKbB HAuWH, 4Ye Ja ce M30erHe BCAKaKbB PUCK OT



TPELIKU WIN 3aMbPCSIBaHE.

4.1.20. Yactute Ha 00OpYJBAHETO U MaTepUAIUTE, KOUTO Ca B KOHTAKT C KPbBTa U KPHBHUTE
CbCTAaBKH, HE pearupar, CheAMHSBAT WM aOcopOMpar IO CTENEH, Y€ Ja OKa3BaT BIHUSHUE BBHPXY
Ka4eCTBOTO HAa ChCTABKUTE M 110 TO3W HAYMH J[a MIPECTABISABAT OMACHOCT.

4.1.21. Ha pa3noyio)keHHE MMa TETJWIKH U CPEJCTBA 3a M3MEpPBaHE C MOAXOIAI] 00XBaT W
toyHOCT. OOOPY/ABaHETO 32 M3MEPBAHE, MPETErIISHE, 3aUCBAaHE M KOHTPOJ ce KaauOpupa u mpoBepsiBa
Ha OIpeieNIeHU UHTEePBaIM, U3MOI3BaUKH MOAXOAIIIU MeToau. [logabpkar ce CbOTBETHU MPOTOKOJIH 32
N0JOOHM HM3CIIEABAHNUS, BKIIOUATEIHO CTOMHOCTUTE, MOJIy4YeHH MPEan BCska Kopekuus. JlokmamuTe 3a
KanuOpupaHe BKIIOYBAT TOYHOCTTA Ha BCSIKO 0OOpy/BaHE 3a M3CIEABaHE M MPOCIEIIEMOCT ChITIACHO
HAIMOHAIHUS CTaHAapT. JloKIaabT u/mim cepTUQUKATHT 3a KaIMOpHpaHe ce 0100psiBa U MOJAIKCBA, 32
Ja ce mokaxe odulMamu3upaHe Ha JAOKyMeHTa. Bcuuku HeycnemHu KaauOpOBKU C€ MOCOYBAT KaTo
HECHOTBETCTBAILH, 32 JIa C€ TIO3BOJIM MIPOYYBAHE HA MOTCHIUATHOTO Bb3/ICHCTBHE.

4.1.22. JedekTHOTO 00OpYyIBaHE SICHO CE €THKETHpa KAaTo TaKoBa M TPHU BBH3MOKHOCT CE€
npeMaxBa OT MOMEIICHHUsATA 32 pepaboTKa.

4.2. Cuctemu 3a 00paboTKa Ha JTaHHU

4.2.1. Korato ce u31oi3Ba KOMIIOTPU3UpPaHa CHCTEMA, COPTYephT, XapAyepbT U AyOIupamunTe
MIPOLIEZYPH C€ MTPOBEPSBAT PEIOBHO, 32 J]a C€ OCUTYPU HAACKIHOCT, 1a C€ BAIMIUPAT MPeau ynoTpeda u
JIa ce TOANBPXKAT BHB BAIUIUPAHO CHCTOSHHUE. XapayepbT M co(TyepbT ca 3alUTeHU Cpelry
HEpa3pelIeHo M3MO0JI3BaHe WM HepaspelleHn mpoMeHu. [lpouenypara 3a pe3epBeH 3amuc
NpeoTBpaTsBa 3aryda WM MOBPEXJAaHE HA JAaHHHU IPH IUIAHUPAHW M HEIUIAaHUPAaHU CPUBOBE WIIH
(GyHKIIMOHATTHU TOBPE/IH.

4.2.2. Cucremure ce MOJIbPKAT MOCTOSTHHO. Ch37aBaT ce M CE BBHBEXKIAT JOKYMCHTHPAHH
IJTAHOBE 32 MOAAPBXKKA. Ta3u cTpaTerus BKIIOUBA OJUTH HA CUCTEMHUTE 33 OCUTYpsIBaHE Ha Ka4eCTBOTO.

4.2.3. IlpoMeHHTE B KOMIIOTHPHUTE CUCTEMHU CE€ BATHIUPAT, MPHIOKUMATA JOKYMEHTAIHS Ce
MIPerjex/a, a ChOTBETHUAT MEePCOHaN ce 00ydyaBa MOIXOSIIO MPeIn BhBEXKIaHE HA BCSAKA MPOMSIHA B
pyrtuHHara yrnorpeba. KoMmIOTBpHHTE CHCTEMH Ce MOAIbpPKAT BHB BATHIUPAHO CHCTOsSHUE. ToBa
BKJIIOUBA TECTOBE OT IOJI3BAIIMs IMEPCOHAN, 3a Jla Ce MOKaKe, Ye CHUCTeMaTa WU3MBbJIHIBA MPaBUIHO
BCHUYKH OMUCAHU (DYHKIMH KaKTO MPH ITbPBOHAYAIHO HHCTAIMPAHE, TaKa M CIIE BCHIKH MOTU(PUKAIINA
Ha cucTemara.

4.2.4. JlocTBIIBT Ha TION3BAIIMS TIEPCOHAI € WEepapXWYHO OMNpeIesieH IO OTHOIIEHHE Ha
BBBEXJaHEe, IPOMsIHA, YeTeHE WIN OTIeuaTBaHe Ha JaHHU. M3mon3BaT ce MeTonu 3a NMperoTBpaTsIBaHe
Ha HEYI'BJTHOMOIIIEHO BIIM3aHE, KaTO HANpUMep JMYHU WICHTH(PHUKAIMOHHNA KOJIOBE MJIH TapOJIH, KOUTO
ce MOJIMEHST PEeJIOBHO.

4.2.5. Bzemar ce BCHUKH HEOOXOAMMHU MEPKH 32 OCHTYPSIBAHE 3all[UTa HA JaHHUTE. Te3u MEepKu
rapaHTUpar, 4ye ca HaJMIE 3allUTH CPEelly HEYITbIHOMOILIEHH A00aBsHUS, U3TPUBAHUS UM W3MEHEHUS
Ha JAaHHW W TPEXBBPIJIIHE Ha WH(OpMAIMs, MPeoIosiBaT c€ HECHOTBETCTBUS B JAaHHUTE, KaKTO W 3a
NPEJOTBpATsABaHEe HAa HEYII'BIIHOMOILEHO Pa3NpOCTpaHEeHUe Ha TakaBa HH(pOpMaIUs.

4.2.6. HayimuHa e cTaHaapTHa OlepaTHBHA MPoIeaypa 3a:

4.2.6.1. cph3maBaHe HA HOB aKayHT;

4.2.6.2. i3MEHEHNUE Ha CHIIECTBYBAIIl aKAyHT;

4.2.6.3. ciupaHe WM U3TPUBAHE (3aMYaBaHe) HA aKayHT.

4.2.7. KomnroTbpHaTa cucTeMa, BbBElIeHA 32 KOHTPOJ Ha pelIeHusTa 3a 0CBOOOKIaBaHE Ha
KPBbBHHM CBCTaBKH OT CKJIaJa, HE JIOMycKa OCBOOOKIaBaHETO HA KPbB M KPBBHU CHCTABKH, KOraTro He
OTrOBapsT Ha M3UCKBaHMATA. KOMITIOThpHATA CHCTEMa MMa Bh3MOXKHOCT J[a CITUpa 0CBOOOXKIaBAaHETO HA
KPBbBHH ChCTABKH, MOJIYYEHHU OT KPBB Ha JTAPUTEINN, KOUTO Ca OTCTPAHEHHU.

4.2.8. Kputepuu 3a KOHTPOJ Ha WH(YOPMAIIMOHHUTE CHCTEMH

4.2.8.1. Codryep B KpUTHUHHU TOUKH HA MPOLIECUTE

4.2.8.1.1. CodryepbT M €IEKTPOHHUTE TAOJHMIM, KOWTO C€ HM3MOJ3BaT 3a HM3YMCIISIBaHE HA
pe3yaTar oT BbBEIEHH JJAHHH, Ca BaJHIUPAHU.



4.2.8.1.2. CobryepbT U €NEKTPOHHUTE TAOJIHIM, KOUTO C€ M3IIOJ3BAT 3a M3YMCIISIBAaHE Ha
pe3ynTaT OT BbBEACHH JaHHU, Ca 3alUTCHH CPEIIy MPOMHA OT HEYIIBJIHOMOIIEHO JIHIIE.

4.2.8.2. ®aktopu Ha paboTHATA cpejia, BIMsCIIN Ha MHPOPMAIIMOHHATA CHCTEMA

4.2.8.3. MecTomnonoXeHHEeTo Ha O0OpYABAHETO - HOCHUTEN Ha WH(POPMALMOHHATA CHCTEMa
(xapmyep, KOMIIOTPH, MOHHTOPH, CBPBBPH M JPYIH), € B CHOTBETCTBUE C H3UCKBAHHATA U
WHCTPYKIIMUTE 32 paboTa Ha MPOU3BOJUTEINS IO OTHOIIIEHUE HA TEMIeparypa U BiaxHocT. ChImuTe ca
MOAXOIAUIO 3alIMTEHU Cpelly HEeOTOpH3UpaH (PM3MYECKU JOCTHII, MOXkap, HaBOJAHEHME, CIIMpaHe Ha
elieKTpo3axpaHBaHe u Jpyru puckoe. CodryepsT (IpOrpaMHUTE MPOAYKTH) € 3allUTEH CPEILy
HEOTOPU3UPAH JOCTHIT (XaKepCTBO) OT JIMIICH3UPaHa 3alUTHA Mporpama (¢ Bb3MOXKHOCT Jia c€ OOHOBSIBA
ABTOMATHYHO CPEIIy HOBH 3aIUIaXxH) WK JAPYT MOIXOIII coPTyep.

4.2.8.4. Tlpomenute B codTyepa W KOH(pHTypammsTa Ha KOMIIOThpHaTa CHCTEMa ca
MPEIBAPUTEIIHO OJOOPCHH, KOHTPOJHMPAHU W BaIWIUpaHd. M3MCKBAT ce HAIMYHU 3aMUCU OT BCUYKHU
TE3U NEUHOCTH.

4.2.8.5. ApxuBupane Ha nannu (backup) u cbxpaHeHue Ha uH(pOpPMALUS - BHBEICHUTE
KPUTHUYHU JJAHHU C€ 3alKCBaT MEPUOJUYHO U aBTOMATUYHO HA yCTPOWCTBOTO Ha PabOTHOTO MSCTO Ha
cbpBbp. Hocutenurte Ha apxuBupana nHbopmarnus (IUCKoBe, (iall maMeT, IPEHOCHM TBBPI TUCK U
1p.) Ce W3MOJ3BAT U ChbXPAHABAT B CHOTBETCTBUE C MHCTPYKIIMUTE HA MPOM3BOJIMTEIIS B MOMEIICHUS C
KOHTPOJIMpaHa BIAKHOCT W Temrieparypa. Hocurtenure Ha apxuBHpaHata mH(GOpMamus ce mpeamna3Bat
OT ToXap, Kpaxba u Apyru puckoe. Hocurenute Ha apxuBupaHata uH(OpMalMs ce ChbXpaHsBaT
OTJICJTHO OT apXUBHUPAIIHUTE YCTpoicTBa (YCTPOMCTBOTO Ha pabOTHOTO MSCTO Ha ChPBBHPA), TaKa Ue Ja ce
KOHTPOJIMPAT U MUHUMH3UPAT PUCKOBETE U J1a C€ Ch3/a/1aT YCIOBUS 32 Bb3CTAHOBABAHE HA CHCTEMaTa B
paMKHTE Ha TMPHEMIIUB IEPUOJ OT BpEeMe NpH Bh3HWKHANA 3aryba Ha mHpopmamms. [Iporemypara 3a
Ch37laBaHe Ha PE3EPBHU KOIIUS C€ TECTBA MEPHOJUIHO.

4.2.8.6. [leiicTBus py U3BBHPEIHU CUTYAIUH, BOJICIIH IO CPUB B HHPOPMAIIMOHHATA CHCTEMA.

4.2.8.6.1. Bp3craHoBsiBaHE Ha CUCTeMara - Ch3JaBa Ce MpOIeAypa 3a BH3CTAHOBSIBAaHE Ha
CHUCTeMaTa B 3aBHCHMOCT OT KPUTHYHOCTTa Ha CHOTBETHATa 4acT OT cucremara. lIpomemypara 1o
BBH3CTAHOBSIBAHE CE TECTBA MEPUOAUYHO.

4.2.8.6.2. Koraro niporiecute Mo ocBOOOK1aBaHe OT KapaHTHHA Ha KPbB U KPHBHH CHhCTAaBKH Ca
BKJIIOUCHH B MH(OpMAIMOHHATA CHCTEMa, HAIMYHHU Ca alTePHATHBHU TPOLEAYpH (3alicH Ha XapTHCH
HOCHTEJN) 3a TE3H MPOIECH.

4.2.8.6.3. KoMmoThbpHHTE 3aMCH e OOHOBSBAT (JOMBJIBAT) 3aBJKUTEIIHO, KOTATO CHCTEMATa
CE BB3CTAHOBH.

4.3. KBanudukaius u BaIUIUpaHe

4.3.1. OCHOBHH NPUHIIUITH

4.3.1.1. CwopbxeHusaTa U 000pyABaHETO ce€ KBaIU(UIMpAT, Npead Ja ce H3IMO0I3Bar.
CucremMuTe, MPOIECUTE W W3CIICIBAHUATA CE BAIMIUPAT, KOSTO BKIIIOYBA JCHHOCTHUTE, CBBP3aHU C
KBaJIM(pUKAIHMATA U BATUAUPAHETO.

4.3.1.2. [lpuHnmnuTe Ha KBaTH(UKANKS U BATMIUPAHE Ca TMPUIOKHUMH 32 B3EMAaHETO Ha KPbB,
npepaboTKaTa, U3CIeBAHETO, PA3NPEACTICHIUETO U eKCIIEAUPAHETO Ha KPbBHH ChCTAaBKU. V31UcKkBaHe Ha
Ho6pata npaktuka e [{TX, OTX u JITX na u3BppmBar BaaugalimoHHa IEHHOCT, KOSTO € He0OXoamma
Ja JOKaKe KOHTPOJa Ha KAa4eCTBOTO MO OTHOIICHHE Ha KPUTHYHU TOYKH OT TSAXHATa KOHKpPETHA
neiHocT. ChINEeCTBEHUTE MPOMEHH I10 OTHOIICHWE Ha ITOMEIICHUATa, 00OpYyIBaHETO, KOMYHAITHUTE
yCIyTd M TPOIECUTe, KOUTO MOraT Ja TMOBIUSSAT BBPXY KauyeCTBOTO HAa KPBBHUTE CHCTaBKH, CE
KBaTUHUIHUpaT W/uian Bamuaupar. basupanusar Ha prcKa MMOJXO0] Ce M3IOJI3Ba 3a ONpe/IeissHe 00XBara U
CTETEeHTa Ha Te3U IPOMEHH.

4.3.1.3. [Ipwrara ce moaxoJ1 3a yIpaBJICHUE HA PHCKa, OCHOBABAIIl CE€ HA CHCTEMEH IPOIIEeC 3a
OILICHKa, KOHTPOI, ChOOIaBaHe W TMpeErjie] Ha PHCKOBETE 3a KAuyeCcTBO 4Ype3 >KU3HEHHS IUKBI Ha
KpbBHATa ChCTaBKa. KaTo wacT OT cucreMara 3a yrpaBiieHHE Ha pHUCKa PEIIeHUsATa 3a IeITa U 00XBara
Ha KBaTM(UKAIMATA U BaJUJAMPAHETO C€ OCHOBABaT HA OMNpaBlaHa U JOKYMEHTHpaHa MpeleHKa Ha



pHUCKa IO OTHOUIECHHE Ha ChbOPBKEHUATA, 000PYABAHETO, KOMYHATHUTE YCIYTH U IMPOLECUTE.

4.3.1.4. JlanHuTe, NOJKPEIIAIIA MPOYYBAHUATA BHPXY KBATU(GUKAIUATA U/ WA BaJTHIAPAHETO,
KOUTO Ca TIOJIYYCHH OT U3TOYHHUIIM M3BBH COOCTBEeHUTE cucTemu 3a kadecTtBo Ha L[TX, OTX u JITX, ce
W3MON3BAT MPHU YCJIOBUE, Y€ TO3HM MOJXOJl € ONpaBJaH M UMa TapaHius, 4€ € MUMajo KOHTPOJIH Tpe3
L[eJIHSI IPOLIEC HA PErUCTPUPAHE HA Te3U JaHHU.

4.3.2. Opranusupane ¥ IUIaHUPaHEe Ha BaJTUIUPAHETO

4.3.2.1. Bcuuku neiiHOCTH 10 KBaTM(DUKAIMS U BATHIUPAHE Ce TJIAHUPAT U CE B3eMaT IPEIBU/
KU3HEHUSAT IIUKBJI HA ChOPBKEHUATA, 000PYABAHETO, KOMYHATHUTE YCIYTH, IPOIECUTE U MTPOTYKTHUTE.

4.3.2.2. JletinocTuTe 1Mo KBadu(UKAIUsA W BaJUIUPAHE CE M3BBPIIBAT CaMO OT IOIXOAIIO0
o0OydeH TepcoHall, KOWUTO clieBa 0J00pEHU MPOIEAYPH U JOKJIA/Ba, KAKTO € OMPEILIICHO B CHUCTEMaTa
3a KauecTBO Ha TpaHC(Py3MOHHUS LUEHTHp. MMa moaxoasil kauyecTBeH HaI30p BbpXY LEJUs MPoliec Ha
BaJIIUPAHETO.

4.3.2.3. KnrouoBuTe eleMEHTH Ha IporpamaTa 3a KBaJu(UKAIUsS W BaJUIUpaHE ca SICHO
neUHUPAHU U TOKYMEHTHPAHU B OCHOBHUS TUIAH 32 BaJWIUPAHE WM CKBUBAJICHTHH JIOKYMEHTH.

4.3.2.4. OCHOBHUSAT IUJIaH 3a BaJWJWpaHe WM €KBUBAJICHTEH JOKYMEHT JedUHUpa cucreMaTa
3a KBaquGUKaI¥s/BaTUAMPaHe W BKJIIOYBA WM ChAbpXKa moj (opmara Ha cnpaBka nHboOpMAaIms 3a
CJIETHOTO!

4.3.2.4.1. nonuTHKa 3a KBaTU(PUKALUS U BaTHIAPAHE;

4.3.2.4.2. opranu3aloHHa CTPYKTYypa, BKIIOYBAIA POJIUTE U OTTOBOPHOCTUTE 3a JEHHOCTUTE
0 KBATH(HUKAIUS ¥ BATUIUPAHE;

4.3.2.4.3. 060011IeHrEe HAa CHOPBKEHUATA, 00OPYIBAHETO, CUCTEMHUTE U MPOLECUTE U TEXHHS
CTaTyC Ha KBATH(DHUKAIUS ¥ BATUINPAHE,

43244, KOHTpON Ha TPOMEHUTE M CHpPaBIHE C OTKJIOHCHUS TMPU KBATHUPHUKALUSI H
BaJIMIMpaHE;

4.3.2.4.5. Hacoku 3a pa3pabOTBaHE Ha KPUTEPUHU 32 0J00pEHUE;

4.3.2.4.6. mo3oBaBaHe Ha CHIIECTBYBAIIN JOKYMEHTH;

4.3.2.4.7. crpaterus 3a KBaTHUKAIMA U BaTUAUPAHE.

4.3.25. Tlpu romeMu W KOMIUIEKCHH MPOEKTH IUIAHUPAHETO TMPHUI00MBA OIBIHUTEIIHA
BXHOCT W TpUJIaraHeTo Ha OTJENHU IUIAHOBE 3a BajlHMAMpaHe MOXKe Ja JONpHUHEcCe 3a MOo-rojsMma
sscHoTa. OCHOBHUTE IIAHOBE 32 BAMAMPAHE Ca CBBP3aHU U TIPOCIICIIEMHU.

4.3.2.6. Ilpunara ce moaxoJ 3a yIpaBlieHHMEe Ha pHCKa 3a JEHHOCTUTE M0 KBalu(puKauus u
Bamaupane. ONEHKUTE HAa PUCKA CE TIOBTAPST, KOraTo TOBA C€ M3UCKBA. HauMHBT, IO KOWTO OICHKUTE
Ha pUCKa Ce€ M3MON3BaT 3a MOJKpena Ha JAeWHOCTHTE TO KBaTU(UKAMUSg W BaIUTUPAHE, € SICHO
JOKYMEHTHPAH.

4.3.2.7. B pabotara o kBanu(uKaIus 1 BaJuAUpaHe ce€ BKIIOYAT MOAXOIAIIN POBEPKH, 32 Ja
Ce rapaHTHpa IeJI0CTTa Ha BCHYKH ITOJTYICHH JaHHH.

4.3.3. JlokymMeHTaI¥sl, OCHOBEH IJIaH 32 BaJIUUPAHE

4.3.3.1. CTpUKTHOTO BOJICHE HA JOKYMEHTAIUS € BAKHO 32 MOJIbp)KaHE HA YIPABICHUETO HA
nH(popMaluATa 3a MPOAYKTa Mpe3 IeNus My KU3HEH IHKBJI. Chb3/1aBaT ce MPOTOKOIU 3a BaUIUpaHE,
KOUTO OIPEAeNAT KaK Ce M3BBPIIBA KBATH(PHUKAIUATA W BATUIUPAHETO, Ne(MUHUPAT CE KPUTHIHUTE
€Tamu B CUCTEMH, CBOMCTBA U MApaMETPHU U CBBP3AHHUTE C TSIX KPUTEPUU 32 TIPHEMAaHE.

4.3.3.2. Bcnuky JTOKYMEHTH, Ch3JIaJICHH 10 BpeMe Ha KBaTHM(UKANUATA W BATUIHPAHETO, CE
0J100psiBaT M paspeliaBar 3a U3MOI3BaHe OT MOIXOSI MePCOHAN, KaKTo € Ne(UHUpaHO B CUCTEMaTa 3a
Ka4ecTRBO.

4.3.3.3. JlokymeHTHTe 3a KBamH(UKAIMs MOrar aa ce KOMOMHMpar (KBaIM(pHUKALUS IO
WHCTAJMpaHe U ONEPaIlMOHHA KBATH(UKAIIKSA) TaM, KbJCTO € MOIXOISIIIO.

4.3.3.4. Bcuuku 3HaUUMH IPOMEHU B O0OpPEHHs TPOTOKOJ MO BPeME Ha M3IBIHEHUETO, KaTo
KPUTEPHH 32 NMIPUEMAHE M OIIEPAIlMOHHH ITapaMeTpH, ca JTOKyMEHTHPAHHM KaTO OTKJIIOHCHHE U ca HAydHO
000CHOBaHHU.



4.3.3.5. B3auMoaeicTBHeTO MEXAY JOKYMEHTUTE MPH KOMIUICKCHH BAMIUPAIIN TMPOCKTH €
SCHO Ne(PUHUPAHO.

4.3.3.6. KoraTo nmpoToKoJuTe MO BAIMAUPAHE U APYTH JTOKYMEHTH Ca MPEIOCTaBEHH OT TPeTa
CTpaHa, KOSTO MPEAOCTaBsl YCIAYrd MO BAIMIUPAHE, MOIXOSI TIEPCOHAN Ha TPaHC(HY3UOHHHS IICHTHP
MOTBBPK/IaBa, Y€ JOKYMEHTHUTE Ca TMOJIXOJSAIIM W OTrOBapAT HAa BBTPCIIHUTE MPOICAYPH IPEIu
onobpenuero uM. [IporokonuTe Ha mpoJaBada ce ChIPOBOXKIAT C JOMBIHATEIHA JOKYMEHTAIHS, KAaKTO
Y C IPOTOKOJIM OT U3CJICIBAaHUS B TPAaHC(PY3MOHHUS IIEHTHD, IIPEAH J1a ObJaT MMyCHATH B yIoTpeda.

4.3.3.7. Pesynrarure, KOUTO HE OTrOBAPAT HA MPEIBAPUTEIHO OMPEICIICHUTE KPUTECPUH 3a
IpueMaHe, ce 0TOEINA3BaT KaTo OTKJIOHEHHE U CE MPOYYBaT MOJPOOHO CHIIIACHO MECTHHUTE MPOIICIAYPH.
Benuku 3akimrodeHus 3a BaTMAUPAHETO C€ OOCHKIAT B TOKIA .

4.3.3.8. IlperneabT U 3aKIOYEHUATA OT BAIMIMPAHETO CE OMHMCBAT B JOKJIAJ U TIOJYYCHHUTE
pesynratu ce o0oOmaBaT cHOpsSMO KpPUTEpPUUTE 3a MpUeMaHe. BCHYKM TOCIeNBalld TPOMEHH B
KpUTEpUUTE 3a NpHEMaHe ce OOOCHOBaBaT HAaydYHO M CE€ IpaBU KpailHa Ipernopbka 3a H3Xoja OT
BaJIMIMPAHETO.

4.3.3.9. OdunuanHOTO AOMyCKaHe [0 CIEBAlIMs eTal B Mpoleca Ha KBalu(UKAUs |
BaTMIMPAHE CE pa3peliaBa OT CHOTBETHUS OTIFOBOPSH IIEPCOHAN KaTO 4acT OT OJ00peHHeTo Ha
MPOTOKONIA 32 BAJIMAUPAHE WIM KAaTo OTAeNeH o0000IIaBail JOKYMEHT. YCIOBHO OA0OpeHue 3a
MPEMUHABAHE KBM CJIeBAIlaTa CTHIKAa 1O KBAIM(UKAIMS C€ JaBa, KOTAaTO HSIKOW KPHUTEPHH 3a
onoOpeHre WM OTKJIOHEHHWS HE ca W3MBJIHEHH U ChUIECTBYBa JOKYMEHTHUpPaHa MpeleHKa, Ye HiIMma
3HAYUMO BB3JICHCTBUEC BBPXY Cle/BaaTa IEHHOCT.

4.3.4. KpanuukalMoHHH eTaru 3a 000pyABaHe, ChOPBKEHUS U CUCTEMHU

4.3.4.1. KsamupukanoHHUTE JAEHHOCTH OOXBAalaT BCHYKH €Tald OT IThbPBOHAYAIHOTO
pa3zpaboTBaHe Ha crneuuUKaMUTe 32 M3UCKBAHUATA Ha MOTpeOUTENs M0 KpaiiHata ymoTpeba Ha
000py/BaHETO, CHLOPBHKCHHUITA WM cucTteMaTa. OCHOBHUTE €Tald M HAKOW MpeIjlaraHd KPUTCPHUH,
3aBHCEIU OT YCJIOBUATA HAa BCEKH WHAMBHIYaJIeH IMPOEKT, KOUTO Ce€ BKJIIOYBAT BBB BCEKH €Tall, ca
MMOCOYCHH I10-JI0JTY.

4.3.4.2. Cnenudukanus 3a U3MCKBAHUITA HAa MOTpeOuTend: cneundukanusaTa 3a o0opyaBaHe,
ChOPBIKEHUS, KOMYHATHH YCIYTH HWJIU CUCTeMH ce JAcpuHHpa B crenuUKanus 3a M3UCKBAHUATA Ha
notpebutens u/wu GyHKIHoHaTHA crennukanys. OCHOBHUTE €JIeMEHTH 32 Ka4eCTBO ca MU3rPaJCHU B
TO3W CTaAWid W BCHYKH pHUCKOBe Ha JloOpata mpakTHKa ce CBEXJIAT JO MPHEMIIUBO HHUBO.
CrenundukanusTa 3a U3UCKBAHUATA Ha MOTPEOUTENS € OCHOBA 3a CIpaBKa 10 BpeMe Ha IIeNus Mpoliec Ha
BaJTMIMPaHE.

4.3.4.3. Kpanudukanus Ha MPOEKT - CJIEIBAIIUAT EIEMEHT OT BaJlHAUPAHETO HAa HOBH
CHOPBIKEHUS, CHCTEMH WU 000py/IBaHEe € KBaIM(HUKAIMATA Ha MPOCKT. ToBa BKIIIOYBA JEMOHCTPAIIHSI H
JOKyMEHTHPaHe Ha CHOTBETCTBHETO Ha mpoekTa ¢ JloOpara mpakTtuka (MPOSKTHT € MOIXOMASAIL 3a
npeaHa3HaueHneTo). V3uckBanusaTa B crenuduKanusaTa Ha MOTPEOUTEN S Ce MPOBEpsBAT 10 BpeMe Ha
KBaJIM(DUKAIHSITA HA TIPOEKTA.

4.3.4.4. N3cneaBaHus 3a IPUEMITUBOCT TIPH ITPOU3BOTUTEIIS

4.3.4.4.1. NzcnenBanus 3a MpUeMIMBOCT Ha MscTo: OO0pyABaHETO, KOETO BKIIOYBA HOBA WIIH
KOMIUICKCHA TEXHOJIOTHS, CEe OICHSBA, aKO € MPUJIOKHMO, NP MpojiaBadya Npeau aoctaBkara. [Ipemu
WHCTAJIUPAHETO ce MOTBBPKIaBa, Y€ 00OPYIBAHETO OTrOBaps Ha CHElU(UKAIMATA 32 U3UCKBAaHUATA Ha
notpebuTens/QyHKIMOHATHATA CreUHUKAIMsS TpH MpojaBada. I[IperieabT Ha JOKyMEHTAIUATa U
HSIKOW M3CIICJIBAHUS C€ M3BBPIIBAT MPH U3CJIECIBAHUATA 32 MPUEMIUBOCT NPU MPOU3BOAUTENS WM Ha
NOpyTH eTamnu, 0e3 Ja € HeoOXOAMMO TOBTApsSHE HAa MSCTO NMPH KBATH(PHUKAIUSA 0 WHCTAIAPAHE U
oTepariioHHa KBaTu(UKaIKs, aKo ce JoKaxe, 4ye (PyHKIIMOHAIIHOCTTA HE € 3acerHara oT TPaHCIOpTa U
WHCTaJIMpaHeTo. M3cneaBaHusaTa 3a IPUEMIIMBOCT TPH MPOW3BOJUTENS C€ JOIMBIBAT OT U3BBPIIBAHE Ha
W3CIeABAHMS 32 TIPUEMITMBOCT Ha MSICTO ClIe]] ToJdy4aBaHe Ha 000PYABAHETO.

4.3.4.5. Kpanudukanus 3a WHCTAIMpPaHe - KBATH(UKAIUATA 32 MHCTAIMPAHE Ce M3BBPIIBA 32
HOBU WJIH MOAH(PHUIMPAHU CHOPHKEHUS, CUCTeMH M oOopynBaHe. KBanudukanusra 3a WHCTaIHpaHe



BKJIIOUBA, HO HE CE OrpaHUYaBa caMo J10, CJIEIHOTO:

4.3.45.1. wuHCTanMpaHe Ha KOMIIOHEHTH, oOOOpyJBaHe, TpPBOOMPOBOIM, CEPBU3U U
MHCTPYMEHTH, KOUTO C€ IPOBEPSIBAT CHIVIACHO aKTyaTHH MHXKEHEPHU YEPTEXHU U crelupuKaluu;

4.3.45.2. npoBepka Ha MPABWIHOTO WHCTAIUPAHE CHIVIACHO MPEIBAPUTEIHO OIPEICICHH
KpUTEPUU;

4.3.4.5.3. crOupaHe U ChIOCTaBsSHE HA MHCTPYKUMUTE 3a paboTa Ha JOCTAaBUMKA M M3UCKBAHUS
3a MOJAJIPBIKKA;

4.3.4.5.4. w3uckBaHus 3a KaTMOpUpaHe;

4.3.4.5.5. nmpoBepka Ha CTPOUTEITHUTE MAaTEPHUAITH.

4.3.4.6. OnepanvoHHa KBalu(UKaMs - 3aBBPIIBAHETO HA yCIENIHA OIepalMOHHA
KBaJIM(UKalKs TO3BOJIsABa (PUHANU3MpaHe Ha KanuOpUpaHETo, MpOoLEaypu 3a paboTa U IMOYKUCTBAHE,
oOyueHHWe Ha ONEpaTopuTe H W3UCKBAHHUS 3a MNpoPUIAKTHYHA TOMApHKKa. OrnepanroHHaTa
kBaMuKalys cienBa KBalH(HUKalUsATa 3a HHCTaJIMpaHe, HO B 3aBUCHUMOCT OT CJIOKHOCTTa Ha
00Opy/IBaHETO TS CE€ W3BBPIIBA KATO KOMOWHUpPAHA HWHCTAJAIMOHHO-ONEPAMOHHA KBaI(DUKAIIHS.
OnepannonHara kBand(uKaius BKIOYBA, HO HE C€ OrpaHUyaBa camo J0, CIETHOTO:

4.3.4.6.1. u3cnenBaHus, KOUTO ca pa3paboTeHH Ha 0a3aTa Ha MO3HABAHETO HA IPOIECHTE,
cucteMuTe M OOOpYABaHETO, 3a Ja C€ TrapaHThpa, 4e cuctemara pabOTH, KaKTO € IpPOEKTHUPaHa;
W3CIICIBAHMATA BKIOYBAT YCIIOBUS WJIM TPYINU OT YCIOBHS, BKIIIOUMTEIIHO TOpHA W JIOJIHA pabOTHA
rpanuiia (MOHSIKOra CbOTHECEHO KbM YCIOBHUS B "Hal-JONIHs Clydai'™).

4.3.4.7. Kanmudukanuss 3a ePeKTUBHOCT - KBanu(puKanusara 3a €PEKTHBHOCT € OTIelTHa
JNEHHOCT, HO B HSKOM CIydyal MOXE Ja C€ M3IIBJIHSBA 3a€HO C OINEepallMoHHA KBATM(HUKAIUS WU
BauMpaHe Ha mporeca. Kpammdukanusara 3a €PEKTUBHOCT CIlIe[Ba YCIHEIIHOTO 3aBbpIIBAaHE Ha
KBaM(UKaIKs 32 WHCTAMpaHe W omepalnuoHHa kBanudukanus. Keamudukamusata 3a eheKTUBHOCT
BKJIFOYBA, HO 0€3 J]a ce orpaHnyaBa camo J0, CJICTHOTO:

43.4.7.1. wu3cnenaBaHus, KOWTO H3MOJ3BAaT IIPOM3BOJACTBEHH MaTEpUaId, pPa3peIICHH
3aMECTUTEIM WU CHUMYJIMpPAaHW KPHBHU CHCTaBKH, 3a KOHWTO € JIOKAa3aHO, Y€ Ca C PaBHOCTOWHO
MOBE/ICHWE TPU HOPMAIHU U Hal-Jomu pabOTHM yCIOBHs, KaTO YeCTOTaTa Ha B3eMaHE Ha MpoOu 3a
MOTBBPKICHUE HAa KOHTPOJIA Ha MpoIlieca ce 000CHOBABA,

4.3.4.7.2. nu3cneaBaHMsATa TOKpPUBAT pabOTHUS 00XBAT Ha Pa3TIEKIaHUs MPOIIEC, OCBEH aKo HE
CHIIIECTBYBA JOKYMEHTHPAHO JIOKA3aTEJICTBO Ha (pa3uTe Ha pa3BUTHE Ha IPOIleca, MOTBBPIXKIABAIIO
HAJIMYUETO Ha pabOTHHU OOXBATH.

4.3.5. TloBTOpHA KBaTHPHUKAIHS

4.3.5.1. OGopynBaHe, CbOPHKEHHUS U CUCTEMH C€ OLICHSBAT Ha MOAXOISAIIN UHTEPBAIIH, 3a JIa Ce
MOTBBPIH, Y€ Ca MO KOHTPOJI.

4.3.5.2. Korato e Heo0OXoAMMa MOBTOpHA KBaNIM(UKALUSA M T € M3BbpIIEHA B crenupuueH
Meproji OT Bpeme, W300phT Ha TEpHoja Ce MOTHBHUpPA, a KPUTCPUUTE 3a OIEHKA ce JePUHUpAT.
[TpoBepsiBa ce Bb3MOKHOCTTA OT HACTHIIBAHE HA MAJKU MTPOMEHHU C BPEMETO.

4.4. BanuaupaHe Ha IPOLECUTE

4.4.1. OO0 TOJIOKEHUS

4411 W3uckBaHWsTa W TPUHIUIUTE, TMOCOYCHH B TO3U pas3feN, ca MNPUIOKHMH 3a
MPOU3BOJICTBOTO, PpA3MpEACIiEHHeT0 U eKCIEeIUPAaHeTO Ha KPBbBHH CBHCTaBKU. Te oOxBamar
IBPBOHAYAITHOTO BAJTHIMPaHE HA HOBH IMPOIIECH, MTOCIIEABAIIO BaTHINPAHEe HA MOAU(PHUITUPAHN TTPOIIECH
WA TIPEXBBPJICHU HA HOBO MSCTO C IeJI MOJIbPKaHe cTaTyca Ha BaluaupaHe (IIPpoabbKaBalll Mporec
Ha BepuduImpane).

4.4.1.2. Jloka3Ba ce, ue MpOIECUTE Cca CTAOUIHU U TapaHTHPAT MOCTOSHHOTO KadecTBO Ha
KPBBHUTE CBCTAaBKH TIPEIM TAXHOTO pa3mpeielieHne W pyTHHHA KIWHUYHA yrnotpeba. [lpwm
HE0OXOIMMOCT IMPOLIECUTE Ce MOAJIaraT Ha MPOCMEKTHBHA MPOrpaMa 3a BaluaupaHe. PeTpoCeKTHBHOTO
BaJTMIMPAHE BeUe HE € MPUEMIIUB ITOIXOI.

4.4.1.3. BanunupaHeTo Ha HOBH KPBHBHH CHCTaBKU BKJIFOYBA BCHYKHU IMPEABHJICHU MPOIECH U



MecTa 3a Ipou3BOACTBO. HayueH n ocHOBaBal ce Ha pucKa BIMJAMOHEH MTOIX0]T MOXKE J1a € OIpaBaaH
3a HOBHM KpPBBHH CHCTaBKH, 0a3upall] ce Ha eKCTCH3MBHU MO3HAHUS 3 Mpolieca OT CTaaus Ha pa3paboTka
3a€/IHO C MPOABIDKABAII TTOAXOMASAI] CTATHCTHUECKH KOHTpPoJa Ha mponecute. [Iporpamara nokassa, de
M3BBPIIBAHOTO BAJHIUPAHE € MPEICTABUTEIIHO 32 YCIOBHUATA HA BCUUKH MPOLECH WM IPOIAYKTH.

44.14. 3a BanmuaupaHe Ha MpPOIECHUTE 3a IMOJy4aBaHE HA KPBBHH CBHCTAaBKH, KOUTO ca
MIPEHECEHU OT €THO TMOMENICHHE B JIPYro WM B PAaMKUTE Ha CHIIOTO MOMEUICHHE, OpOsT Ha KPHBHU
CHCTAaBKH, M3IMOJ3BAaHM 32 BAIMAMPAHE Ha MpOIeca, c€ HamalsBa Bb3 OCHOBA Ha CHILIECTBYBAILIUTE
MO3HAHUS 3a TPOLECa, BKIIOYUTETHO ChABPKAHHETO Ha MPEAIIECTBAIIOTO BaJHAMpaHE, KOETO € Ha
pasnoniokenne. ChIIMAT MOAXOM, aKO € ONPaBJaHO, C€ M3IIOJI3BA 332 CAKOBE C PA3IMYHU Pa3Mepu HIIH
obemu.

4.4.15. BanuaupaneTto Ha TPOLECHTE YCTAHOBSBA Al BCHYKH KAyeCTBEHHM IPHU3HAIM H
napaMeTpy Ha MPOLIECUTE, KOUTO C€ CUMTAT 32 BAXHM 3a TapaHTHUpPAaHE HA BAJTUJAIMOHHUS CTaTyC U
NPUEMIIMBO KauecTBO Ha KPBBHHUTE CBHCTaBKM, CE€ HOAIBpKAaT B XoJa Ha mporecute. Kpuruuen
Ka4yecTBEH TIOKa3aren € (U3WYHO, XUMHYHO, OWOJIOTMYHO MM MHUKPOOHOJIOTMYHO CBOWCTBO WM
XapaKTEPUCTHKA, KOUTO Ca B PaMKUTE Ha OJOOPEHM IpaHHIM, 00XBaT WM pasmpejelieHue, 3a Ja ce
OCUTYpHU KENAaHOTO KauyecTBO Ha ChCTaBKuTe. KpuTHueH mapameTsp Ha mpoleca € napamersp Ha
Ipoleca, YUATO MPOMEHINBOCT OKa3Ba BIMSHUE BHPXY KPUTHUCH KauyeCTBEH NMPHU3HAK U C€ MOHUTOPUPA
WA KOHTPOJIMPA, 32 JIa CE TapaHTHUpa, 4e MPOLECHT BOJIH JI0 JKEIaHOTO KauecTBO. OCHOBaTa, Ype3 KOSTO
napameTpuTe Ha MMpoIeca U Ka4eCTBEHUTE MPHU3HALM Ce ONPEACIIAT KaTO KPUTHYHH MM HEKPUTUYHH, €
SICHO JOKYMEHTHPaHa, B3€MalKH MPEIBUJ] PE3YATATUTE OT ICHHOCTHTE TI0 OLIEHKA Ha PHCKA.

4.4.1.6. ChopBKEHHUATA, CACTEMHUTE U 00OPYJIBAHETO, KOUTO C€ M3IMOJI3BaT, ca KBAIU(DULIIUPAHH
Npeay HM3MO0JI3BAaHETO UM, a aHAIMTHYHUTE METOIM Ha H3CIIeABaHE ca BamuaupaHu. ChHOPBKECHUSATA,
cucteMuTe, 00OpYABaHETO, KOMYHAIIHUTE YCIYT'M U HPOLECHTE Ce OICHSABAT IEPHOAMYHO, 33 Ja ce
rapanTupa, 4e padoTAT MPaBHITHO.

44.1.7. 3a BCMYKM KpPBBHM CBCTaBKM IO3HAHMATA 3a MpPOLECUTE OT NPOYYBAHUATA IPU
pa3paboTkaTa WK APYrd U3TOYHHIM Ca Ha Pa3MOJIOKEHHE HA TPAaHC(PY3MOHHHS IEHTHP, OCBEH aKo HE €
BBBEJICH PA3JIMUCH MOJX0/]], KOMNTO € OCHOBA 33 BAIMAAMOHHUTE JICHHOCTH.

4.4.1.8. Tlo BpeMe Ha BaTWJAUPAHETO HA TPOIECHTE pa3IMUYCH IEPCOHAI Ce BKIIOYBA B
MOJTy4aBaHETO Ha KPbBHHU ChCTaBKU. KpPBBHU CHCTaBKU C€ MOJYy4yaBaT caMO OT OOYy4eH IepcoHal B
cboTBeTCcTBUE ¢ JloOpara mpakTHka, W3IMoi3Baml ono0peHa JoKyMeHTanus. [lepcoHambT, CBBp3aH ¢
MIPOU3BOJICTBOTO, CE€ BKJIIOUBA B MOJyYaBaHETO Ha KPBbBHU CHCTABKH I10 BPeME Ha BAJIHMIMPAHETO, 3a A
ce yJIeCHH pa30UpaHeTo Ha IMPOLIECUTE.

4.4.1.9. JloctaBuniiuTe Ha KPUTUYHA MaTEepHaIN ca KBATU(UIMPAHU Mpean MOIy4aBaHETO Ha
KPBBHH CHCTAaBKHM TI0 BpEeME€ Ha BAIMMpaHE Ha TpoOLEcCHTe. B MpOTHMBEH ciydail ce JOKYMEHTHpa
000CHOBKa, Oa3upaHa Ha NPUHIUIIUTE HA yIIpaBJIEHUE HA PUCKA.

4.4.1.10. KoraTo KppBHUTE CHCTaBKH, MTOJy4YCHH B IpoOIleca HA BaJMIMUpPaHE, C€ OCBOOOXKIaBaT
3a KJIIMHUYHA ynotpeba, ToBa € OMNpeAeeHO MpPeABAPUTENTHO. Y CIOBUATA, IPU KOUTO T€ ca MOJIyYeHH,
OTroBapsT Ha M3WCKBaHWATA Ha JloOpaTa MpakTHKa ¢ KPUTEPHH 3a MPUEMaHE MPHU BaTHIUPAHETO U C
KPUTEPUHTE 32 HETIPEKbCHATO BepUULIMpaHe Ha BCEKHU MPOLIEC.

4.4.2. TlapanemHo BauIupaHe

4.4.2.1. B u3KIIOUUTENHN CIy4Yad U ONpPaBJaHM HAa OCHOBaTa Ha 3HA4YKMMa I10J13a 3a MAIMeHTa,
KBJECTO MMa BHCOKO CHOTHOIIIEHHE TI0J3a - PUCK 3a IMAaIlMeHTa, U ChC CHCTEMEH KOHTPOJ Ha BCSKa
KpPbBHA ChCTaBKa 32 ChOTBETCTBHE C PETYJIATOPHUTE U3HCKBAHUS MOXKE Ja C€ U3IIBJIHABA IPOTOKOIBT 3a
napajerHo BAIAINpPAHE C PAa3MpEIeIICHUETO Ha SMHAIINTE, MTOTYICH! TT0 BpeMe Ha BAJTMIUPAHETO, KaTo
HE ce JOBBpIIBA Iporpamara 3a BaJlMJUpaHEe Ipeaud PYTUHHOTO NPOU3BOJACTBO. PerieHuero 3a
MPOBEXKIAHE Ha TMapajellHO0 BaWAMpPAHE Ce JOKYMEHTHPa B OCHOBHHUS IUIAaH 3a BaJTWAWPAaHE 3a
MIPO3PAYyHOCT U € 0JJOOPEHO OT OTOPU3UPAH MIEPCOHAIL.

4.4.2.2. KpeTo e mpueT MOoAXo[ 3a MapalielHO BATMANPAHE, ca HAJWYHHU JTOCTATHYHO JaHHH,
KOHUTO J1a MOJKPEIAT 3aKI0YEHUETO, Y€ BCIKa KPbBHA ChCTaBKa OTTOBapsl HA OIPEJEIIEHUTEe KPUTEPHU



3a mpueMase. Pe3yntaTute M 3aKiIOYEHHETO O(UIIMATHO Ce JOKYMEHTHpPAT U JlaBaT Ha OTTOBOPHOTO
JIMIIE TP OCBOOOXKAaBaHe 3a KIMHUYHO MPHIIOKEHHE.

4.4.3. TIpoCeKTUBHO BaIMIUPAHE

W3nom3Baiiku TO3M TOJAXOJ, OIpenesieH Opoil KPbBHM CBCTaBKM C€ TMOJy4aBaT IIpU
MPeIJIOKEHUTE HOBU YCJIOBUA. BposAT Ha M3BBPIICHUTE MPOM3BOACTBEHU IPOIECH, OpOST HA B3ETUTE
npodu u OposT Ha HAaNpaBeHUTE HAOIIOEHHUS Ce€ OCHOBABAT HA MPUHIUIIUTE 32 YIPABJICHUE HA PUCKA U
ca JIOCTaTh4YHM 32 yCTAaHOBSIBaHE Ha 00XBaTa Ha BapUaIlMUTE U TEHJCHIIMUTE U AaBaT JOCTATHYHO JaHHU
3a oreHka. Bceku TpaHc(y3MOHEH LEHTBHP ONpeAeiss M apryMeHThpa Opos Ha KPBBHH CBHCTAaBKH,
HEoOXOMMHU 3a YAOCTOBEpsSBAaHE Ha TOBA, Y€ MPOLECHT € B CHCTOSHUE IOCTOSHHO Jla BOIU [0
Ka4eCTBEHU KPBBHU ChCTABKH.

4.4.3.1. IlonyyaBaHeTo Ha KpPBBHHM CHCTAaBKM IO BpeMe Ha (ha3aTa Ha BaJUAMPAHE OTpa3sBa
Opos, IpeAHa3Ha4YeH 3a MOJIy4YaBaHe PU PYTUHHU NIPOU3BOICTBEHHU YCIOBHSI.

4.4.3.2. VI3roTBs ce MPOTOKOJ 3a BaJIMJIMPAHE HA IMPOLIECUTE, KOHUTO Oompesess KPUTUYHHUTE
mapaMeTpyd Ha Ipoleca, KPUTHUYHUTE KAUYEeCTBEHHM IIOKA3aTeld U CBBP3aHUTE C TIX KPUTEPUHU 3a
npreMaHe, KOUTO Ce OCHOBaBaT Ha JaHHHUTE OT (hazaTa Ha pa3BUTHE WU JTOKYMEHTUPAHO MO3HaHHE Ha
nporeca.

4.4.3.3. [IporokonuTe 3a BaluIMpaHe Ha MPOLECUTE BKIIOYBAT, HO 0€3 J]a ce OrpaHryaBaT camo
710, CIIETHOTO:

4.4.3.3.1. KkpaTKO OIKMCAHKE HA MPOIlECa,

4.4.3.3.2. pyHKUIMHU ¥ OTTOBOPHOCTH,;

4.4.3.3.3. 0600111eH1e Ha KPUTHUHUTE KAUECTBEHU MTOKA3aTe M, KOUTO I CE MIPOyYBaT;

4.4.3.3.4. 00001eHNe Ha KPUTHYHUTE MTapaMeTpy Ha MPOoIeca U CBbP3aHUTE C TAX TPAHUIIY,

4.4.3.3.5. 00600mmeHre Ha Apyrd (HEKPUTHYHH) MPHU3HAIM W TapaMeTpH, KOUTO Iie Obaar
NPOYYBAaHH WJIM MOHHTOPHPAHH IO BpEMe, BAIUAALMOHHUTE JACHHOCTH W MPUYMHHUTE 33 TAXHOTO
BKJIIOUBAHE;

4.4.3.3.6. cnuchk Ha 000OpPYIBaHETO, CHOPBHKEHHUATA, MEPCOHANA, KOWTO IIE CE H3IOI3BAT
(obopyaBane 3a W3MepBaHe, HaOJIOJCHUE, 3aIMCBAHE), 3a€HO ChC CHhCTOSHUETO HAa KaIMOpHpaHe Ha
000pYy/IBAHETO U CHOPBHKEHUSITA;

4.4.3.3.7. cniChK HAa AHATUTUYHUTE METOJIU U BAIUUPAHE HA METOIUTE;

4.4.3.3.8. mpemioKeHUTE B TIpOIleca MEXJIWHHH KOHTPOJIM C KPUTEPUU 3a TpUEMaHe Ha
pe3yaTaTuTe U NPUYMHUTE 3a 0100 Ha BCSIKA MEXAWHHA KOHTPOJIA,

4.4.3.3.9. TOBIHUTEITHN U3CTICIBaHMS, KOUTO e CE€ U3BBPIIBAT, C KPUTCPUUTE 32 TIPUEMaHEe,

4.4.3.3.10. maH 3a B3eMaHe Ha MpoOu ¥ MPUYUHATA 32 HETO;

4.4.3.3.11. meToam 3a JOKYMEHTHPAHE U OIICHKA Ha PE3yJITaTUTE,;

4.4.3.3.12. mponenypa 3a 0cBOOOXKAaBaHE U CepTU(DUIIMPAHE HA €AUHUIIUTE, aKO € MPHII0KUMO;

4.4.3.3.13. 3axitoueHue.

4.4.4. TlocTostHHO Bepu(UIMpaHe Ha MPOLIECUTE U MOAIbPKaHE Ha BAJIMIUPAHOTO ChCTOSHUE

4441, TlocrosHHOTO BepuuIMpaHe HA TNPOLECUTE MPEAOCTaBs JOKYMEHTHPaHU
JI0Ka3aTeJICTBA, KaTO C€ M3MO0J3Ba CTAaTHUCTUUECKHM KOHTPOJ Ha MPOLECUTE, Y€ CBIIUTE OCTaBaT B
KOHTPOJIIMPAHO CHCTOSIHHE TI0 BpeMe Ha PEIOBHOTO POU3BOJICTRBO.

4.4.4.2. Bcuyky KpUTHYHH MIPOLIECH Ca TIOCTOSHHO MOHUTOPHPAHM U MEPUOJUYHO OICHSBAHHU,
3a J1a ce MOTBBP/H, Ye Te ca BanuaHu. KoraTo He ca HalpaBeHW 3HAYUMH MPOMEHH BHB BATUIHUPAHOTO
CbCTOSIHUE, TIPeTJIe]] C JI0KA3aTeJICTBO, Y€ MPOLEChT OTroBaps Ha MPeIMUCAHUTE U3UCKBAHUSA, MOXE J1a
ce IpreMe 3a MPUEMITUB BMECTO ITBJIHO PEBATUANPAHE.

4.4.4.3. Tpanchy3MOHHHUTE IIEHTPOBE MOHUTOPUPAT KAaue€CTBOTO HAa KPBBHUTE CHCTABKH Ype3
CTaTUCTHUYECKH KOHTPOJ Ha IMPOIECHTE, 3a Ja Ce rapaHTHpa, 4e Ce MOAIbpPKA ChCTOSHUE Ha KOHTPOI
npe3 LeiHs JKU3HEH IMKBJ Ha KPBBHUTE CBCTABKM C IPEIEHKa HAa CHOTBETHUTE TEHJCHIMU B
MIPOIIECHTE.

4.4.4.4. O6XBaThT M YeCcTOTATa HA MMOCTOSIHHOTO BepU(HIMPaHE Ha MPOLIECUTE Ce MpPEryiexkIaT



MEepUOANYHO. BB BCEKM MOMEHT Ha JKU3HEHMs LIMKBJ Ha MPOJYKTa C€ MPOMEHAT M3UCKBAHUATA, KaTO
ce B3eMe MPEIBH/I HACTOSIIOTO HUBO Ha pa3dupaHe Ha Mpoleca U U3IbJIHEHUE Ha Ipolieca.

4445, TlocTosHHOTO BepudUIMpaHE Ha TMPOIECUTE C€ IMPOBEXKAA CBIVIACHO OJI00pEH
MPOTOKOJI WM E€KBHBAJCHTHU JOKYMEHTH M C€ M3TOTBSI CHOTBETEH JOKJIAJ, 3a J1a Ce JOKYMEHTHpAT
MOJIyueHUTe pe3yaTatu. M3mona3Bar ce CTaTHUCTHYECKHM CpEICTBA, 3a Jla C€ MOAKPEHSAT BCHUYKHU
3aKJIIOYCHUsI TI0 OTHOUICHWE Ha MPOMEHJIMBOCTTa M BBH3MOKHOCTUTE Ha JajJeH IpoLec, W Ja ce
rapaHTUpa CbCTOSHUETO Ha KOHTPOJI.

4.4.4.6. OcHOBHUTE JIEHHOCTH 32 MOAIbPIKAHE HA BATMIUPAHO ChCTOSHHUE BKIIIOUBAT:

4.4.4.6.1. kanuOpupaHe ¥ MOHUTOPHHT;

4.4.4.6.2. npodunakTHUHA MOAIPHKKA,

4.4.4.6.3. oOyuyeHHue U KOMIIETCHTHOCT;

4.4.4.6.4. pexBanudukanys Ha TOCTABYHIINTE,

4.4.4.6.5. mepuoanyieH nperie,

4.4.4.6.6. MOHUTOPUHT HA U3IIBIHCHHUETO;

4.4.4.6.7. u3TETNSTHE HA CUCTEMH.

4.4.4.7. IlonabpkaHeTO Ha BaJUAMPAHOTO CHCTOSHHWE HA KPBBHUTE CHCTaBKU CE OIMCBAa B
JOKYMEHTAIMATa 32 KaueCTBOTO Ha NMpoAyKTa. [locTeneHHUTE MPOMEHHU C BPEMETO C€ Pa3TIeKIaT U ce
OLICHSIBA HEOOXOAMMOCTTA OT JIOIIBJIHUTEIIHY JICHCTBHsI (B3eMaHe Ha MOBeUe Mpoou).

4.4.4.8. OnepatuBeH KOHTPOJ Ha MPOMEHHUTE, KOHTPOJ Ha JIOKYMEHTUTE M MPOIEeAypuTe Ha
Ka4eCTBEHUS KOHTPOJI JOMPUHACST 3a MOJIbPKaHe Ha BAIMAUPAHOTO CHCTOSTHHE.

4.5. Banuaupane Ha METOIU 32 U3CJIE/IBaHE

45.1. Bcuuky aHATUTHYHU METOIM 32 W3CIIEABAHE, HW3IMOJI3BAHM TPH KBATU(PUKAIMSI U
BaJIMIUpaHE, c€ BATUIMPAT B MOAXOASIIN KaYEeCTBEHH U KOJIMYECTBEHH IPaHUIIM ChraacHo T. 11.2.

4.5.2. Kpaero ce u3BbpIIBa MUKPOOHOIOTHYHO H3CIICABAHE HA KPHBHHU CHCTABKH, METOIBT CE€
BAIMAMPA, 34 Ja C€ MOTBBPIHM, Y€ MPOAYKTHT WJIM OCTATHIM OT HEro (aHTHOMOTHIM) HE MpeYar Ha
M3CJIEIBAHETO M HE BIIMSAT 32 IOKa3BAaHETO HA MUKPOOPTaHU3MHU.

4.5.3. KpaeTo ce u3BbBpIIBAa MHUKPOOHMOJIOTUYHO H3CIEABAaHE HA MOBBPXHOCTH, C€ U3BBHPIIBA
BaIMIUpaHe Ha TECT METO/a, 3a Ja ce MOTBBPIH, Ue JAC3MH(EKTaHTHTE HE BIMSAT 3a OKa3BAaHETO Ha
MHUKPOOPTaHU3MH.

4.6. KonTpos Ha mpoMeHHTE

4.6.1. Tlpouemypute 3a KOHTPOJ Ha MPOMEHUTE TapaHTHpAT, Y€ Ca Ch3JaJACHHU JOCTAThYHO
MOJIKPETISIM JTaHHH, 32 J1a Ce JOKaXe, 4e aKTyalM3UpaHUTE IMPOIECH BOMAT O KPBBHU CHCTABKH C
KEIaHOTO KauyecTBO, KOETO € B ChOTBETCTBUE C o/00peHHUTe crneunpukanuu. [loakpensdumre TaHHU
(komHs OT TOKYMEHTH) C€ MPErJIeKaT, 3a Ja ce MOTBBPIM, Ue BIUSHHETO Ha MPOMSHATA € JI0OKa3aHa
Ipey OKOHYATEITHOTO 0J100peHue.

4.6.2. BpBexKaaT ce MICMEHU NPOIETyPH, ONICBAIIH IEHCTBHUATA, KOUTO Ca MPEIIPUETH, aKo €
MpeIoKeHa MIaHUupaHa MPOoMsHA 3a U3XOJIEH MaTepual, cnenudukaiys Ha KpbBHA ChCTaBKa, MPOIIEC,
obopynBaHe, okoiHa cpena (MM 00EKT), METOJ] Ha TPOM3BOJCTBO WMJIM HM3CJICIBAHE WMJIM BCSKa Jpyra
MPOMSIHA, KOSITO MOXe Jla TIOBJIMsAE Ha OE30MacHOCTTa Ha JOHOPHUTE, Ka4eCTBOTO Ha KpPbhbBHATA ChCTABKa
WJIA BB3MPOU3BOIMMOCTTA Ha TpoIIeca.

4.6.3. [IpomeHuTe ca pa3pelieHu U 0JOOPEHH OT OTTOBOPHUTE JTUIA WM ChOTBETHHUS ITEPCOHAT
Ha (YHKIIMOHAJICH PUHIIHII B ChOTBETCTBUE ChC CHCTEMATa 3a Ka4eCTBO Ha TpaHC(Y3MOHHUS IICHTBP.

4.6.4. V3non3Ba ce ympaBJICHHETO Ha PUCKA 3a OLIEHKA Ha IJIaHUPAHWUTE MPOMEHH, 3a Jia Ce
OTIpeNieNd TOTCHIIMAIHOTO BB3JCHCTBHE BBHPXY KAUeCTBOTO Ha KPHBHUTE CHCTaBKH, CHUCTEMaTa 3a
KauecTBO Ha TPaHCHY3UOHHUS IEHTHDP, IOKYMEHTAllMATa, BaJUAUPAHETO, PETyIaTOPHUS CTaTyc,
KaTuOpHpaHeTo, MOAIPHKKATA U BCIKA Ipyra CHCTEMA, 3a JIa C€ MPEJOTBPATAT HEeXKEJaHH TTOCIICACTBUS
M Jla ce IUIAaHUpaT BCHYKH HEOOXOAUMH BalHIWPAHHUS HaA TMPOLECUTE, BepUPHUKAIUS WU
pekBamuuKanus.

4.6.5. Cnex mnpuiaraHe Ha TMpOMsHATA, aKO € TOJXOJAIIO, CE€ TMpaBd MpPEleHKa Ha



e(eKTUBHOCTTA Ha MPOMSHATA, 3a Jla Ce MOTBBP/IH, Y€ MPOMSHATA € YCIIeIIHA.

4.6.6. Haxon mpomMeHH M3UCKBAT HOTH(HMIMpAHE WM MPOMSIHA Ha JUIEH3a OT HAIMOHAJICH
pEryJaTopeH opra.

4.7. Kontpos Ha 000py/BaHEe U MaTepran

4.7.1. OOy IpUHITUITN

4.7.1.1. HanuuHu ca MOKYMEHTHUPAHHU CUCTEMH W TIPOIEAYPH 3a 3aKyllyBaHE Ha 00OpyABaHE U
Matepuaiu. B Tax ce onpenenar cnenuduyHUTE U3UCKBAHUS 3a Ch3/1aBaHE U MpeErJie]] Ha JOTOBOPH 3a
J0CTaBKa Ha 000py/BaHe, KAKTO M HAa MAaTEPUAIIH.

4.7.1.2. [IpouiechT 1Mo Bh3JIaraHe BKIIIOYBA!

4.7.1.2.1. mpoBepKH Mpenu BB3JIaraHeTo Ha JOTOBOpPA, 3a J1a C€ TapaHTUpa, Y€ JOCTABUHMIIUTE
OTrOBapAT Ha HYX/IUTE HAa OPraHU3aLIUATA,;

4.7.1.2.2. chOTBETHUTE MPOBEPKH Ha IMOJyYCHUTE CTOKH, 3a Ja C€ MOTBBPIH, Ye OTTOBAPSAT HA
cnenudukanuure;

4.7.1.2.3. U3UCKBAHETO MPOU3BOIUTEIIUTE J]a IPEIOCTABAT CEPTHPHUKAT 32 aHATTN3 Ha KPUTHICH
MaTepua,

4.7.1.2.4. mpoBepKkH, 3a J1a C€ TapaHTUPA, Y€ CTOKUTE, KOUTO CE€ M3IMOJ3BaT, MPOIBIDKABAT Ja
OTrOBapsAT Ha crieuuduKaunTe;

4.7.1.2.5. peoBeH KOHTAKT C JIOCTABYMIIUTE, 32 J1a CIIOMOTHE 3a pa30MPaHETO W pa3peIIaBaHeTo
Ha npo0Jemu;,

4.7.1.2.6. u3BBHpIIBaHE HA PEAOBHU OJIUTH.

4.7.1.3. Ouenka Ha eeKTUBHOCTTA Ha 00OPYABAHETO CE MPABU B CICAHUTE CUTYAILIUU:

4.7.1.3.1. npu BBEXKAaHE B KCILIOATAIHMSI HA HOBO 00OpY/IBaHEe, KOSTO BKIIFOUBA IMPOCKTHPAHE,
WHCTaJIUpaHe, eKcIioaTtanus U eeKTUBHOCT, KAKTO U IIbJIHU JIaHHU 32 BaJUAUPaHE OT MPOU3BOAUTEIS,

4.7.1.3.2. cnen BCAKO MPEMECTBAHE, PEMOHTH HJIM KOPEKIIMH, KOUTO € BE3MOXKHO Ja TIPOMEHSIT
(GYHKIIMOHUPAHETO HA 00OPYIBAHETO;

4.7.1.3.3. npu BB3HUKBAHE Ha ChMHCHHE, Y€ 000pYyABaHETO HE (YHKITMOHUPA ITPABUITHO.

4.7.1.4. CrobpassiBa ce Ka4yecTBOTO, 0€30MaCHOCTTa M €()UKACHOCTTA HA KPBbBHUTE ChCTaBKH,
MIPOM3BE/ICHN TIPEIM OTKPUBAHETO HA TPEITHUTE HACTPONKH HA 000PYIBAHETO.

4.7.2. KanubpupaHe 1 MOHUTOPHHT Ha 000py/IBaHe

4.7.2.1. Cw3maBa ce MEXaHHW3bM, KOWTO Jla TapaHTHpa aJCKBATHOCTTA HA TPOTPaMUTE 3a
KamuOpupaHe W MOHUTOPHHI, KaKTO M Y€ KMMa KBaTH(HUIMpPaH TMEPCOHAN 3a TAXHOTO MpUIIaraHe.
W3non3Ba ce 1uiaH 3a KamOpupaHe ¥ MOHUTOPHHT, 3a Ja Ce ONPEAeIIT N3UCKBAHUATA 32 Ch3/aBaHE H
MpUJiaraHe Ha mporpama 3a KaauOpupane, KOsTO BKIII0OUBA YECTOTaTa HA MOHUTOPUHTA.

4.7.2.2. OuepraBaHeTO HA TCHJCHIMUTE W AHAIM3WTE HA PE3YJITATUTE OT KaluOpupaHe |
MOHHUTOPHHT Ca HEeMpeKbCHAT mpoliec. HTepBannTe HA KaauOpUpaHe U MOHHUTOPHHT CE€ OINpeNessaT 3a
BCEKH BHJ 00OOpyIBaHe, 3a Ja CE€ TMOCTHTHE M TMOIbpKa KETAaHOTO HUBO HA TOYHOCT M KadecTBO.
[Ipouenypara mo kanubpupaHe WU MOHHMTOPHUHI CE€ OCHOBaBa Ha MPHU3HAT MEXKIYHApOJEH CTaHIapT.
CrarychT Ha KanuOpupaHe Ha Is710TO 000py/IBaHe, KOETO M3UCKBA KAIIMOPUPAHE, € HAJTUYCH.

4.7.2.3. 3a na ce ocurypu noaxojsiiaTa epeKTUBHOCT Ha JaJieHa CUCTeMa WM 000pyABaHe, ce
pa3paboTBa W TpWjara IUiaH 3a MOHUTOPHWHT. B ImaHa ce B3ema I10jJ BHHMaHWE KPHUTHUYHOCTTA Ha
cucremara wWid OOOpyABaHETO M C€ oOuepTaBaT MEXaHM3MH 32 MOHUTOPUHT, H3BECTSABaHE Ha
norpedbuTtenu W paspemaBaHe Ha mnpoOinemu. Ilpm HeoOuyailHO cHOUTHE TNEPCOHANBT CliEABa
CTaHJIapTHATa OllepaTHBHA MPOIEAYpa, OMKCaHa B IJIaHA 32 MOHUTOpPWHT. CTaHAapTHaATa OmepaTHBHA
mpoIlelypa BKJIIOYBA YBEJIOMSIBAHE Ha 3aCETHATHUS MEPCOHAN M €BEHTYAITHO 3all0YBaHE Ha JICHCTBHS 1O
pazpeliaBaHe Ha mpoOJieMa W OIIEHKa Ha PUCKAa Ha 3aCETHATHTE KPHBHU CHCTaBKU. B 3aBHCHMOCT OT
CEpHO3HOCTTA Ha MpOOJieMa M KPUTUYHOCTTA HA CHCTEMara MM O0OOPYABAHETO CE BBHBEXK/A PE3EPBEH
TUIaH, 3a J]a ce 3ama3u (yHKIIMOHUPAHETO Ha Mpolleca Wi CUCTeMaTa.

4.7.2.4. B nonbJIHEHWE KbM H3CIEABAHETO, KOCTO OICHSIBA IPHUTOJHOCTTa HA BBHBEICHHUTE
MPOMEHH, Ce TMPOBEXK/Ia BaUANpaHEe Ha IsIaTa CUCTEMa, 3a Ja Ce JIOKaXKe, 4e YacTUTe OT CHCTEeMara,



KOWUTO HE y4acTBaT B MPOMSHATA, HE Ca TIOBJIMSIHU HEOJIArOMpUsTHO.

4.7.2.5. TlporpamaTa 3a oOyueHHE ce MPEOLCHsABA 3a BCSKAa KPUTHYHA MPOMSHA B OKOJHATA
cpema, obopyaBaHeTo WM Tporecute. IIporokonure oT o0OydeHwe (IUTAHOBE M IPOTOKOJIH 3a
CBbCTOSIHUETO Ha OOYYEHHETO) rapaHTHpar, Y€ HYXKIUTe OT OOyueHHE ca ONpEICICHH, IUIAHUPAHH,
OCBIIECTBEHH M JIOKYMEHTHPAHHU IO M3UCKYyeMHsS HA4YWH 3a MOJAbpKaHE HA BATMIAUPAHU CUCTEMH H
obopyBaHe.

4.7.2.6. CnocoOHOCTTa Ha JOCTAaBYMKA J1a IMOJIbpXKa CBOUTE JCHHOCTH, CBBpP3aHU C JaJICHA
CUCTEeMa WU 00OpYIBaHe, Ce OLICHSBA MIOBTOPHO HA PETYIISIPHA OCHOBA, 32 JIa CE MPEABUIST CT1ab0CTUTE
B YCIYIHTe WM 3a YIPaBJICHUE HA IPOMEHUTE B CHCTeMaTa, OOOpYABAaHETO WJIM JOCTAaBYMKA.
[leprogudHOCTTa M ACTAWINTE HA MpOIEca MO MOBTOPHO OIICHSBAHE 3aBUCAT OT HUBOTO HA PUCKA OT
M3MO0JI3BaHE HA CUCTEMATa WIIM 00OPYABAHETO M C€ IJIAaHUPAT 32 BCEKU JOCTABUHK.

4.7.2.7. Cp3gaBa ce mpolec HAa MEPUOJUYHO MpepasriiekIaHe, 3a Ja Ce TapaHTHpa, dUe
JIOKYMEHTAIUATA 32 CUCTeMaTa Wik 000pYJIBaHETO € IIbJIHA, aKTyallHa U TouHa. Ch3/1aBa ce M JOKIIa 3a
mporeca Ha mpepasriexaaHe. KoraTto ce ycTaHOBSAT OTKIOHCHHsI WM TPOOJIEMHU, C€ OMPEeIeIisT,
IJIAaHUPAT ¥ MPUOPUTETHO CE U3ITHJIHSABAT JICHCTBUS.

5. JoxymenTarus

5.1. O0mwM MpUHIKTIHA

5.1.1. lobpe m3rorBeHara JOKyMEHTAalUsl IMPEACTaBIsABA CHILECTBEHA YacT OT CHUCTEMara 3a
Ka4yeCcTBO M € OT ChINECTBEHO 3HAYCHHME 3a paboTaTa B CHOTBETCTBHME C M3UCKBaHHMATa Ha JloOpata
MpaKTUKa. Pa3muyHUTE BUOBE M3MOJI3BAHH IOKYMEHTH U CPEJICTBA Ca U3IISJIO OMPEIICIICHH B CHCTEMaTa
3a yrnpaBlieHHE Ha KaueCTBOTO Ha OPraHU3alUATA.

5.1.2. JlokymMeHTanmsITa CBHIIECTBYBA B pasIuYHH (OPMHU. HA XapPTHCH, CJICKTPOHEH WIH
dotorpadcku Hocuten. OCHOBHATa IIeNl HAa W3MOJI3BaHATa CHUCTEMa Ha JIOKyMEHTAallUs € Ch3JaBaHe,
KOHTPOJI, MOHUTOPUHT ¥ 3allMCBAaHEC HA BCUYKHU JCHHOCTH, KOUTO TPSKO WM KOCBEHO BB3JICHCTBAT
BbPXY BCHYKH acClEeKTH Ha KaueCTBOTO M OE30MAaCHOCTTa Ha KPBbBTA M KPHBHHUTE CHCTABKH, KaKTO U
BCUYKM TOJYYCHH JICKQpCTBEHUW mNpoaykTH. CmcreMara 3a yhpaBiIeHHE Ha KadeCTBOTO BKIIIOYBA
HeoOxonuMaTa UH(pOpMaIMs 3a UHCTPYKTaX, 3a Jla C€ YJIeCHU OOIIOTO pa3dupaHe Ha MU3UCKBAHUSATA, B
JOITBTHCHHE KBM OCHUTYPSIBAaHETO Ha aJICKBATHO 3allMCBAHE HA PA3IMYHUTE TPOIECH M OICHKA Ha
BCUYKHU HAOIIOJIEHUS, 32 J1a MOXKE J1a Ce IOKaXKe MPOABHKABAIIOTO IpUIaraHe Ha N3MCKBAHUATA.

5.1.3. ima nBa OCHOBHHW BHJA JOKYMEHTAIIWs, W3IMOJ3BaHA 3a YIPABJICHHUE W 3alFICBAaHEC HA
ChOTBETCTBHETO ¢ JloOpara mpakTHKa: MHCTPYKIWHU (yKa3aHWs, M3MCKBAaHHs) W IMPOTOKOJIN/TOKIAIH.
[Tputarar ce MOIXOIAIIM MPAKTUKK 1O OTHOIICHHWE HA BUJA HA JOKYMEHTAa. BBBEXKIAT ce MOIXOISIN
KOHTpPOJIH, 3a Ja C€ TapaHTHpa TOYHOCTTA, LIEJI0CTTA, HATUYHOCTTA U YETIUBOCTTAa HAa JIOKYMEHTHTE.
JIOKyMEHTUTE ¢ MHCTPYKIIUM ca HAJIMYHW B MUCMEeHa (JOpMa M ca MPOBEPECHH 3a TPEIIKU. TEepMHHBT
"mucMeH" oO3HAYaBa 3allMCaHO WM JOKYMEHTHPAHO B CPEACTBO, OT KOETO JaHHUTE MOrarT Ja ce
MPEIOCTABST B YeTJIBA (popMa 3a IMOJI3BATEIIH.

5.2. BagpmkuTenHa qokyMeHTaius 3a Jloopa npaktuka (mo Bum)

5.2.1. PbKOBO/CTBO 3a Ka4eCTBO

PBKOBOACTBOTO 3a KauecTBO W JAOKYMEHTHTE, CBHABPXKAIIM cleuu(ukanuu, Mpoueaypu u
MIPOTOKOJIM 3a BCSKa €JHA JICWHOCT, W3BBPINBAaHA B TPaHC(Y3MOHHHS IEHTHD, Ca HAIMYHU H CE
MOAIBPIKAT B AKTYaTHO ChCTOSHUE.

5.2.2. Unctpykuuu (yka3aHus UM U3UCKBAHUA).

5.2.2.1. CnenudukanuuTe ONMUCBaT MOAPOOHO U3UCKBAHUSTA, HA KOUTO J1a OTTOBAPST KPHBTA U
KPBBHUTE CBHCTAaBKH WM MaTepHalid, W3IOJ3BaHW WM IIOJIYYCHH II0 BpeMe Ha IIOJIydaBaHEe |
pasmpenenenue. Te caykaT 3a OlleHKa Ha KaueCTBOTO Bb3 OCHOBA Ha CHINECTBYBAITUTE MOHOTpaduu Ha
CBhCTaBKHTE.

5.2.2.2. VHcTpyKumMHuTe 3a M3CJIEIBaHE OMUCBAT MOAPOOHO BCHYKH HM3XOJHU MaTepualH,
o0opy/iBaHE W KOMITFOTBPHH CHCTEMH, KOWUTO C€ HW3IOJI3BaT, M YTOUYHSBAT BCHYKH HWHCTPYKIHH 3a
B3eMaHe Ha MPOOU M HU3Clie[BaHE. AKO € MPHUIIOKHUMO, C€ YTOUHSIBAT MEKIUHHUTE KOHTPOIU 3aeIHO C



TEXHHUTE KPUTEPUH 3a ITPHEMaHE.

5.2.2.3. CranaapTHUTE ONEPATUBHU MPOLEAYPU OMUCBAT MOCIEIOBATEIIHOCTTA 32 U3BbPILIBAHE
Ha OIpe/eNeHH IeHHOCTH.

5.2.2.4. TIpOTOKOIUTE TPEJOCTABAT WHCTPYKIMU 32 U3IBIHCHHE HA ONPEACNiCHH KOHKPETHU
JCWHOCTH U B TAX CE 3alKCBa Pe3yaTaThT (MPOTOKOJH 3a KBaTU(UKAIHMS U BaIUIUPAHE).

5.2.2.5. KypHanu 3a TOKyMEHTHpaHE Ha MPOLEAYPUTE.

5.2.2.6. IIpoTokonu 3a MPOBEPKH, PEKJIAMAIINH, TPEIIKH U UHITUICHTH.

5.2.2.7. ITpoTokoinu 3a o0yueHue Ha MepcoHaa.

5.2.2.8. udopmarimoHHH JIMCTOBKH 32 MIPOYKTUTE, IPEIHA3HAYCHH 3a TOTPEOUTEITUTE.

5.2.2.9. TexHUYECKUTE CIOpPa3yMCHHsI C€ JIOTOBAPIT MEXKIY BB3JIOKHTEIU IO JOTOBOP H
U3IBJIHUTENY MPU BHHIIHO JI0TOBapsHe.

5.2.3. Ilporokonu/noxnaau

5.2.3.1. TIporokonuTte MpeaocTaBsAT AOKa3aTeJICTBA 3a MPEIIPUETUTE ICHCTBUS, KOUTO ca B
CbOTBETCTBUE C MHCTPYKIUHTE, KAaTO JIEHHOCTH, CHOMTHSA, MPOCIEAsIBaHE B Cllydyail Ha npepaboTeHH
KPbB U KPBbBHHU ChCTaBKM, MCTOPHs Ha BCsKa eAWHUIA (M HEWHOTO pasmpeseicHHe) B Clydyaid Ha
npepabOTeHN KPHhB U KPBBHH ChCTaBKH. [IpoTOKONMTE BKIIIOYBAT HEOOPAaOOTCHHM IaHHU, KOUTO CE
U3MOJI3BaT 3a TeHEpUpaHe Ha IPYTU MPOTOKOJH. 3a eNEKTPOHHUTE IPOTOKOIU OTOPU3HPAHUST EPCOHAT
oTpesiesisi KOW JTaHHM C€ M3IIOJI3BAT KaTo HeoOpaboTeHn naHHU. BCHyky JaHHM, HA KOMTO CE OCHOBABAaT
pelieHusTa 3a Ka4eCcTBO, Ce OMPEISIAT KaTo 'HeoOpaboTeHn qaHHu".

5.2.3.2. Ceprudukarure 3a aHAIU3 MPEIOCTABAT 0000IICHNE HA PE3YNITATUTE OT U3CIIEBAHETO
Ha TPOOM OT peareHTH, MPOAYKTH WJIM MaTepUaIM 3a€HO C OLIEHKAaTa 3a ChbOTBETCTBHE C MOCOYEHATA
cienuuKanus.

5.2.3.3. JoxiaguTe NOKyMEHTUpAT HM3BBHPIIBAHETO HA KOHKPETHU NEHHOCTH, MPOEKTH WU
MPOCIIeAsIBAHE 3a€/THO C PE3YITATUTE, U3BOJAUTE U IPEIOPHKUTE.

5.3. 'enepupane v KOHTPOJ HA JOKYMEHTAIUATA

5.3.1. Bcuuku BUIOBE JOKYMEHTH ce aeuHHpaAT m ce crma3BaT. M3UCKBaHUATA CE MpHiiarar
€IHaKBO 3a BCHMUKH (HOpMHU Ha AOKyMeHTalus. KoMIUIeKCHUTE CUCTeMU ce JOKYMEHTUPAT U BaluaAUpaT
MOCPEJICTBOM aJIEKBATHU KOHTPOJIM. MHOTO JOKYMEHTH (MHCTPYKIIMU H/WJIH MPOTOKOJIH) ChHIIECTBYBAT
B KoMOuHHpanu (opmu (HAKOM €IEMEHTH Ca €JeKTPOHHH, a IPYrHUTe ca Ha XapTHEH HOCHTE).
Bpb3kuTe B KOHTPOJHUTE MEPKH 32 OCHOBHHU JOKYMEHTH, O(pHIIMATHU KOmHs, 00padoTKa Ha JaHHU U
MPOTOKOIIM CE MOCOYAT KAaKTO 32 KOMOMHUpPaHH, Taka U 332 €AHOPOIHHN CUCTEMHU.

5.3.2. Cp3maBa ce cucTema 3a KOHTPOJ Ha JJOKYMEHTH, ONpezielieHa B TICMEHa MpoIeaypa, 3a
npepasriiekaaHe, UCTOPUS HAa KOPEKIMUTE W apXMBUPAHE Ha JOKYMEHTH, BKIIOYHTEITHO CTaHIapTHU
OTIEpaTHBHU TPOIEAYpH. BBBEXKIAT Ce TMOIXOISAIIA KOHTPOJHH MEPKH 32 EICKTPOHHH JOKYMEHTH
(rabmonu, (GopMyJISIpE M OCHOBHH JOKyMEHTH). ITOAXOmAIINTE KOHTPOJHH MEPKH TrapaHTHpaT
[EJIOCTTA Ha TPOTOKOJIA TIPEe3 HENUs TIEPUO/]] Ha ChbXpaHEHHE.

5.3.3. JIokyMeHTHTE ce MPOEKTHPAT, U3TOTBAT, MPETJiekaaT U pa3NpoCTpaHsIBAT OTTOBOPHO.
Bw3npounsBexnaneTo Ha pabOTHH JOKYMEHTH OT OCHOBHH JIOKYMEHTH HE ITO3BOJISIBA JIOIYCKAHETO Ha
TPElIKU Tpe3 Mpolieca Ha BH3MPOU3BOJICTBO.

5.3.4. JlokyMeHTHTe, CHIbpXKAIIXM HWHCTPYKIHH, CE OAO0OpsSBaT, MOMIMCBAT M JIaTUPAT OT
MOAXOJISAIIN ¥ YI'BIIHOMOIIEHH Jinlia. ToBa ce M3BBPIIBA M MO E€IEKTPOHEH MbT. JJOKyMeHTHTE ca C
HE/IBYCMHCJICHO ChIbP)KaHUE U ca YHHKAITHO pa3no3HaBaeMu. Omnpeiens ce AaraTa Ha BIM3aHe B CHJIA.

5.3.5. JlokymeHTHUTE, CHIBpPKAIIM UHCTPYKLUHU, ce OOPMAT MO MPErJieieH HAa4MH, 3a Ja ce
npoBepsBaT JiecHO. CTHIBT W €3WKHT Ha JOKYMEHTHTE OTrOBaps HA TIXHOTO MpeAHAa3HAYCHUE.
CrangapTHUTE OINEpPaTHMBHU TNPOIEAypH, paOOTHUTE WHCTPYKIMM ¥ METOAW C€ HalucBaT B
3a]TBJDKUTENICH CTHIL.

5.3.6. JlokyMeHTH, BKJIIOYEHH B CHUCTEMaTa 3a YIpaBleHHE Ha KadyeCTBOTO, C€ IMperiexaar
PEIIOBHO U ce€ TOJAbPKAT B aKTyaTHO ChCTOSTHUE.

5.3.7. Bcuuku CBHIIECTBEHH TMPOMEHH B JIOKYyMEHTUTE C€ U3BBHPIIBAT CBOEBPEMEHHO,



Mpepasriiekaar ce U ce MOCTaBs JaTa U MOMKC OT JIMIE, OTOPU3UPAHO 3a U3BbPIIBAHE HA Ta3U JEHHOCT.

5.3.8. JlokyMeHTHUTE C MHCTPYKTaX HE C€ HamMcBaT Ha pbKa. Korato JOKyMEHTUTE M3UCKBAT
BBBEXJIAHETO HA JaHHH, MIPEIBIIK/A CE JOCTAThUHO MPOCTPAHCTBO 32 TE€3H 3aIHCH.

5.4. 1o0pu npakTUKH 3a JOKyMEHTUPaHE

5.4.1. TIpoTOKOJIMTE Ca YETIUBU WM PHKOIMKMCHHU, TpaHCHOPMHUPAT ce B APYT BUI (MHUKPOQHIM)
WIN C€ BbBEXK/IAaT B KOMIIIOThPHA CUCTEMA.

5.4.2. TlpoTokonauTe ce MpaBsAT WM MPUKIIOYBAT B MOMEHTa Ha IpeANpUeMaHe Ha BCAKO
JCWCTBUE W IO TaKbB HAYMH, Y€ BCHYKM 3HAUYMMHU JEHHOCTH, CBBP3aHMU C JApSIBAHETO, B3EMAaHETO,
npepaboTKaTa, U3CJIeIBAHETO U pa3Ipe/ie]ICHUETO Ha KPbB U KPbBHHU ChCTaBKHU, Ca MPOCIEASIEeMH.

5.4.3. Cucremara 3a JOKYMEHTHpPAHE OCUTYpPSBa IOCTOSIHHO 3allCBaHE Ha H3BBPIICHUTE
MpoLEAYpH OT JOHOpa Ha KPbB JI0 peluIMeHTa. Bcska BakHa CTBIKA C€ OTYMTA MO HAYUH, KOMTO
M03BOJISIBA MPOCIEIBaHe Ha AaJieHa ChCTaBKa WM MPOLEAYpa U B IBETE MMOCOKH, OT IIbpBaTa CTHIIKA 10
KpaiiHaTa yrnotpeba/yHuIoxaBane u 00paTHO.

5.4.4. Begka npoMsiHa IIPU BIIMCBaHE B JIJIEH JOKYMEHT CE€ IOJIMCBA U C€ IOCTaBs JAaTa.
[IpomMsHaTta mo3BossiBa YeTeHe Ha opuruHaiHara uHdopmanus. Korato e nenecro0pa3Ho, ce 3amucBa
MpUYMHATA 32 IPOMSHATA.

5.5. CpxpaHeHue Ha JOKYMEHTH

5.5.1. Onpenens ce KOM TOKYMEHT € KOsl IEHTHOCT € CBbp3aH U KbJE ce ChXpaHsBa. BeBexaar
Ce CUTYpHU KOHTPOJIHU MEpKH, 3a Ja C€ TrapaHTHpa IIeJIoCTTa Ha JIOKyMEHTa Mpe3 IMepuoja Ha
cbxpaHeHue. Te3u KOHTPOIHU MEPKH Cce BAIUIANPAT, aKO € HEOOXOIUMO.

5.5.2. 3a onpeneneHn JOKYMEHTH ce puiaraT Celu(puuHI U3UCKBAHUS 32 CbXPaHEHHE.

5.5.2.1. TlepuonbT Ha ChXpAaHEHHWE HA JIOKYMEHTHTE € B CHOTBETCTBUE C HOPMATHUBHUTE
M3HCKBaHUS.

5.5.2.2. JlanauTe 3a TPOCIEAIEMOCT, KOWTO IIO3BOJIABAT TPOCIENsBaHE OT JOHOpa [0
penunuenTa u o0paTHo, ce ChbXpaHsaBaT 3a Hail-manko 30 roAuHU.

5.5.2.3. JlokyMeHTanusATa OTHOCHO pa3CiC[BaHMSA 32 CEPHO3HUTE HEXKEAaHH HHIUACHTH |
CEpUO3HUTE HEXKETaHH PEAKIIUU CE ChXPaHsABA B MIPOIBIDKEHIE HA MUHUMYM 15 roguHu.

5.5.2.4. JlokyMeHTanusiTa OTHOCHO CHCTEMaTa 3a KayeCTBO M CHOTBETHHTE JIOKYMECHTH Ce
CbXpaHABaT B MPOJb/DKeHUEe Ha MUHUMYM 10 ronuuu.

5.5.2.5. 3a npyru BHIOBE NOKYMEHTH MEPUOIBT HAa ChXPAHEHHE CE OIpEJeNs Bb3 OCHOBA Ha
JIeMHOCTTA, KOSATO JOKYMEHTAIUATA ONKCBA.

5.6. Criermuukanmu

5.6.1. CneundukanuuTe Ha U3XOJHUTE U ONAKOBBYHUTE MaTepHalld, KaKTO M 3a KpalHuUTe
KPBB M KPBBHH CHCTABKH CE OTOPHU3HMPAT U AaTUPAT.

5.6.2. Crenudukanuute 3a U3XOAHM M I'BPBUYHM MM IE€YATHU OMAKOBBYHU MaTepHaIH
BKJTIOYBAT WJIM TIPEJOCTABST CIPABKa 3a CIEAHOTO, aKO € MPHIIOKUMO:

5.6.2.1. onricaHue HA MaTepUAIIUTE, KOETO BKITIOYBA!

5.6.2.1.1. 0603HaYEHOTO HANMEHOBAHUE M IOCOYBAHE HAa BHTPEIIHUS KO,

5.6.2.1.2. omoOpeHnTe JOCTaBYUIIN U ITbPBOHAYATHUS MPOU3BOAUTEN HA MaTepHana,

5.6.2.1.3. MocTpa Ha IeyaTHH MaTepUalIH,

5.6.2.2. yka3zaHus 3a B3eMaHe Ha MPOOU U U3CIICABAHE;

5.6.2.3. KaueCTBCHH M KOJMYECTBEHN U3NCKBAHMS C OTPAaHUYCHUS 32 IPHEMaHe,

5.6.2.4. ycnoBus 3a ChbXpaHEHHUE U MPENa3HU MEPKH;

5.6.2.5. MakcuMaJieH MepuoJT Ha ChbXpaHEeHUE TPE/IH ITOBTOPEH MPETJIe/T.

5.6.3. Crenmdukanuure 3a CbCTaBKUTE B MpOIlEC Ha MpepaboTka U KpalHUTE ChCTaBKU ca Ha
pa3mnoJoKEeHHe BB3 OCHOBA Ha ChIIECTBYBAaIIUTe MOHOrpaduu Ha cbcTaBkuTe. CHCTABKUTE Ce
€TUKETHpPAT B CbOTBETCTBUE C M3UCKBAHUATA HA HAIIMOHAIHOTO 3aKOHOIATENICTBO.

5.7. UHcTpyK1MH 3a npepabdoTka

5.7.1. HanuuHu ca 0100peHM MUCMEHH MHCTPYKLMHU 3a MOATOTOBKAa HAa BCEKHM THIl ChCTAaBKa,



KOSITO ce Ipou3Bexaa. Te BKIouBar:

5.7.1.1. xona Ha mporeca 3a BCEKM €Tall IPU MPOU3BOJCTBOTO HA ChCTAaBKATa, BKIKOYMTEIHO
KbJI€ C€ U3BBPILBA U BCSIKO U3I0JI3BAHO KPUTHUHO 00OPY/IBaHE;

5.7.1.2. metoau (WM mpenpaTka KbM METOIHMTE), KOUTO IIE CE W3IOJ3BaT 3a CTapTUPAHE W
HOAPBIKKA HA KPUTHYHOTO 000py/aBaHe (IIOYMCTBaHE, MOHTAX, KaJHOpHpaHe);

5.7.1.3. u3ucKBaHUATA 3a MPOBEpKa Ha OOOPYABAHETO 3a YHCTOTA M TOAHOCT 3a M3IOJI3BAHE,
KaKTO M JIUIcaTa BbpXYy 00OPYABAHETO U BbPXY paOOTHUTE MecTa Ha KPbBHHU ChCTABKH, TOKYMEHTH WX
MaTepHalii, KOUTO He ca HEOOXOIMMH 3a TUIAHUPAHUS TPOLIEC;

5.7.1.4. moapoOHU TOETAlHW WHCTPYKIMH 3a TpepaboTka (IpOBEpKM Ha MaTepHalld,
npeaBapuTenHa 00padoTKa, MOCIEI0BAaTETHOCT 3a 100aBsHE HAa MaTepUalld, KAKTO W KPUTHYHHUTE
napaMeTpy Ha Ipolieca, KaTo BpeMe 1 TeMIIepaTypa);

5.7.1.5. MHCTPYKUMUTE 32 BCUUKU KOHTPOJIHU MEPKH 110 BpPEME Ha Ipoleca ¢ TEXHUTE I'PaHULY,

5.7.1.6. u3uCKBaHUS 3a CbXPAaHEHHWE HA CBHCTABKUTE W BCUYKM KPUTUYHM MaTEpUATH U
KOHCYMAaTHBH;

5.7.1.7. BCUYKH CIICIMAIIHU MIPEANa3HA MEPKH, KOUTO CE€ CIa3Bar.

5.8. Etukerupane

Ha Bcuuku eranu oT nmpepaboTKaTa €eTUKETUPAHETO ONpeAeist OTASIHUTE ChbCTaBKU M TIXHOTO
€CTECTBO.

5.8.1. M3uckBaHus 3a €TUKETHpPAHE B X0/a Ha mpoleca. ETUKeThT BbpXYy MEXAWHHA ChCTaBKa
MO3BOJISIBA ONPEICIITHE Ha eTarna Ha IpepadoTKa U BKIIOYBA!

5.8.1.1. ume Ha chCTABKATA;

5.8.1.2. yaukaneH uudpoB mim OykBeHO-ITU(PPOB HICHTH(PHUKAIMOHEH HOMED Ha JIapsSBaHETO;

5.8.1.3. ume Ha npousBexAALIS TPAaHCHY3UOHEH LIEHTDHP.

5.8.2. Ilporokonm 3a mnpepaborka. Bcska enuHuIa TpeACTaBIsiBA YHUKAIHA IapTHIA.
IIpoTokonuTe 3a mpepaboTKa MPENOCTaBAT AOCTATBYHO MH(OpMaLuUs, 3a Ja ce Ch3/Aaje HCTOpUsi U
BB3MOKHOCT 3a MpOCIEIsBaHE Ha IOJYYCHHUTE KPBbBHU ChCTaBkH. WHpopmanmsara ce Hamupa B
KOMIIOTBPHUTE CUCTEMU Ha TpaHC(Y3MOHHUS LEHThP. B TpaHC(y3HMOHHUS LEHTBP Ce€ OCUTypsiBa
JOCTBII [0 CIIEHUTE MPOTOKOJIH 33 TpepaboTKa 3a BCSKA eNUHUIIA:

5.8.2.1. umeTo U yHUKalleH UACHTU(UKAIIMOHEH HOMEp Ha ChCTaBKaTa,

5.8.2.2. nara u 4yac Ha 3amoyYBaHe, HA 3HAYUTEIIHW MEXKJIUHHU €Talld W Ha MPUKIIOYBAHE Ha
npepaloTkara,

5.8.2.3. naeHTndUKaMsA Ha omepaTopa, KOWTO M3BBHPIIBA BCEKH KPUTHYEH €Tar OT Tpolieca
(kOHTpOJIM Ha TIpoIieca), U KIMETO Ha BCSIKO JIHIIE, KOCTO € IPOBEPHIO KPUTUYHHUTE CTHIIKH;

5.8.2.4. mapTusieH HOMEp Ha BCHYKH KOHCYMAaTHUBU W/WIIM aHAJMTUYEH KOHTPOJIEH HOMEp Ha
BCEKU KOHCYMATUB,;

5.8.2.5. mpoTOKOI 32 KOHTPOJIM B XO/1a HA MpoIeca U UICHTU(PHUKALUS Ha JHIETo/aTa, KOeTO TH
OCBILECTBSBA, KAKTO U MOJyYCHUTE PE3YJITaTH;

5.8.2.6. pe3ynTaté OT MPEANPUETOTO HM3CICIBAaHE HA CIUHMIATA KPBB M/WIIM ChCTaBKara (C
U3KJTIOYCHHE Ha MOHUTOPHHT Ha KA4eCTBOTO);

5.8.2.7. OeneXKu 3a BCSIKO OTKJIOHEHHWE, BKIFOYHTEITHO MOJPOOHOCTH 3a MPOIEIYypUTE, C
MOJNKCAHO OA00peHue;

5.8.2.8. mr(pOp™MaIus OTHOCHO TPEepabdOTBAHETO HA HECTAHNAPTHU CHCTABKUA C MOJIMHCAHO
onobOpeHue.

5.9. [Ipoueaypu 1 MPOTOKOIH

5.9.1. l[lonyyaBane

5.9.1.1. HannuHm ca MUCMEHU TPOLEIYPH W MPOTOKOJIM 3a TIOJYyYaBaHETO Ha BCSKA JIOCTaBKa
Ha MaTepHajl M PEeareHTH, KOUTO MOraT Ja OKaXKaT BIMSHUE BBPXY KauyeCTBOTO U 0€30MacHOCTTa Ha
KPBBTA U KPBBHUTE ChCTAaBKU. [IpoTOKOIMTE 32 TTOTy4aBaHe BKIIFOUBAT:

5.9.1.1.1. umeTo Ha MaTepuana BbPXy U3BECTHETO 3a JJOCTaBKA U KOHTEHHEPUTE,;



5.9.1.1.2. "bTpereH"” Ko Ha MaTeprana B TpaHCHY3MOHHHS HEHTHP (aKo UMa);

5.9.1.1.3. naTta Ha moyry4aBaHe;

5.9.1.1.4. umeHara Ha TOCTaBYMKA U ITPOU3BOIUTEIIS,;

5.9.1.1.5. maptunen nim pedepeHTeH Homep Ha MPOU3BOAUTEIIS,

5.9.1.1.6. 001110 KOTMYECTBO U OPOI HA MOTYYECHUTE TTPOTYKTH;

5.9.1.1.7. mapTuzieH HoMep, ONPE/EIICH Clie/I NoTydaBaHe (ako € IPUIIOKUMO);

5.9.1.1.8. ume/uneHTUUKAITHIOHEH HOMEP Ha JIMIIETO, MOTYYMIIO IPaTKaTa;

5.9.1.1.9. BcsIKakBH CHOTHOCUMU OETIEKKH.

5.9.1.2. HamuuHu ca MHCMEHW TPOIEAYPH 3a BBTPEHIHOTO ETUKETHPAHE, KapaHTHHA H
ChXpaHCHHUE HA U3XOHUTE MAaTEePHAIU, ONTAKOBBYHH U APYTH MaTEPUAIH, aKO € TTOIXO/ISIIIO.

5.10. Bzemane Ha nmpobu

5.10.1. HanuyHu ca MMCMEHU MPOLEAYPH 32 B3EMAaHETO Ha MPOOH, KOUTO BKIKOYBAT METOJIUTE
1 000pyABaHETO, KOUTO IlI€ C€ M3MOJ3BAT, KOJIMYECTBATa, KOMTO IIE CE B3eMar, KaKTO M Cla3BaHe Ha
BCHYKH IIpeINa3Hu MEPKH, 3a Jla ce n30erHe 3aMbpCsiBaHe HAa MaTepraia WK BIOIIaBaHE Ha KaueCTBOTO
My.

5.10.2. MOHUTOPUHTHT HAa KA4YEeCTBOTO HA KPHBHHUTE CHCTABKM CHOTBETCTBA HA AKTYAITHHUTE
crenuQpuKanuy 3a MeKIMHHU U KpallHU ChCTABKHU.

5.10.3. Hanuuuu ca muCMEHU TPOISAYPH 32 U3CIICABAHE HA MAaTCPUAIH U KPBBHHU CHCTaBKU B
pa3IMYHUTE €Tanmu Ha MpepadoTKa, OMUCBAIIM U3MOI3BAaHUTE METOAU U oOopyaBaHe. V3BbprieHure
M3CIIEIBAHMS C€ JIOKyMEHTHPAT.

5.11. Ipyru

5.11.1. HanuuHu ca NMCMEHHU MPOLEYPH 32 OCBOOOXAaBaHE U OTXBBHPIISHE.

5.11.2. [TonabpxkaT ce MPOTOKOJIH 33 Pa3MpeIeieHUeTO Ha KPbBHU ChCTaBKH, 3a Ja CE€ YJIECHU
M3TETJITHETO Ha BCSKA €IMHUIIA, aKO € HEOOXOIMMO.

5.11.3. HanuyHu ca mUCMEHH MOJUTUKH, TPOLEAYPH, TPOTOKOIH, OTUETH U CBBP3AHUTE C TIX
MPOTOKOJIM 32 TPEANPUETUTE ISHCTBUS WK JOCTUTHATUTE 3aKJIIOUCHHS 32 CIIEAHUTE BBIIPOCH:

5.11.3.1. Banuaupane u kBanuduKalus Ha Iporiecu, 000pyaABaHE U CUCTEMH,

5.11.3.2. moHTaxX Ha 0OOpyIBaHE U KaTHOpHUpaHe;

5.11.3.3. mogapBKKa, MOYUCTBAHE U Te3UH(EKITHUS,

5.11.3.4. BBIIpOCH, CBBp3aHU C MEpPCOHANA, BKIIOYUTEIHO CHUCHIM C MOAMUCH, O0y4YeHHE 3a
JloOpa mpakTHKa W TEXHUYECKU BBIPOCH, OOJEKIO M XHTMEHAa W JOKa3BaHE Ha €(pEeKTUBHOCTTA Ha
00y4EeHHETO;

5.11.3.5. MOHUTOPHUHT Ha OKOJTHATA CPENA;

5.11.3.6. KOHTPOJ Ha BPEIAUTEIUTE,;

5.11.3.7. omtakBaHus;

5.11.3.8. m3TernsHUs OT yrnoTpeoa,

5.11.3.9. BpbuIaHus;

5.11.3.10. KOHTpPOJ HA TPOMEHUTE;

5.11.3.11. mpoyuBaHe Ha OTKJIOHEHHsS U HEChOTBETCTBHS;

5.11.3.12. BBTpEIIHU OJTUTH 32 CHOTBETCTBHE ¢ JloOpara mpaKkTHKa,

5.11.3.13. pe3tomeTa Ha MPOTOKOJIHM 3a MpPETJIe] Ha KAYeCTBOTO HA KPbBHUTE ChCTABKH;

5.11.3.14. oguTi Ha JOCTABYHIIN.

5.11.4. TIporokonu ce MOAIBPKAT 32 OCHOBHO WJIM KPUTHYHO AHAIUTUYHO H3CIEABaHE,
obopy/aBaHe 3a mpepaboTKa W TIOMEMIEHUATa, KhIACTO KPHBHUTE CBHCTaBKH ce mpepaborsar. Te ce
M3II0JI3BAT 32 OTUYMTAHE B XPOHOJOTMUYCH Pl Ha BCSIKO M3IOJI3BaHE HAa TIOMEIIEHUE, 000pyaBaHe/METO/,
KanuOpupaHe, NOIPHKKa, TIOYNCTBAHE HIIM PEMOHTHH JIEHHOCTH (aTUTE M CAMOJIMYHOCTTA HA JIMIATa,
KOHUTO Ca U3BBPIIWIN TE3H JCHHOCTH).

6. BzemaHe Ha KpBB, H3CIIeIBaHE U TpepabOTBaHE

6.1. Kpurepuu 3a noabop Ha TOHOpHU



6.1.1. BeBexxaar ce u ce Mo IbpIKaT MPOIEAYPH 3a MOAOOP Ha JOHOPH, BKIIOUBAIIM Oe30IacHa
UACHTU(UKAIMS HA JOHOPH, MHTEPBIO IO KPUTEPHHUTE 3a MOAOOP M OIEHKAa 3a JAOMYCTUMOCT. Te3n
IpOLEypyd C€ HU3BBPLIBAT IpEeIu BCSIKO KPbBOJApSBAHE M CHOTBETCTBAT HAa W3MCKBAHUATA Ha
JeCTBAIIMTE HOPMAaTUBHH aKTOBE.

6.1.2. HanuuHa e cuctema 3a curypHa MICHTU(UKALUsA, KAKTO U PErUCTpUpPaHEe HA JaHHUTE 3a
KOHTAKT ¢ JoHOpHuTe. Hammuuu ca mporenypu 3a KOHTPOJI Ha MH(POPMAIUATA, CBbpP3Balla JOHOPUTE C
BCSIKO TAXHO KPBBOJAPSIBAHE.

6.1.3. Ilpu mpucturase B TpaHCOY3HOHHHUS LEHTHP JOHOPUTE MPEJOCTaBAT JOKYMEHT 3a
TAXHATa CaMOJMYHOCT. Bcuuku HOHOpPHM IpeMuHaBaT CUCTEMaTHYeH CKPUHMHI IIPOLEC 3a OLIEHKa Ha
TSAXHATA IPUTOIHOCT.

6.1.4. Camo nuua B 100po 3IpaBOCIOBHO ChCTOSTHUE C€ ITPUEMAT 3a JJOHOPH Ha KPbB U KPbBHU
CHCTaBKHU.

6.1.5. IIponechT Ha MOAOOpP BKIIOYBA OLIEHKA HAa BCEKM JOHOP, M3BbpIIEHA OT Jekap. Tazu
OLIEHKa BKJIIOYBA HWHTEPBIO, ACKJIApalus 3a 3APAaBOCIOBHO CHCTOSHUE W JONBJIHUTEIHH JUPEKTHU
BBIPOCH, aKO €ca HEOOXOJMMH.

6.1.6. [lexmapanmsara 3a 3ApaBOCIOBHOTO CHCTOSIHHE CBHABP)KAa BBIPOCH, KOUTO Ja ChOMpaT
uHpopMalys, CBbp3aHa ChC 3[PABOCIOBHOTO ChCTOSHME U HAUMHA Ha KUBOT Ha JI0HOpa. JleknapanusaTta
e pasOmpaema 3a JOHOpa W C€ MPENOCTaBs Ha BCHYKH JOHOPHM BCEKH IIBT, KOTATO C€ SBIT 3a
KpbBoapsiBaHe. Ciell NOII'bJIBAHETO U c€ MOMKUCBA OT J0HOPA.

6.1.7.  Tpanchy3WMOHHHAT  UEHTHP  pa3moiara ¢  TOAXOAANIM  KpUTEpUH  3a
JOMyCKaHEe/OTXBBPJISIHE HAa JOHOPH, 3a Ja Ce KOHTPOJIMpa [OMYCKaHeTO [0 KpbBOAApsSBaHE H
OTXBBPJISIHETO Ha JIOHOPHUTE.

6.1.8. IHTepBIOTO € 1I0HOPA Ce MPOBEXk/1a [0 HAUMH, KOUTO TrapaHTUpa KOH()UIECHIIUATHOCT.

6.1.9. TToBepuTETHOTO MHTEPBIO CE MPOBEXKA OT CHEIHMATHO 00y4eH MEIUIIMHCKU MEPCOHA,
KOMTO 3a/1aBa JOIBJIHUTEIHU AUPEKTHU BBIPOCH 3a JOIBIBaHE HAa MH(OpMaIMiATa B AeKIapalusaTa 3a
3[IPaBOCIIOBHOTO ChCTOsTHHE. JIekapsT, KOWTO M3BBPIIBA OIEHKATa, NMOTBBP)KIaBa, 4Ye ca 3alaJCHU
HOJIXOASIIUTE BBIPOCH.

6.1.10. IlporokonmuTe 3a MPUTOJHOCT W KpaiHATa OIIEHKA Ha JOHOPHTE CE IOANMCBAT OT
KBAJTM(HULIKPAH 3/[paBEH CIELUAINCT.

6.1.11. CexpaHsBaT ce TPOTOKOJIH 3a BCSKa JEWHOCT, CBBp3aHa ¢ ToJa0Opa Ha JOHODA.
[TpoToKONIBT OTpa3sBa pEIIEHUWETO 3a JOIyCKaHe Ha JIOHOpa, OCHOBABaIllO C€ Ha JeKJIapanusara 3a
3JIPaBOCIIOBHOTO CHCTOSIHUE, UCTOPHS 32 MPEIXOIHO OTIaraHe, HHTEPBIOTO C JJOHOpA U PE3YATATUTE OT
¢uznueckus nperaen. OTXBBPIISHETO HA JOHOP M NMPUYMHATA 3a OTJaraHe Ha JJOHOp ce 3amucBar. MmMa
CHCTeMa, KOATO Ja TapaHTHpa, Y€ JOHOPHT € IMOCTOSHHO OTCTPAaHEH OT OBJEIM apsBaHUS WIN
BPEMEHHO OTJIOKeH (I0COYBA Ce CPOKBT HA BPEMEHHOTO OTJIaraHe).

6.1.12. JIoHOpUTE C€ MHCTPYKTHPAT Ja WHPOPMHUPAT TPaHCHY3HOHHHS LEHTHP, aKO CE MOSBIT
NpU3HALM WM CHUMIITOMM cliell KpbBojaapsiBaHe. /lapeHata kpbB MOXe Ja € 3apa3Ha WIH Jpyra
nHpoOpManrs, KOITO He € Omia pa3kpuTa Mo BpeMe Ha Moadopa, MOXe Ja HalpaBU NPEABAPUTEITHO
JlapeHarta KpbB HEMOAXO/IAIIA 32 IPEIUBaHE.

6.1.13. Hannuna e mporenaypa, KOSTO TapaHTHpPa, Y€ BCUYKU OTKIOHEHHS, TPOM3THYANIN OT
nporeca Ha Mo00p Ha JOHOPUTE, ca MPABUIHO pasriielaHu OT KBAIM(UIMPAH 3/IpaBeH CHELUAINUCT U
ce MpeanpruemMar MmoIXOISIIN TeHCTBHS.

6.2. BzemaHe Ha KpbB U KPbBHU ChCTAaBKU

6.2.1. Ilpn mpomenypara mo B3eMaHe Ha KPHB WACHTUYHOCTTA HA JIOHOpPA € MPOBEpPEHa H
perucTpupaHa o CUrypeH HauuH U Bpb3KaTa MEXAy JI0HOPA U KPbBTA, KPbBHUTE ChCTAaBKU U KPBHBHUTE
poOH € SICHO YCTaHOBEHA.

6.2.2. nenTHuHOCTTa HA IOHOpA Cce MOTBBPXK/IaBa MPEIN BCsIKa KPUTHYHA CTHIIKA B Mpolieca,
HO 33TBJDKHUTEIHO MPEIH MoA00pa Ha JOHOPHUTE M BEHEYHKIIUSATA.

6.2.3. M3non3Ba ce cucrema 3a YHUKaJIHA WACHTU(UKALUS Ha JapeHaTa KPbB - YHUKaJCH



HOMEp CBBp3Ba JOHOpa C JapeHaTa KPbB W BCHYKH CBBpP3aHU C HESI ChCTABKH, MPOOU U TPOTOKOIH,
KaKTO M 32 CBbP3BAaHE HAa BCEKU €IMH OT TSIX KbM BCEKU OT OCTaHAIUTE.

6.2.4. Tlo BpemMe WM clen AapsBaHETO HAa KPbB BCHYKU IIPOTOKOJIM, CaKOBE C KPBB H
nabopatopuu npoOW ce mpoBepsBAT 3a M3MOJ3BAaHUS HOMEpP Ha JapeHa KpbB. ETukern c
UACHTU(DUKAIIMOHHE HOMEpA 3a JIapeHa KpbB, KOMTO HE ca M3IO0JI3BaHH, Ce YHHIOKABAT C TIOMOIITAa Ha
KOHTPOJIMpaHa Mpoueaypa.

6.2.5. CucreMuTe ChC CTEPHIIHU CAaKOBE 3a KPbB, U3IOJI3BaHU 3a B3eMaHE Ha KPbB U KPHBHH
CbCTaBKU M TsAXHATa mpepaborka, nmpurexaBar CE MapkupoBKa WM MapKUpPOBKa, ChOTBETCTBAILA HA
W3HCKBAHUSATA CHIVIACHO CKBUBAJICHTHU CTAHAAPTH, aKO KPBBTA U KPHBHUTE CHCTABKH Ca B3ETH B TPETH
CTpaHH. Y HUKAIHUAT UACHTU(PHUKAIIMOHEH HOMEP Ha BCEKU CaK 3a KPbB € MPOCeIsieM 3a BCIKa KPbBHA
ChCTaBKa, IMOJIy4eHa OT HEro.

6.2.6. PaboraTa ¢ Marepwalu W pearcHTH, NOJydaBaHE M KapaHTHHA, B3eMaHE Ha TpoOH,
ChbXpaHEHHe, CTUKEeTUpaHe, mpepadoTKa, MaKeTUpaHe M paslpeieiicHHe Ce U3BBPIIBA B ChOTBETCTBUE C
MUCMEHU TPOLEIYPU WIK HHCTPYKLIUHU U C€ TOKYMEHTHPA.

6.2.7. M3non3Bar ce caMo peareHTH U MaTepualid OT 0JJ0OPEHU JOCTaBYUIIU, KOUTO OTTOBAPST
Ha IOKyMEHTHPAHHUTE U3UCKBAHUS U CHIENU(DUKAIIUH.

6.2.8. Tlpouenypure mo B3eMaHe Ha KPbB HaMasiBaT JI0 MHHUMYM PHCKa OT MHKPOOHO
3aMBbpCSBaHE.

6.2.8.1. M3mon3Bar ce CTEpWIIHA CUCTEMHU 3a B3eMaHE M MpepaboTKa Ha KPbBTa U KPHBHHUTE
cbcraBku. CucremMuTe 3a B3eMaHe HAa KpPBB CE€ HM3MOJI3BAT B CHOTBETCTBUE C HMHCTPYKIMHTE Ha
MIPOU3BOIUTEIIS.

6.2.8.2. Ilpenn BeHEmMyHKUHMSI Ce IMpaBH IMPOBEPKA, 3a J1a Ce rapaHTHpa, Y€ CHcTeMaTa 3a
B3EMaHE Ha KPbBB, KOSTO 1€ C€ H3MOJ3BA, HE € MOBpEleHAa WIM 3aMbpceHa W € IMOAXOJsIa 3a
TUTAaHUPAHOTO B3e€MaHe Ha KpbB. HeectecTBeHaTa Biara uim MpoMsiHa Ha IBETa IpeAronarar aedexr.

6.2.8.3. HannyHu ca moAaxodsiiy Hpoleaypu 3a Ae3MH(EKIrs Ha pblieTe W JUYHA XUTHEHA,
KOHUTO C€ M3ITBJIHABAT OT IEepCcOoHalIa MPeIn BCSIKO B3eMaHE Ha KPbBB.

6.2.8.4. KoxaTta Ha KpBbBOJIAPUTEIIS HA MACTOTO HAa BEHENYHKIIUATA € 0€3 JIE3UH, BKIFOYUTEITHO
eK3eMa.

6.2.8.5. MscToTO Ha BEHEMyHKUUSATa C€ TMOATOTBS, KaTro ce€ U3I0J3Ba OmpeseneHa |
BaIMIUpaHa Mporeaypa 3a Ae3HH(PEeKIus. AHTUCETITHYHUAT Pa3TBOP C€ OCTaBs Ja M3ChXHE HAITBITHO
npeau BeHenyHkuus. [logrorsenaTa 30Ha He ce JOKOCBA ¢ MPBCTH MIPEIU BbBEXK/IaHETO Ha UIJIaTa.

6.2.8.6. EdexTuBHOCTTA Ha TIpoIeAypaTa 3a Ne3uH(EKIHs ce MOHUTOPHPA U ¢€ TpearprueMar
KOpUTHpAIlHU JAeHCTBHS, KOTaToO € MIOCOYEHO, Ye € Hee(heKTHBHA.

6.2.8.7. CpokbT Ha TOJHOCT HA JNE3MH(EKTAHTHTE ce MpoBepsiBa. JaTara Ha MPOU3BOICTBO H
JaTaTa Ha OTBapsiHE Ha MPUTOTBEHU HA MSACTO 1€3UMH(EKTaHTH Ce MOCOYBAT BbPXY TEXHUTE ETHUKETH.

6.2.8.8. CakbT ¢ KpBB Cce TIpoBepsiBa cie JapsBaHe 3a nedektu. Hepasaennata TppOMYKa KbM
caka ¢ KpbB ce cwinpa (cienBa) B Kpas M Bb3MOXHO Haif-ONM30 O caka ¢ KPbB M CIIEI TOBa Ce
OTCTpaHs;Ba.

6.2.8.9. CrangapTHM oOnepaTMBHU NpoLeaypH 3a padoTa ONUCBAT JEHCTBUATA, KOUTO Ce
npeanpuemMar MMpyu HEYCIENIHO B3eMaHe Ha KpbB. Te MmocouBaTr Kak ce MpOoIeanpa ¢ Beue eTUKETUPaH
MaTepHual 1 00CTOATEeNCTBATa, IPU KOUTO MOXKeE Jia € Bb3MOXHA MOBTOPHA BEHETTYHKIIHS.

6.2.9. JlJaboparopHuTe poOM ce B3eMaT MO BpeMe Ha B3eMAHETO Ha KPBB M CE CHXPAaHSIBAT IO
MOJIXOASI HAYMH MIPEIU U3CIIeIBAHETO Ha KPBBTA.

6.2.10. Ilpouenypara 3a €THKETHpaHE Ha MPOTOKOJH, CAaKOBE C KPBB U JT1A0OPATOpHU TpoOH C
YHUKaJHHMS HOMEp Ha JlapeHarta KpbB ce€ Ch3/aBa, 3a Ja ce M30erHaT BCSIKAKBU PUCKOBE OT I'pEelIKa WU
00BpKBaHE B UICHTU(DUKALINUATA.

6.2.11. Criex B3eMaHETO Ha KPbB ChC CAaKOBETE C KPbB ce€ pabOTH MO HAuMH, KOMTO rapaHTupa
Ka4ecTBOTO Ha KPBbBTA IPU TEMIIepaTypa Ha ChbXpaHEHHE W TeMIIepaTypa Ha TPAHCIOPT, IMOAXOISIIN 32
M3MCKBAaHUATA HA MOCIeBaIaTa npepadoTka.



6.2.12. KpbBTa U KPHBHUTE CHCTABKU CE MOCTABAT IPH KOHTPOJUPAHU U BATUAUPAHHA YCIOBUS
BB3MOXHO Haii-CKOpO Clie]] BEHEMyHKIUATA. JlapeHara KpbB U IPOOHUTE Ce TPAHCIIOPTUPAT IO MSICTOTO
Ha mpepaboTKa B ChOTBETCTBUE C MPOLEAYPUTE, KOUTO TapaHTUPAT IMOCTOSTHHA 0JJ00peHa TeMIepaTypa
U CUTYPHO ChXpaHEHHUe. [[aHHWTE OT BaIMIUPAHETO JIOKA3BaT, Y€ METOABT HA TPAHCIOPT MOAIBpPIKA
KPBBTa B PaMKUTE Ha OIPEICIICHUS TEMIEpaTypeH JHMAaIa3oH 3a IeNUsl MEePHOj Ha TPAHCIIOPTUpPAHE.
Morar na ce H3MON3BAaT MPEHOCHMMHU YCTPOMCTBA, KOWTO 3alMCBaT TeMIepaTypara MO BpeMe Ha
TpaHCHOPTHPAHE HA KPBBTA 10 MSICTOTO 3a IpepadoTKa.

6.2.13. Ilpu OTKIIOHEHHWE T'paHUIIUTE HA OTKIOHEHHE ce OMo0psBaT B MUCMEHa ¢opma OT
KOMIIETEHTHO JIUIIE.

6.2.14. Koraro kpbBTa He Ce TPAaHCHOPTHUpa OT CaMUs LIEHTHP 3a MpepaboTka, a € CKIYCH
JOTOBOP C TPAHCIIOPTHO JIPYKECTBO, B KOWTO OTTOBOPHOCTHTE Ha JPYXKECTBOTO Ca OIPEICIICHH, Ce
MPOBEXIAT MEPUOJAUYHU OJTUTH 32 CHOTBETCTBHUE.

6.2.15. Hann4Ha e cuctema, KOsITO TapaHTHPa, Y€ BCIKO KPhBOJAPSBAHE € CBhP3aHO C MSCTOTO,
KBJETO TO € U3BBPIICHO U KBJIETO Ca IPOU3BEICHU ChCTaBKHU OT HETO.

6.3. JlaboparopHo u3cienBaHe

6.3.1. Bcuuku napeHu equHUIN KPBB Ce M3CIIEABAT, 3a J]a OTTOBapAT Ha Crielu(UKAIUATE U Ja
OCUTYpSIBAT BUCOKO HMBO Ha OE€30IIACHOCT 32 PEIMITUEHTA.

6.3.2. Bcuuku nporienypu 3a 1a00paTopHO M3CIIEIBAHE CE BAIMIUPAT IPEIU yIoTpeoda.

6.3.3. B nombiiHeHHEe KbM BIMAMPAHETO HA CHCTEMaTa 3a M3CJIC/IBAaHE OT IPOU3BOMTEINS, CE
M3MCKBA BAJMIUPAHE HA MSCTO HA CUCTEMaTa 3a M3CJIe/IBaHe B JIAOOpATOpUsTA TPy HeHATa yroTpeda
3a pyTHHHU H3ciieqBanus. ToBa BauaupaHe 10Ka3Ba, ue:

6.3.3.1. maGoparopusiTa OTroBaps Ha CrenupUKAIUNATE 32 padoTara Ha CUCTEMAaTa, YCTAHOBEHU
OT TIPOU3BOUTEIIS HA TECTA,

6.3.3.2. mabopaTOpHUSAT MEPCOHAN € HAIBbJIHO WHCTPYKTHUPaH, OOy4eH W KOMIIETCHTEH Ja
paboTu Chc cUCTEMAaTa 3a U3CJIC/IBaHE.

6.3.4. JleliHocTHTE 32 M3CIIEIBAHE HA ITapCHA KPBB, 00pab0TKa Ha JJOHOPCKU MPOOH, B3eMaHE Ha
npoOu, aHaim3 U 00pabOTKa HA JAaHHHM C€ W3BBHPIIBAT OTACITHO OT JUArHOCTUYHOTO HW3CJICBAHE HA
TAI[ACHTH.

6.3.5. Besika creiika B paboTata n oOpaboTkara Ha MpoOu ce ONMHCBa, KaKTO M YCIOBHATA 3a
npeaBapuTe/iHaTa aHAIMTHYHA 00paboTka Ha mpodute (1eHTpodyrupane), ChbXpaHEHHE W TPAHCIOPT
(TpOXBIIKUTETHOCT, TEMIIEpAaTypa, BUI Ha KOHTEHHEPa, ChbXpaHEHHE CIIeT H3CIICIBAHE).

6.3.6. Ilpm momydaBaHe Ha mpoOUTE B JAOOpAaTOpHATa CE€ W3BBHPIIBA IMOJOKUTEITHA
UACHTU(UKAIUS Ha MOJYYSHUTE IPOOH Cpelly O4aKBaHUTE.

6.3.7. HamuuHu ca aHHM, TTOTBBPKIABAIIY IPUTOJHOCTTa HA BCUYKH JIAOOPATOPHHU PEareHTH,
W3MOJI3BaHU NIPU U3CIIeIBaHE HA IPOOH JIapeHa KPbB U KPbBHU CHCTaBKHU.

6.3.8. N3cnenBaHeTo Ha KPHbBHU CHCTAaBKU CE M3BBPIIBA B CHOTBETCTBUE C MPEMOPHKHUTE HA
MPOM3BOMTENS Ha PeareHTH U HabopH 3a m3cieaBane (OCBEH ako HE € BaIUMPaH alTePHATHBEH METO/
npe/n TsXHaTa ynoTpeda) mpean 0cBoOOXKIaBaHETO Ha KPbBHATA ChCTABKa.

6.3.9. [IpaBu ce mpeaBapUTETHO M3CJEIBaHE HAa MPOOM TMpeau 3aKylMyBaHETO Ha MapTUAM OT
peareHTd OT Mpou3BOoAWTEIN. [lOTeHIIMAHUTE KYIyBaud M3MCKBAT OT TMOTCHIMAIHUTE JOCTABUUIM 4
MPEIOCTaBAT MMBIHY JAHHU 32 BAIMIUpPAHE 32 BCUUKHU MAPTUAM peareHTH. Beska mapTuaa oT peareHTu
ce KBaTMUIpa OT KyITyBaya, 3a Jla ce JOKaXXe TOJTHOCTTA M 32 HEHHOTO TpeIHa3HaYCHNE B paMKUTE Ha
cucTeMara, M3IoJI3BaHa 3a U3cje/[BaHe.

6.3.10. HanmueHn e HameXIeH MpoOIEC 3a 3allMCBaHE, CHIIOCTABSHE W WHTEPIpETanus Ha
pe3yiaTaTure.

6.3.11. KagecTBOTO Ha JJaOOPATOPHOTO M3CIICIBAHE CE OILCHSABA ITEPHOIUYHO YpE3 BKIIFOUBAHE B
ounmanHa cuctema 3a u3cieBaHe Ha yMeHusITa (BBHIIIHA TPOTpaMa 3a OCUTYpSIBaHE Ha KaYeCTBOTO).

6.4. U3cnenBane 3a MHPEKIINO3HN MapKepH

6.4.1. UM3scnenBaHero Ha JapeHarta KpbB 3a WH(MEKIMO3HM areHTH € KI4YoB (akTop 3a



rapaHTHpaHe, Y€ PUCKBT OT MpeaBaHe Ha 3a00JsIBaHe € CBEIEH 10 MUHMMYM M KPbBHHUTE ChCTAaBKH Ca
MOJIXO/SIIH 32 U3TIOJI3BAHETO UM I10 MpeIHa3HAUYCHUE.

6.4.2. Besaka enuHuIa AapeHa KpbB ce M3cieBa ChOOPa3HO M3MCKBAaHMATA Ha JIEHCTBAILOTO
3aKOHOJIATEJICTBO.

6.4.3. JIonbJIHUTEIHU U3CIEIBaHMs 3a APYrHM areHTU WM MapKepu ce BbBEXIAT ChOOPA3HO
eMHIEMHOJIOTMYHATA CUTYallus B 1aJIeH PETHOH WK CTpaHa.

6.4.4. CeponoruyHOTO H3CIE/IBaHE CE€ U3BBPIIBA BbPXY IMPOOM, NPEXBBPJIECHU AUPEKTHO B
aHaJM3aTopa OT OpPUTHHATHATA EMpyBeTKa. BTOpWYHHUTE amuKBOTHU TpoOum ce m3mon3par 3a NAT
u3cieBaHe Ha MMUHHUITYJIOBE OT MHAWBUIYAJIHU IIPOOH.

6.4.5. Ako NAT wuscreaBaneTro ce HW3BBpIIBA Ype3 MyJIHpaHEe HA HHIUBUAYATHH NPOOH B
MHHUITYJIOBE, MMa HAIBJIHO BalWJUpaHa CHCTEMa 3a CTUKeTUpaHe/waeHTH(UKauus Ha mpodure,
BaJIMIUpaHa CTPATErus U MPOLEC HAa MyJHpaHe, KaKTO U BAIUIUPAH aJTOPUTHBM 3a IPEXBBPIIIHE HA
pe3yaTaTuTe OT MyJOBETE KbM OTAEITHUTE €IMHHULIN JAPEHA KPbB.

6.4.6. Hamuuam ca ompeneneHu NpOIEAypH 3a pa3peliaBaHe Ha HEChOTBETCTBAIM Ha
M3UCKBaHUATa pe3yntaTH. KpbB M KPbBHU ChCTaBKH, KOMTO JaBaT IOBTOPHO MOJIOKUTEJIEH pe3yiTar
IPU CEPOJIOTUYECH CKPUHHUHT 32 HMH(EKIHS C BUPYCH M OaKTepuu, IMOCOYCHH B JCHCTBALIUTE
HOpPMAaTHBHU aKTOBE, HE CE€ M3II0J3BAaT 3a TEPANeBTUYHM LIEJIM U CE€ ChXPaHBAT OTAEIHO Ha CIELHATHO
npeqHasHaueHo MsIcTo. I3BbpmiBa ce MOAXOIAIIO MOTBBPAMTENHO H3cCieABaHe. B ciywail Ha
NOTBBPJICHU MOJIOKUTEIHU pE3YyITaTH Cce MpeArnpueMa MOAXOAALUI0 IOBEAECHUE KbM JOHOpa,
BKJTIOYHMTEITHO MPEIOCTaBIHE Ha WH(POpMAIHS HA IOHOPA M MOCIIEABAIIO0 POCIIE/ISIBAHE.

6.4.7. AnropuTMuUTE 32 CKPUHHHI Ca TOYHO OIpEACICHH B mucmeHa (Gopma (CTaHIapTHU
OIEPATHBHU TPOLEAYPH) 32 CIPABSIHE C IBPBUYHO MOJOKUTEIHH MPOOU U 32 B3EMaHE Ha PEIICHUS IPU
IIPOTHUBOPEUYUBH PE3YJATaTH OT HOBTOPHO M3CJE/IBAHE.

6.5. IMyHOXEeMaTOJIOTUYHO H3CIICABAHE HA JOHOPH U JapeHa KPbB

6.5.1. VMMyHOXEeMaTOJOTMYHOTO U3CJIEJBaHE 3a KpPbBHA TIpyla BKJIIOYBA MPOLEAYpU 3a
U3CIIe/IBaHe Ha CIICU(PUIHU TPYIU JOHOPH (IOHOPH 3a MBPBHU BT, JOHOPH C AHAMHECTHYHU JITAHHU 32
KPBBOIPEIIUBAHUS).

6.5.2. Beska enunnna gapeHa kpbB ce uscneasa 32 ABO u RhD kpbBHU TpymnH, a BCHUKH
KpPbBOJApsBAIlY 32 IbPBU ITBT Ca U3CJIEABAHM 33 KJIMHUYHO 3HAYUMHU aHTUEPUTPOLIMTHU aHTUTENA.

6.5.3. ABO u RhD kpbBHU TpynHu ce POBEPSIBAT MPU BCIKO MMOCIISIBAIIO AapSIBaHE HA KPbB.

6.5.4. IIpaBu ce cpaBHEHUE C XPOHOJIOTUYHO ONpeAeIeHUTe KpbBHU Irpynu. [Ipu ycraHoBsiBaHe
Ha HECHOTBETCTBHE CHOTBETHUTE KPBHBHH CHCTaBKM HE C€ OCBOOOJKIABAT, JOKATO HECHBIIAJICHHETO HE
Ob/ie U35ICHEHO.

6.5.5. JloHopuTe ¢ aHAMHECTHYHM JAaHHH 32 KPBBOIPEIMBAHE WM OpPEMEHHOCT CIie/
MOCJIETHOTO MM JlapsBaHe Ha KPbB c€ M3CJIeABAT 3a KIMHUYHO 3HAYMMM aHTHEPUTPOLIUTHU aHTUTENA.
AXO ce OTKpHST KJIMHWUYHO 3HAYMMH AHTHEPUTPOLUTHH AaHTHTENA W aKO € MPHIOKUMO, KPhBTa WIH
KpPbBHATa ChCTaBKa CE€ ETUKETUPAT ChOTBETHO.

6.5.6. M3momsBar ce caMO TECT peareHTH, KOUTO NpUTEKaBaT cepTHduKar, M3aneH OT
HoTu(uIMpaH oprad. B pamkute Ha EBpomeiickus cbro3 Te3M peareHTH ce CUUTaT 3a HHBHUTPO
IMAarHOCTHYHY u3/1enus U nputexasatr CE mapkupoBka.

6.5.7. Usnomssanute ABO, Rh (C, ¢, D, E, e€) u antu-Ken pearentu otroBapstr Ha
M3MCKBAHUATA HA JICHCTBANITE HOPMATUBHU Pa3IoOpeIOn.

6.5.8. Ilpumarar ce mpoueaypu 3a KaueCTBEH KOHTPOJ MO OTHOIIEHHE Ha 00OpyJIBaHETO,
peareHTHTe U METOIUTE, U3Noi3Banu 3a onpenensHe Ha ABO u RhD kpbBHU rpynH, peHOTHIH3HUPAHE,
KaKTO M 3a OTKpHMBaHE M WJICHTU(UKAIMSA Ha ano-aHTUTena. YectoraTa Ha KOHTPOJ 3aBUCH OT
M3IIOJI3BAHUS METO/I.

6.6. [IpepaGoTBane U BanuaupaHe

6.6.1. Ilsmoro oOopyaBaHe M TEXHHYECKH CpEJICTBA CE€ W3ION3BaT B CHOTBETCTBHE C
BaJIMUPAHU NTPOLIEAYPH.



6.6.2. TlpepaboTkaTa Ha KPBBHH CHCTaBKH C€ HM3BBPIIBA 4Ype3 MOAXOISAIIM M BaTUAUPAHH
IpOIelypH, BKJIIOUUTETHO MEPKH 3a M30srBaHe Ha PUCK OT 3aMbpCsABaHE M MHKPOOEH pPacTeX B
MOJTyYCHUTE KPbBHU ChCTABKH.

6.6.3. 3aTBOpEeHH CHUCTEMHU C€ M3MOJ3BAT IPU BCHUYKU CTBHIKH B IOJTY4aBaHETO HA CHCTaBKH.
OTBOpEHU CHCTEMH IO M3KIIOYCHHE Ca HEOOXOIUMH, CBESKIANKN 0 MUHHUMYM PHCKa OT OaKTepHaTHO
3ambpcsiBaHe. [lpu W3MOM3BaHETO HA OTBOPEHM CHCTEMH ce oOOpbIna 0coO0eHO BHUMaHHME Ha
U3IIOJI3BAHUTE aCEIITUYHH MTPOIICTYPH.

6.6.4. Bamuaupanero Ha NpOLECUTE IO 3aMpa3sBaHE OTYMTA MUHUMATHH ¥ MaKCHUMAaJHH
HATOBAPBAHUS U MO3UIMH B 3aMPA3HUTEIIsl, BKIFOYUTEITHO M HA-JIONIHS Bh3MOXKEH ClICHAPHH.

6.6.5. CrepunHM CBBp3BALIM YCTPOMCTBA C€ H3MOI3BAT B CHOTBETCTBUE C BAIUIHpaHa
nporenypa. Koraro ca BaiuaupaHu, HanpaBEeHUTE BPB3KM C TOMOINTAa Ha CTEPHIIHU CBBP3BaIlH
YCTPOMCTBA Ce pasriIexkaaT KaTo 3aTBOPEHa cucTema 3a npepadotka. [lomyueHara Bpb3ka ce mpoBepsiBa
3a ISUIOCT.

6.7. ETukerupane

6.7.1. IIpe3 BCcHYKHU eTany BCUYKU KOHTEHHEPH CE€ ETUKETUPAT ChC ChOTBETHATA MH(MOPMAIHSI
3a TAXHATa UAeHTHYHOCT. [Ipr OTChCTBHE HA BaIMIupaHa KOMITIOThPHA CHCTEMa 3a KOHTPOJI Ha CTaTyca
ETHKETUPAHETO pa3rpaHndaBa 0CBOOOJICHUTE OT HEOCBOOOJICHUTE KPBB M KPBBHH ChCTABKH.

6.7.2. TumrbT Ha eTHKETa, KOWTO C€ M3IOJ3BA, KAKTO W METOJUKATa 3a ETUKETHpaHE ce
OIIPEIENIAT ¥ BKJIFOYAT B MUCMEHHU CTaHIAPTHH OTIEPATUBHU POIICIYPH.

6.7.3. ETukeruTe, NMpUIOKEHN BBPXY KOHTEHHEpH, OOOpYIBaHE WIIM IOMEUICHHUsS, Ca SCHH,
HEJIBYCMHCJICHH U B ChIilacyBaHusl (popMaT Ha TpaHCHY3MOHHHS LIEHTBP.

6.7.4. Cucremara 3a €TUKETHpAHE Ha B3eTaTa KPbB, MEXIUHHUTE U KPAWHUTE KPHBHHU ChCTABKH
U mpoOu Oe3morpenHo uaeHTU(GUIUpPa BUIA HA ChIBPKAHUETO U CHOTBETCTBA HAa M3UCKBAHHSTA 32
eTHKETHPaHE U MPOCIEIIEMOCT ChOOPa3HO JIEHCTBAIOTO 3aKOHOIATEIICTBO.

6.7.5. TpaHcdy3uOHHUTE IEHTPOBE, OTTOBOPHH 3a IPOU3BOJACTBO HAa KPHBHHU CHCTaBKH,
MPEJOCTaBAT HAa KIMHUYHUTE TOTPEOHMTENH KPBBHH CHCTaBKM C MH(OpMAIMs 3a TAXHATa ynorpeoa,
ChCTaB, KAKTO M BCSIKAKBU CIICIIUAIIHU YCIIOBHS, KOUTO HE Ca BKIIFOUCHH B €TUKETA HA ChCTaBKAaTa.

6.7.6. 3a aBTONIO)KHA KPBB U KPBBHHU CHCTAaBKH E€THKETHT CHOTBETCTBA HAa M3WCKBAHMATA HA
JeicTBAIUTE HOPMAaTUBHU Pa3nopeou.

6.8. OcBoOOX/1aBaHe HAa KPBB U KPbBHU CHCTAaBKU

6.8.1. Hanuyna e Ge3omacHa U CUTypHa CHUCTEMa, KOSTO MPEAOTBpaTsIBa OCBOOOK/IaBaHETO Ha
BCSIKa KPBbBHA Tpo0a M KpbBHA CHCTABKA, MPEAH Ja Ca M3ITBIHEHN BCHUYKH 33bJDKUTEIIHU M3UCKBAHHS
Ha JelicTBAIlMTe HOPMATUBHU pa3nopenou. Beeku TpaHCy3nOHEH LIEHTHP JJ0Ka3Ba, Uye BCAKA eIMHUILIA
KpBB WIN KpbBHA ChCTaBKa € 0CBOOOJIEHA O(pUIIMATIHO OT OTOpU3UpaHo Juue. [IpoTokonure nokas3sar,
4e Mpeau OCBOOOXIaBaHE BCAKA e/lHAa KPbBHA ChCTaBKa OTIOBapsl Ha KPUTEPHMTE 32 OCBOOOXKIAaBaHE
CBIVIACHO BCUYKHM aKTyaJlHU JEKJapalfd, CHOTBETHHUTE MEIUIIMHCKHA TPOTOKOIM M PE3yaTaTd OT
U3CIIC/IBAHUS.

6.8.2. Hanmnynwm ca craHgapTHH OTIepaTHBHU MPOIETYPH, KOUTO MOIPOOHO ONMHUCBAT JCHCTBUATA
U KPUTEPUUTE, KOUTO ONpeNeNaT Jajlu KpbBTa WM KpbBHaTa ChCTaBKa MOXKe Ja ObJie 0cBOOOEHA.
Kputepunre 3a ocBoOOXK/1aBaHe U crieNU(UKATUUTE HA KPHBHUTE CHCTABKU C€ OMPEIEIIST, BaTHIUPAaT,
JOKYMEHTUPAT U 0100psBaT.

6.8.3. Hammuna e ompejeieHa mporeaypa 3a 0CBOO0XK/1aBaHe 10 U3KITIOYCHUE HAa HECTaHIapPTHU
KPBB M KPBbBHU CHCTaBKH B PaMKHTE Ha IUIAHMPaHA CHUCTEMa 3a HEChOTBETCTBUS. PemieHuero na ce
MO3BOJIM TaKOBA OCBOOOYKIaBaHE c€ JOKYMEHTHPA U CE TapaHTHPa MPOCIEIeMOCTTA.

6.8.4. Ilpenn ocBoOOXK/IaBaHEe KPHBTA U KPBBHHUTE CHCTABKH aIMUHHCTPATHBHO M (PU3NYECKU
ce JABpKaT OTIENHO OT Bede OCBOOONEHM KPBHB M KPHBHU CHCTAaBKH. IIpM OTCHCTBHE Ha BajMIMpaHa
KOMITIOThPHA CHCTEMa 3a KOHTpPOJ Ha CTaTyca €THKEThT Ha €IMHUIIA KPHB WIM KPbBHA CHCTaBKa
UJeHTHU(UIMpA cTaTyca Ha OCBOOOKIaBaHe.

6.8.5. Hanmuna e cucrema 3a agMHHUCTpaTUBHA M (pu3nMvecka KapaHTHHA HAa KPBbB M KPHBHU



CbCTaBKM, TapaHTHUpalla, 4€ CbCTaBKMTE HE C€ OCBOOOXKaBaT, IOKaTO HE C€ H3I'BJIHAT BCHYKU
3aJIBJKUTEIIHA N3UCKBAHUS.

6.8.6. B ciyuail ye kpaiiHaTa cbCTaBKa He € OCBOOOJEHA MOPaaAX HNOTBBPJCH IOJOKUTEICH
pe3yaTar OT W3CJeIBaHUATa HA MapKEepPHUTE 32 TPAHCMHCHUBHU WH(EKIMH, MMOCOYEHH B JCHCTBAIOTO
3aKOHOJATEJICTBO, C€ MPABU MPOBEPKA, 3a Ja Ce IapaHTUpPa, Ye ca UICHTU(UIUPAHU JPYTUTE ChbCTABKU
OT ChllaTa €AUHMIA JAapeHa KPbB M CbCTABKUTE, IPOU3BENEHU NpPHU MPEAMUIIHO JapsBaHE Ha KPbB OT
noHopa. JIoKyMeHTalusATa Ha IOHOpa Ce aKTyalIu3upa He3a0aBHO.

6.8.7. B cmydaii ye mageHa kpaiiHa ChCTaBKa HE C€ OCBOOOX/aBa IMOPAAM IMOTCHIMAIHO
Bb3/eHicTBUE BBPXY O€30MacHOCTTAa Ha NAlMEHTHTE, JOKYMEHTalUsATa Ha JIOHOpAa C€ aKTyalu3upa
He3a0aBHO, 3a J1a Ce TapaHTHpa, Y€ JJOHOPHT/UTEe HE MOXKE Ja AapsiBa KPbB B ObJCIIE.

7. CpxpaHeHue U pasnpeseneHue

7.1. Cucrtemara 3a KauyecTBO B TpPaHC()Y3MOHHUS LIEHTHP TapaHTHPa, Y€ KPBbBTa U KPHBHUTE
CbCTaBKH, IIPEIHA3HAYEHH 3a ITPOU3BOJICTBO HA JIEKAPCTBEHU NPOLYKTH, C€ CbXPAHABAT U Pa3NpENesaT
CBIJIACHO U3MCKBAHUATA HA JICHCTBALIUTE HOPMATUBHHU Pa3nopeadu.

7.2. Tlpouenypute 3a CbXpaHEHUE M pasNpelielieHue ce BaJuAMupar, 3a Ja Ce OCUTYpU
KAayecTBOTO Ha KPbBTAa U KPBBHUTE CHCTABKU II0 BPEME Ha LEJIMs MEPUOJ HA CbXPAaHEHUE U Ja ce
U3KJIIOYA CMECBAHE HAa KPBbBHU CBCTABKU. BcHYKM JEHCTBUSA 10 TPAaHCIOPT M CbXPaHEHHE,
BKJTIOYHMTETHO MIPUEMaHe U pa3npeeieHue, Ce ONPEIeNiT Ype3 MICMEHH MPOLEAYPH U CIICHU(PUKAIHH.

7.3. YcnoBusATa 3a ChbXpaHEHHE C€ KOHTPOJUPAT, MOHUTOpUpAT U mpoBepsBat. [locTaBsar ce
MOAXOJAUIM AJapMEHU CHUCTEMHU M C€ MpPOBEpsBAT PEJOBHO. BcHukM NHpOBEpKU c€ JOKYMEHTHPAT.
Omnpenensr ce NoaXOAIIM JEHCTBUS 3a AJADMEHUTE CUCTEMM.

7.4. HannuHa e cucreMa, KOSITO rapaHTHpa OOHOBSIBAHETO Ha Jerara KpbB uUpe3 PEJOBHU U
YeCTH MPOBEPKH 3a KOpeKTHara pabora Ha cuctemara. KpbB U KpBbBHHM ChCTaBKU C M3TEKbBJ CPOK Ha
TOJJHOCT WJIM CPOK HA ChbXPAHEHHE C€ OTIENSAT OT U3IO0JI3BAEMUTE JETIa.

7.5. Ilpenu pasnpeneneHre KPbBHUTE ChbCTABKHU CE IPOBEPSBAT BU3YaIHO.

7.6. ABTOJIO)KHU KPBB U KPBBHU CHCTAaBKH, a CBHIIO U KPBBHHU CHCTABKH, B3€TU M MPOU3BEICHH
3a cieuu(UYHM LEeH, Ce ChbXPaHsABaT OT/AEIHO.

7.7. Boau ce moaxo/sia JOKyMEHTAIHS 32 HATUYHOCTUTE U Pa3peaesICHUETO.

7.8. Bonu ce gokyMeHTaIus 3a pasnpeaeneHrueTo Ha KpbBHU cbheTaBku Mexay LTX, UTX u
OTX, UTX u JITX n mexnay JITX. Tazu noxkymeHTanus Iokas3Ba JaTaTa Ha JIOCTaBKa, YHHUKaJeH
UACHTU(UKAIIMOHEH HOMEpP M MMETO Ha KpbBHATAa CBHCTaBKA, IOJYYEHOTO WM IPEI0CTaBEHO
KOJIMYECTBO, UME U aJIpec Ha JOCTaBUYMKA U MMOTydaTes.

7.9. KonTteiiHepure mopabpkaT IeJOCTTa M TeMIepaTypaTa Ha CbXpaHEHHE Ha KpbBTa U
KPBBHUTE ChCTAaBKH 10 BpEME Ha pasNpeAesIeHUETO U TPAHCIOPTUPAHETO.

7.10. Bepuduxanus Ha TpaHCTIOPTUPAHETO

7.10.1. KppBHUTE CHCTABKH C€ TPAHCIIOPTUPAT B CHOTBETCTBHE C ONPEACICHUTE yCIOBUSI.

7.10.2. BanuaupaHeTo Ha mpolieca Ha TPAHCIIOPTUpPaHE € Bb3MOXHO Jia ce 3aTpyJHH MOpaIu
HAJTMYUETO HA MPOMEHIIMBU (aKTOpH (MIPOIBIKUTEITHOCT HA TPAHCIIOPTHPAHETO, ce30H). HeoOxommmo e
Jla ce U3IOJI3BAT SICHO ompejaereHH MapupyTu. IIpomeHuTe BBB (akTOopuTe Ha cpejpara, KaTo
TEMIIEpaTypa, BIaKHOCT U BaJIEXKH, C€ UMAT MPEIBU] IPU OPraHU3UPAHETO Ha TPAHCIIOPTA.

7.10.3. M3BbpiiBa ce OIEHKAa Ha pHCKa, 3a Jla Ce pasriefa BIMSHUETO Ha MPOMEHIIMBUTE
¢dakTopu mpu TMpoleca Ha TPAHCHOPTHpPAHE, PA3NIUYHU OT Te3u (PAKTOpH, KOUTO Ca MOCTOSHHO
KOHTPOJIMPAaHH WA MOHUTOPUpPaHH (3a0aBsSHUS ITPU TPAHCIIOPTUPAHE, MTOBPEIU HA OXJIAKIAIIUTE 1/HIH
MOHUTOPHUPAIIN YCTPOHCTBA, MOJATIMBOCTTA Ha KPBBHUTE ChCTABKU M BCHUYKH JIPYTH (pakTopH).

7.10.4. Tlopamu oyYakBaHWTE MPOMEHJUBH YCJIOBUS IO BpPEME Ha TPAHCHOPTHPAHETO Ce
U3BBPIIBA MOCTOSIHHO MOHUTOpPUpPAHE U 3allMCBaHE HAa BCUUKHM KPUTUYHH YCJIOBUS Ha OKOJHATa cpena,
Ha KOMTO ca MOJJI0KEHN KPbBHUTE ChCTaBKH.

7.11. BpbiiaHe Ha KpbB M KPbBHU ChCTaBKU B JieMaTa 3a MOBTOPHO €KCIEAUpaHe ce JOIycKa
caMO aKO ca WU3MbJIHEHW BCUYKM M3UCKBAHUSA M NPOLEAYPH, CBBP3aHM C KAuECTBOTO, KaKTO €



MPEIBUJICHO OT TpaHC(HY3UOHHHUS LIEHTHP, 3a /1a C€ TapaHTHpa 1eJI0CTTa Ha KPbBHUTE CHCTABKHU.

7.12. KpbBHUTE CBCTaBKM HE C€ BpbBIIAT B TPAHCPY3UMOHHHUS LEHTHP 3a IOBTOPHO
pasmipenesieHle, OCBEH aKO He ChIIECTBYBa MPOIeAypa 3a BPBIIAHETO HAa KPbBHU CHCTABKHU, KOATO €
perimaMeHTHpaHa ¢ JOTOBOp, M aKO MMa JOKYMEHTHPAHO OKa3aTeJICTBO 3a BCSKa BbPHATa KpPbBHA
CbCTaBKa, Y€ ca CMa3eHu OJ00peHuTEe ycloBHS 3a cbxpaHeHue. [Ipenu moBTOpHO pasmpenerneHue B
INPOTOKOJIIUTE C€ JOKYMEHTHpa, Y€ KpbBHATa ChCTaBKa € Ouila MpOBEpeHa Mpead IOBTOPHOTO
eKCIIeINpaHe.

8. Ynpapnenue Ha BHHIITHU ICHHOCTH

8.1. O6mwM npuHIKTIHA

8.1.1. JleiHOCTH, KOUTO C€ W3BBHPIIBAT OT BHHIIHM OPraHHU3AINH, CE OINPEACTAT B IMHCMEH
JIOTOBOD.

8.1.2. JlefiHOoCcTH, KOMTO CE€ M3BBPIIBAT OT BHHIIHU OPTaHU3AIMHA W MOTAT Ja MOBJIHUSABAT HA
KauyecTBOTO, 0€30MacHOCTTa WM MPUIIOKUMOCTTA HA KPHBHUTE CHhCTAaBKH, Ca OMHCAHU B JIOTOBOpP HIIU
CIIOpa3yMEHHE, BKIIFOUNTEITHO BCUYKU TEXHUYECKH CIIOPa3yMEHUsI, HAlIPaBeHU BHB BPh3Ka C HETO.

8.1.3. Bcuuku BBHIIHM JIOTOBOPEHOCTH 32 B3eMaHe Ha KpbB, MpepadOTKa M HU3CIE/ABAHE,
BKJTIOYMTETHO ¥ BCHUKH MPEIOKEHU TPOMEHH, Ca B CbOTBETCTBUE C IIMCMEHUS JOTOBOP, C MI030BABAHE
Ha celu(pUKAUUTE 32 ChOTBETHUTE KPHBHU CHCTABKH.

8.1.4. OTroBOopHOCTHTE Ha BCSAKA CTpaHa Ce JOKYMEHTHPAT, 3a Jia C€ rapaHTHpa Clla3BaHe Ha
npuHnunure Ha J{obpara npakTuka.

8.1.5. BB310XKHUTENAT MO JOrOBOpa, LEHTHPHT WM CTPYKTypaTa Bb3jara 3a IOAWU3IIBIHECHUE
KOHKpEeTHa JIeHHOCT WM YCIYTH Ha JApyra MHCTUTYIUS M € OTTOBOPEH 3a CHhCTABSIHETO Ha JIOTOBOP,
OTIpEeIeIIAL] 3aIbIDKCHUATA K OTTOBOPHOCTUTE HA BCSKA CTPAHA.

8.1.6. M3nbJHUTENAT MO JOTOBOpa, LEHTHPHT WM CTPYKTypaTa H3MbBIHSABA KOHKpPETHATa
JEWHOCT WM YCIIYTH TIO JOTOBOP 32 JIpYra CTPYKTYpA.

8.2. Bp3noxuTen 1mo J0ropopa

8.2.1. BB37OXHUTENAT MO JOrOBOpa € OTrOBOPEH 3a OICHSIBaHE Ha KOMIIETEHTHOCTTa Ha
U3MBIHUTENS. MO JOrOBOpa 3a YCIEIIHO H3BBPIIBAHE Ha BB3IOKEHATa JEHHOCT M Cla3BaHE Ha
MIPUHITUIATE ¥ HacokuTe 3a JJoOpa mpakTHKa ChIIIacHO yCIOBUATA HA JOTOBOPA.

8.2.2. BB3NMOXHUTENAT MO JOroBOpa MPENOCTaBs Ha W3MBIHUTENS [0 JIOTOBOpa IisjaTa
nHpopManus, Heo0X0AuMa 3a U3BBPIIBAHE HA TOTOBOPHUTE JAEHHOCTH MPABUIIHO U B CHOTBETCTBUE CHC
crenuguKanusaTa U BCAKaKBU IPYTH MPAaBHU U3UCKBAaHUS. BB3MOXKUTENAT MO JOrOBOpa rapaHTHpa, de
M3ITBJIHUTEIIST 110 JIOTOBOPA € HAITBJIHO HAsICHO C BCHYKH MPOOJIEMH, CBBP3aHU C MaTEepHaIH, TPOOH MK
JOTOBOPHH JACHHOCTH, KOUTO MOTAT Ja M3JI0kKAT Ha OMACHOCT MOMEIIEHUsATa, 000pyIBaHETO, IepCoHala
Y IPYTY MaTePUATH WU IPYTH KPBBHU CHCTAaBKH HAa U3ITBJIHUTES 110 JOTOBOPA.

8.2.3. BB3nmoxurensT MO JOroBopa TapaHTHpa, Y€ BCHUKUTE KPbB M KPBbBHH CHCTaBKH,
AQHATTMTHYHHA PE3yJITaTH M MaTepUald, JOCTaBEHHW OT HM3MBIHHUTENS IO JIOTOBOPA, CHOTBETCTBAT Ha
crnienu(puKauUTe U ca 0CBOOOJIEHH CHIVIACHO CHCTEMa 3a KauecTBO, 0JJ00peHa OT OTTOBOPHOTO JIMIIE
WJIH JPYTO YITBIIHOMOIICHO JIHUIIE.

8.3. 3mbauuTen no gorosopa

8.3.1. MI3meaHATENAT 10 IOTOBOpa pasrojiara ¢ IMoAXO/ISIIN TOMEIIeHUs, 000pyIBaHe, 3HAHMSI,
OIMUT ¥ KOMIIETEHTEH NIEPCOHAJ 32 U3BBPIIIBAHE HA JCHHOCTTA, U3UCKaHA OT BH3JIOKHUTEIS IO JOTOBOPA.

8.3.2. MBmpiaHMTENAT 1O [OTOBOpAa TapaHTHpa, Y€ BCHYKA MPOAYKTH, MaTEpHATH HWIIH
pe3ynTaTd OT W3CIeABaHUS, JOCTaBEHHM OT BB3JIOXKUTENS 1O JOroBOpa, ca MOAXOMAIM 32
npeaHa3HaueHaTa uM Iedl.

8.3.3. M3mbaHHATENAT TIO JOTOBOpA HE MPEOCTaBs HAa TPeTa CTpaHa KaKBaTo U Ja € JIEHHOCT,
BB3JIOKEHAa TI0 CHJlaTa Ha TO3M JOroBop, Oe3 TpeaBapuTeNHAaTa OIEHKa H O0J0OpeHHne Ha
CHOpa3yMEHHsITa OT CTpaHa Ha BB3JIOXKHUTENS MO JoroBopa. Cropa3syMeHus, CKIIOYEHH MEXITY
M3ITBJIHUTEIS TI0 JIOTOBOPA U BCSIKA TPETa CTpaHa, rapaHTHpaT, 4e ChOTBETHATA HH(POPMAITUS 3a B3eMaHe
Ha KpbB, MpepadoTKa U U3CJeIBaHe € MPEAOCTaBeHa MO ChIIUS HAYMH, KAKTO MEXIY MbPBOHAYAIHUTE



BB3JIOKUTEN U U3ITBIHUTEN MO JOrOBOpA.

8.3.4. MIBIbIHUTENAT 10 AOrOBOpa HE JOIMYCKa U3BBPIIBAHETO HA JEMHOCTH, KOUTO C€ OTPas3siT
HEOIAaronpHUsITHO BbPXY Ka4eCTBOTO Ha KPHBTA M KPbBHUTE ChCTABKHU, MMOJIYYECHH W/WIIK U3CIICABAHU 32
BB3JI0’KUTEINS 110 I0rOBOPA.

8.4. JloroBop

8.4.1. CpcTaBs ce MUCMEH JIOTOBOP MEXIY BB3JIOKUTEINS MO JOrOBOpa M W3IBJIHUTENS IO
JIOTOBOpa, KOWTO Ompejaensi TEeXHUTEe ChOTBETHU OTTOBOPHOCTH, CBBP3aHU C JOTOBOPHHUTE JEHHOCTH.
Bcunuky 1oroBopeHOCTH 10 B3eéMaHe Ha KPbB, IPepadOTKa U M3CIIECABAHE OTIOBAPST HAa U3UCKBAHHUATA HA
JloGparta mpakTHKa 1 HOPMATUBHUTE U3UCKBAHUS U ca 0JJOOPEHH U OT JIBETE CTPaHHU.

8.4.2. B noroBopa ce moco4sa npoueaypara, BKIOUYATEIHO HEOOXOJUMHUTE U3UCKBAHUS, KOUTO
Ce MPEeIOCTaBAT OT U3MBIHUTENIS MO JIOTOBOpPA, 4Ype3 KOSTO OTTOBOPHOTO JIMIIE WU APYro
YITBIHOMOUICHO JIMIE, OCBOOOXIABallo KPbB W KPBBHU CHCTAaBKH 3a pa3lpeAeiieHHe WIH eTo,
rapaHTHpa, 4e BCsAKa ChCTaBKa € TOJIyueHa H/WiM paslpeseiieHa B ChbOTBETCTBHE C M3MCKBaHHATA 3a
JloOpa mpakTHKa 1 HOPMATUBHUTE U3HCKBAHMU.

8.4.3. JloroBopbT omHcBa KO € OTrOBOPEH 3a 3aKyllyBaHE Ha MaTepHalid, U3CJelBaHE U
0CBOOOXK/IaBaHE HA MaTepHalK, B3eMaHe HA KPbB, KAKTO U 3a MpepaboTKaTa U U3CJIeABaHETO (KOHTPOJIU
0 BpeMe Ha Tporieca). B ciiydail Ha Bb3/1arate 3a moJM3IbIHECHHE Ha U3CIICABAHUS JOTOBOPHT MOCOYBA
JOTOBOPEHOCTHUTE 33 B3eMaHE Ha MPOOH, U3MIBIHUTEIAT IO IOTOBOPA MOJIICKH HAa MHCIIEKIIUU OT CTpaHa
Ha KOMIIETEHTHUTE OPTaHHU.

8.4.4. Tlporokonute 3a mMpepadoTKa W pasnpeiciicHUue, BKIIOYUTEIHO peepeHTHH TpodH, ce
ChXpaHsIBaT OT WK Cca Ha Pa3MOJI0KEHUE HA BH3JIOKUTENS MO AOroBOpa. Bcuuku mpoTOKONIH, CBBP3aHH
C OLIEHKAa Ha Ka4eCTBOTO HA KPHBTA MJIM KPbBHA ChCTABKA B CIIydail Ha OIJIAKBAHMS WM MIPU CbMHEHHE
3a gedekT, ca JOCThIHHM U JAeUHHpPAHH B MPOIEAYPUTE 3a MOBeACHHE NMpU Ae(heKTH/u3TeriasHe ot
ynotpeda OT Bb3JIOXKUTENS 10 JOrOBOpa.

8.4.5. JloroBopbT MO3BOJSIBA HAa BB3IOKUTENS [a HM3BBHPIIBA OJUT HAa CHOPHKEHUATA HaA
U3ITBJIHUTENS 110 JOTOBOPA.

9. HecboTBeTCTBUS U U3TETIISIHE OT yroTpeda

9.1. JleueOHHWTE 3aBEICHHWs, KOWUTO B3E€MaT, MNpepadOTBAT, CHXpaHSBAT, EKCIIEIUpPAT WIIH
IpeauBaT KPbBHU ChCTaBKHU, U3TPAXKAAT CUCTEMA 32 JIOKYMEHTHpPAaHEe HAa HEChOTBETCTBUSA, OTKIOHEHHUS,
OTUIaKBaHUS U U3TETIISIHE OT YroTpeoa.

9.2. HecvoTBeTcTBUATA C€ KIACUPHUIIMPAT KATO:

9.2.1. KpuTHyHH HECHOTBETCTBHS. BCEKH HEIOCTATHK B IMPOIEC WM B MHUCMEHA MpPOIEnypa,
KOITO MpsIKO ce 0Tpa3siBa Ha 6€30MacHOCTTa Ha JJOHOpA UJIH MallUeHTa.

0.2.2. 3HauMTENIHW HECHOTBETCTBUS. CEPHO3HH OTKIOHEHUS W MPONYCKA B TPOIEC HIH
MUCMEHa Mpoleaypa, KOUTO caMU Mo cebe CH He 3acAraT JUPEKTHO Oe30MacHOCTTa Ha JIOHOpa WM
TAIMEHTa.

9.2.3. Ipyru chliecTBEHU HECHOTBETCTBUSA: HEAJEKBATHOCTH B €JHA CHCTEMa WM MPOLEC WK
JUIca Ha JOCTaTbuyHO HHGpOpManus, 3a Aa ce KilacupuuupaT Te€ KaTo KPUTUYHU WIM CEPUO3HU
HEChOTBETCTBUS.

9.2.4. KomOnHamsi OT HSAKOJIKO "Ipyru’” ChIIECTBEHW HECHOTBETCTBHSI, HUKOE OT KOMTO CaMO
1o cebe CH He € OCHOBHO WJIM KPUTUYHO, HO 3a€THO Ca OCHOBHH MJIM KPUTHYHHU.

9.3. OTkITOHCHHS

9.3.1. KppBHM CBCTaBKHM, KOHTO C€ OTKIOHSABAaT OT 3aJbIDKUTEIHUTE CTaHJIApTH, Ce
0CBOOOYKIaBaT 3a MPEJIMBAHE CaMO MPH U3KIIOYUTETHU 00CTOSTENICTBA U C IOKYMEHTUPAHOTO ChIJIacHe
Ha MpeANUCBaIlKs JIEKap U JIeKap OT TpaHC(y3UOHHUS LIEHTDP.

9.3.2. Omnpenens ce mporeaypa 3a OCBOOOXTABAaHETO Ha HECTAHIAPTHU KPBB M KPBBHU
CbCTaBKM CBIJIACHO IUIAHUpPAaHA CHCTEMa 3a HECHOTBETCTBUA. PelleHuneTo 3a ocBOOOKIaBaHETO ce
JOKYMEHTHUPA U pa3peliaBa OT ONpeAesIeHO JUIE U Ce TapaHTHpa MPOCIeaIeMOCTTa.

9.3.3. HanuuHu ca cucTeMu, KOMTO TrapaHTHpaT, Y€ OTKJIOHEHHUATA, HEeXKEJaHUTE MHIIUICHTH,



HE)KEJIAHNUTE PeakLUU U HEChOTBETCTBUATA Ca JTOKYMEHTHPAHH, BHUMATEIHO MPOYYEHU 3a NMPUUUHHUTE
3a BCEKH J1e(DeKT U MOCIEeIBaHU OT MpHJIaraHe Ha KOPEKTUBHU JICHCTBHS, 32 J1a ce n30erHe MOBTOPEHHE.

9.3.4. Cucremara 3a KopekTuBHH U mnpeBantuBHU aciictBus (CAPAS) rapanTtupa, ue
CBIIECTBYBAILIOTO HECHOTBETCTBHE WJIHM NMPOOJIEMH C KauyeCTBOTO HA CHCTABKUTE Ca KOPUTHPAHU H €
IIPEJOTBPATEHO TOBTOPEHUE Ha Ipobema.

9.3.5. OTKJIOHEHHS OT YCTAaHOBEHUTE MPOLEAYPU C€ TOKYMEHTHpAaT W OOsCHsBAaT. Bcuuku
IpEIIKH, MHIMJCHTH WM 3HAYUTEITHU OTKJIOHEHUS, KOUTO MOBJIMSIBAT HAa KAYECTBOTO U OE30M1aCHOCTTA
Ha KpPbBTAa M KPBBHUTE CHCTAaBKH, Ca MOAPOOHO OMHMCAHU M IMPOYUYCHH, 3a Ja c€ WACHTU(HIHUpAT
CHUCTeMaTUYHU NpoOJeMH, KOUTO M3HMCKBAT KOPEKTHBHM nedcTBHs. Omnpenenar ce U ce npuiarar
MOJIXOASAIIN KOPEKTUBHU U MIPEBAHTUBHU JICHCTBH.

9.3.6. IIpoyuBaHusTa, CBBP3aHM CbC CEPUO3HM HEAOCTATHLM, 3HAUUTEIHU OTKJIOHEHUS U
Cepuo3HH Jae(eKTH B CHCTAaBKUTE, BKIIOYBAT OLIEHKA Ha BB3JCHCTBHETO BBPXY CBHCTaBKaTa,
BKJIIOYMTEIHO IIperjel W OLEHKAa Ha ChOTBETHaTa pa0OTHAa JOKyMEHTAlMs, KAaKTO M OLEHKa Ha
OTKJIOHEHMSI OT OIPEAEICHUTE MIPOLETYPH.

9.3.7. HanuuHu ca npoueaypH 3a CBOEBPEMEHHO yBEIOMSBAHE Ha OTTOBOPHOTO PBKOBOJCTBO
32 HEJOCTATHIM, OTKIIOHCHHS WJIM HECHOTBETCTBUS C HOPMATHBHHUTE M3UCKBaHHS (B KOMCHTapu H
OTrOBOPH BBB BPB3Ka C MHCIICKIMU OT PETyJIaTOPHH OpraHu), 1e()eKTH B ChCTABKH MM HMPOAYKTH WU
IPELIKK TNPH HW3CICABAHE M CBBP3AHUTE C TIX JCHCTBUS (OIUIAKBAaHUS, CBBbP3aHM C KAdyeCTBOTO,
U3TErJSIHUS OT YHoTpeOa, AeHCTBHS Ha peryiaTOpHUs OpraH  Jp.).

9.3.8. PBKOBOACTBOTO W OTTOBOPHOTO JIHMIIE C€ YBEIOMSIBAT 3a CEPUO3HH HEIOCTAThIH,
3HAYUTEIHU OTKJIOHEHUS U CEpUO3HM Je(EeKTH B CHCTABKUTE HJIM HPOAYKTHTE U CE€ MPEAOCTABST
MOJIXOJIALIN PECYPCH 32 CBOEBPEMEHHOTO UM pa3pelllaBaHe.

9.3.9. U3pbpmBa ce pemoBeH Mperje] Ha BCUYKM 3HAUUTEIHU OTKJIOHEHMS WIIH
HECHOTBETCTBUS, BKIIIOUUTEITHO CBBP3aHUTE C TAX MPOYYBAHUS, 32 JIa CE MOTBHPAU €PEKTHBHOCTTA HA
IpEANpUeTUTe KOPEKTUBHY U IIPEBAHTUBHU JACHCTBUSL.

9.4. OmnakBanus

9.4.1. Bcuuku omiakBaHUs M Ipyra HH(GOpMaIMsl, BKIFOUUTEIHO CEPUO3HH HEXeNaHU peaKuu
U CEpUO3HHU HEXEJIaHW MHIMJIEHTH, KOUTO JaBaT OCHOBAaHUE Jla CE MPEIIOJIOXKHU, Y€ ca eKCHeAUpaHu
ne(GeKTHH KPbBHU CBhCTAaBKM, C€ JOKYMEHTHpAT, Mpoy4Bar ce 3a (akTOpUTe, KOUTO ca T'M MPUUYUHMIIH,
U3TEMNIAT ce OT ynoTpeba M ce mpujaraT KOpPeKTHUBHHU JEWCTBHSA, 3a Ja ce H30erHaT MOBTOPEHUS.
Hanuynau ca mpoueaypu, KOUTO TapaHTUPAT, Y€ KOMIIETEHTHUTE OpPTraHU ca yBEJIOMEHHU HaIJIeKHO 3a
CEepHUO3HU HEXEJIaHW pEeaKIUu WIM CEPUO3HH HEKEJTaHW WHIMJIEHTH CbHIJIACHO HOPMAaTHUBHUTE
M3HCKBAHUS.

9.4.2. TlocouBa ce nuIle, KOETO J1a OTrOBaps 3a pasriIekJaaHe Ha OIUIAKBAHHATA U KOETO Ja
B3€Ma pelIeHue 3a npeanpueTuTe Mepku. ToBa juie pasnosara ¢ J0CTaTbuyeH MOMOIIEH epcoHal. AKO
TOBA JIMIIE HE € OTTOBOPHOTO JIMIE, TOraBa OTTOBOPHOTO JIMIIE CE€ YBEIOMSBA 3a BCSKO OIUIAKBAHE,
NpOyYBaHE WM U3TETJIsTHE OT yrnoTpeoa.

9.4.3. Axo ce oTKpHe WM ce Toj03upa Ae(eKT B KPbBHA ChCTaBKa WIIM TPEIIKa B U3CIIE/IBaHE,
ce MpoBepsIBaT CBbP3aHUTE KPBB U KPbBHU CHCTABKH, 32 J1a C€ ONPEAEH Jalli T€ ChIIO Ca 3aCerHaTu.

9.4.4. Bcuuku pemieHdss W TPEANPHETH MEPKH, KOUTO ca B PE3yiTaT OT OIUIaKBaHE, Ce
IOKyMeHTupart. I[IpoTokonuTe OT OMIaKBaHMs Ce MPETJIekAaT PEJOBHO C OIJIe/l YCTAaHOBSIBAaHE HA JaHHU
3a cHnenu(pHUYHMA WM MOBTapsIyd ce MpoOJieMH M BB3MOXKHOCT 3a M3TEIVIIHE OT ynoTpeba Ha Beue
pasnpezeneHd KpbB U KPbBHU ChCTABKH.

9.4.5. KomnereHTHuTE OpraHu ce WHPOPMHpAT B CIydail Ha OIUIAKBAHWUS, MPOUZTUYAILIN OT
Bb3MOKHA Je(eKTHa NpepadoTKa, BIOIIABAaHE HA KAayeCTBOTO Ha ChCTAaBKAa WU JIPYTd CEPUO3HU
po0OJieMH Ha Ka4eCTBOTO, BKIIFOUHUTEIHO OTKPHBaHEe Ha Qanmupuupase.

9.5. Usternane ot ynorpeda

9.5.1. BbB Bcekn TpaHC(Py3MOHEH IIEHTHP HMa I[IEPCOHAT, OTOPU3WPAH Ja OICHSBA
HE00X0MMOCTTa OT M3TErNsSHUS OT ymoTpeba Ha KpbB UM KpbBHA ChCTaBKa M Ja NpeArpHeMa U



KOOpJAWHUPA HEOOXOTUMHUTE JICHCTBHSI.

9.5.2. Hammyna e mporenypa 3a H3TErNISHE OT yNOTpeda, BKIIOUMTETHO OINMCAaHHE Ha
OTTOBOPHOCTUTE M JCHCTBUATA, KOUTO C€ MpeanpueMar. Ts BKIOYBA M YBEIOMSIBAHETO Ha
KOMITETCHTHHUTE OPTaHH.

9.5.3. [lepuoanvHo ce mpeanpuemMar ISHCTBUS 3a MPOCIEAsSBaHEe HA BCHYKHU, TIPOU3BEICHH OT
€IIHO JlapsiBaHE KPBBHU CHCTABKHM U KBJCTO € MPUIIOKUMO, ce BKIOUBA oOpaTHO mpocieasBane (look
back). LlenTa Ha TOBa mpoy4yBaHE € Ja Ce MIACHTU(HIMpPA BCEKH TOHOP, KOWTO MOpaau HIKaKBa
KOHCTaTUpaHa NPUYMHA MOXKE Ja MPEAN3BHKA CICAKPBHBONPEIMBHA peakuus. M3TerasaT ce HaauyHUTe
KPbBHH CBCTaBKM OT TO3W JIOHOpP, KaTo C€ YBEJAOMSBAT JICUCOHUTE 3aBEACHUSA-TIONYYATeId H
PELMITMEHTUTE Ha KPBBHUTE CHCTABKH, B3€TH OT CHIIHS TOHOP, B CIy4ail 4e ca U3JI0’)KEHH Ha PUCK.

9.5.4. JleticTBHsATa 1O M3TETIISTHE OT YIOTpeOa 3amoyBar He3a0aBHO U O BCSAKO BpeMme. B Hsakon
cllyyal MMa HEOOXOJMMOCT OT 3alloyBaHE Ha OINEpalud MO M3TEVIIHE C OrJiea IMpeAna3BaHe Ha
OOIIIECTBEHOTO 3/IpaBe MPE YCTAaHOBSIBAHETO Ha OCHOBHUTE NPUYHHU U ITBJIHUS pa3Mep Ha JedeKTa B
Ka4ecTBOTO.

9.5.5. Jlunara, oTopH3WpaHH Ja 3allOYHAT M KOOPJUHHPAT JCHUCTBHS MO H3TCIVISIHE OT
yrmoTpeba, ca HE3aBUCHUMH OT YIPABICHHUETO B PAMKUTE HA OpraHM3aluara. AKO T€ HE BKIIOYBAT
PBKOBOJICTBOTO M OTTOBOPHOTO JIHIlEe (TpaHC(Y3UOHEH LEHTHP), MOCICTHUTE CE YBEIOMSABAT 3a BCSAKA
JEWHOCT 1O U3TETIISTHE OT yroTpeoda.

9.5.6. KpbBHU ChCTaBKU WM MPOIYKTH, KOUTO ca U3TETJICHH OT ynoTpebda, ce uaeHTuduupar
U ChXpaHSIBAT OTJIEITHO.

9.5.7. JluHamukaTa Ha TMpolleca Ha HU3TErJSTHE OT ymoTpeda ce 3alucBa W CE HU3JaBa
OKOHYATEJICH JIOKJIAJ], BKIIFOYMTEIHO CHIIOCTABSHETO HA JIOCTABEHUTE W BHPHATHUTE KOJMYECTBA KPBB U
KPBHBHH ChCTABKH WJIA TIPOIYKTH.

9.5.8. EdpekTBHOCTTA HA TOTOBOPEHOCTHUTE 33 U3TETIITHUS OT YIOTpeOa ce OLEHsIBa PEIOBHO.

9.6. OTcTpaHsiBaHEe Ha OTKJIIOHCHUSATA, KOPEKTUBHU M ITPCBAHTUBHU JICHCTBHUS

9.6.1. Hanmnyna e cucrema 3a KOPEKTHBHH U TIPEBAHTHBHU JCHCTBUS 32 BCSIKA KPbBHA ChCTABKA,
KOSITO HE OTTOBapsl HA U3UCKBAHUATA, KAKTO U 32 BCHUKU IPOOJIEMH OTHOCHO KaueCTBOTO.

9.6.2. JlanHuTE ce aHANIM3HMpAT PYTHHHO C IIe71 OTKPUBAaHE HA MPOOJIEeMH OTHOCHO KayeCcTBOTO,
KOUTO HW3HUCKBAT KOPEKTHUBHU JIEHCTBUS, UJIU 32 OTKpPUBAHE HA HEONArompUSATHU TEHICHIIMH, KOUTO
W3HUCKBAT MPEBAHTUBHU JICHCTBUSI.

9.6.3. Bcuuku rpemiku W WHIMAEGHTH C€ JOKYMEHTHUpPAT U TMpOy4BaT, 3a Ja C€ OTKPUST
poOJIeMHTE B CHCTEMATa, KOUTO C€ HYXKIASAT OT MIPOMSHA.

9.6.4. OtkJIOHEHHTA, KOWTO TMOBIUSBAT Ha KadecTBOTO, C€ MPOydYBaT, a MPOYYBAHETO U
HETOBUTE 3aKJITIOUEHUS Ce JOKYMEHTHUPAT, BKIIOYUTEITHO BCUYKH JIeTailim. BanuaHocTTa 1 00XBaThT Ha
BCHUYKH JTOKJTA/IBaHU JIe()eKTU HAa KAaUeCTBOTO CE OIEHSIBAT B CHOTBETCTBHE C MPUHIIUIIUTE HA OIICHKA Ha
pHICKa, 3a Jla ce TMOAKPEMSAT PEHICHUsATa OTHOCHO CTETeHTa Ha NMpOydYBaHE W MPEANPHETH JEHCTBUS.
Koraro e nienecb00pa3Ho, KOpEeKTUBHHUTE JAEHCTBUS ce MpeanpuemMar mpeay pasinpeaesieHueTo Ha KPbB U
KPBBHH CBCTaBKM WJIM OTYHTAHE Ha pe3yiarara oOT wu3cienaBaHero. OTdynta ce W BB3MOKHOTO
BB3/ICHCTBHE HA U3TOUYHUKA HAa OTKJIOHEHUETO BbPXY JAPYTU CHCTABKU WJIM PE3YNITATH U C€ peanpueMar
MIPEBaHTUBHHU JICHCTBHS, 32 J1a C€ eTMMIHAPA OCHOBHATA NMPUYMHA 32 OTKJIOHEHHETO C TIeT U30sTBaHe Ha
MTOBTOPEHUSI.

9.6.5. [IpoyuBaHusITa BKIIOYBAT MPETIIC HA MPEAUIITHA TOKIAJIA WA BCSIKA JApyra ChOTBETHA
nH(pOpMaIKA 32 BCEKHU MPHU3HAK 32 CreNu(DUYHN WM MOBTAPAIIN € MPOOIeMH, H3UCKBAII POMEHU B
3aKOHOJATENCTBOTO. [IporecuTe M CHOTBETHUTE NAHHH C€ MOHHTOPHpAT C OTJIeHA TMpearpueMaHe Ha
MPEBAaHTUBHU JIEUCTBUSA, 3a Jla C€ HM30EerHaT MOTEHIMATHH OTKJIOHEHHWs, BB3HHUKBAIIM B OBbIelle.
M3mon3Bar ce CTaTUCTHYECKH WK APy MHCTPYMEHTH 32 OIlEHKa M MOHUTOPUPAaHE Ha B3MOKHOCTHUTE
Ha mpoliecute. B paHHUTE eTany Ha MPOyYBaHE HE BUHATM MMa KOHKpeTHa WH(OpMAIUs 3a eCTECTBOTO
u oOxBarta Ha JedeKTa B Ka4yecTBOTO, MPOIECHTE HAa B3EMaHE Ha pEIICHUs TapaHTHpaT, Y€ ca B3ETH
MOAXOISAIIN MEPKH 32 OTpaHUYaBaHE HA PUCKA B MOAXO/ISI MOMEHT MO BpeMe Ha TaKUBA MPOYYBAHUSI.



9.6.6. [1o Bpeme Ha MpOyYBAaHETO HA OTKIOHEHHS CE M3BBHPIIBA padOTa ¢ MOAXO/ISIIO HUBO HA
aHaJIM3 3a OCHOBHUTE NpPUYMHU. B ciydyamrte, KOraro OCHOBHAaTa NpUYMHA HE € YCTAaHOBEHA, ce
00CBHXKaT Hail-BepOsATHUTE OCHOBHHM IPUYMHU U CE B3eMaT chOTBeTHUTE Mepku. Koraro ce monosupa
WIA YCTAaHOBHU YOBEIIKA I'peIlKa KaTo MPUYHMHA 32 OTKIIOHEHUETO, TOBA € O(pUIIMAIIHO OTBBPIACHO U CE
rojlaraT yCHJIMsl, 3a Jja Ce FapaHTupa, 4ye He ca MIPeHeOperHaTH Ipeliky B IPOLECUTe, MPOLEeypHH WIIN
CHCTEMHH T'PEIIKH MJIH MPOOJIEMH, aKO ChIIECTBYBAT TAKHBA.

9.6.7. PemenusiTa, KOUTO ca B3€TH 10 BpEME Ha U Cliel IPOYYBAHUATA, OTpa3siBaT HUBOTO Ha
pHUCKa, IBJDKAILO CE HAa OTKJIIOHEHUETO, KAKTO M CEPUO3HOCTTA HA BCSAKO HECHOTBETCTBUE 110 OTHOLIEHUE
Ha M3MCKBaHMATA Ha clielU(pUKalMUTE Ha KpbBHATA cheTaBKa wiu JloOpara npaktuka. Takupa pemeHus
ce B3eMaT CBOEBPEMEHHO, 32 Ja C€ TapaHTUpa, 4€ ce MOJabpka 0e30macHOCTTa Ha MAlUEHTHTE IO
HA4uH, KOUTO € CbU3MEPUM C HUBOTO Ha PUCKA, ABJDKAILO C€ Ha TE3U MpoOIeMHu.

9.6.8. Karo yact oT nmepuoJWYHUTE TpErJield Ha CUCTeMaTa 3a KauecTBO Ce MPaBH OICHKA 3a
TOBa, JAJM Jla c€ IpelnpuemMaT KOPEKTUBHU M NPEBAHTUBHU JIEHCTBMSI, WIM NOBTOPHO BaJMJUpAHE.
[IpuunHMTE 3a TE3M KOPEKTUBHU JEHCTBUS ce JoKyMeHTHpar. ChIIacyBaHUTE KOPEKTHBHU H
IIPEBAHTUBHHU JIEHCTBUSA C€ U3BBPIIBAT CBOEBPEMEHHO U e(hekTuBHO. HanmuHu ca npoueaypu 3a TEKyLo
yIpaBJICHUE W TIPerie] Ha Te3W NEHCTBHS, a eEeKTHBHOCTTA HA TE3W NMPOLEAYPU ce BepuUHUIUpa IO
BpeME Ha CAaMOUHCIEKIUH.

10. CamouHCIEKIHS, OUTH U IOJOOPEHUS

10.1. HanuuHa e cucreMa 3a CAMOMHCHEKIMH WJIM OJUTH Ha BCUYKU €JIEMEHTH OT JeHHOCTHUTE,
3a 7a ce Bepu(uuIupa CHOTBETCTBHETO ChC CTaHAApPTHUTE. Te ce M3BBPIIBAT PEJOBHO OT OOyYEHH U
KOMIIETEHTHH JIMLIA 110 HE3aBUCUM HauuH U CBIJIACHO 0100pEHU IPOLETYPH.

10.2. Beuuku pe3yaratd ce JOKYMEHTHPAT U ce MPEANpPHEMaT CBOEBPEMEHHH U eQEeKTHBHU
KOPEKTHUBHU U IIPEBAHTUBHU JICHCTBUS.

10.3. ITX, OTX u JITX u3rpaxaar cuctema 3a MOCTOSTHHO TOJ00psIBaHE HA KAYECTBOTO.

11. MOHUTOPUHT U KOHTPOJ Ha KaYeCTBOTO

11.1. MOHUTOPUHT Ha KaYECTBOTO

11.1.1. Kpurepuure 3a IpueMaHe CE€ OCHOBAaBaT Ha OIpeEACNieHa creru@uKaus 3a BCsIKa
eIMHUIIA JapeHa KPbB ¥ KPhbBHA ChCTABKA.

11.2. KayecTBeH KOHTPOII

11.2.1. Bcuuku npoueaypy Ha Ka4eCTBEHHS KOHTPOJ C€ BATUAMPAT MPEIN H3MOI3BAHETO HM.

11.2.2. Pe3ynTatuTe OT U3CIIEABAHUATA HA KAYECTBEHUS] KOHTPOJI CE€ OLIEHSIBAT MOCTOSIHHO U Ce
IpeanpuemMar CThIIKA 32 KOPUTHPaHe Ha ChOTBETHUTE MPOIIETypPH WK 000pyIBaHe, ako € HE0OX0IUMO.

11.2.3. HanmuyHu ca cTaHZapTHU ONEPAaTHUBHM NPOLEIYypH 3a KadeCTBEHUS KOHTPOJ Ha
KPBBHHUTE CHCTaBKH. Bamuanmpa ce BCEKH aHAJIMTHYCH METOJ, MOJXOMAI] 3a JaBaHEe Ha HCKaHaTa
uHpopMalus.

11.2.4. KayecTBeHUST KOHTPOJ Ha KPHBTA U KPHBHUTE CHCTABKH CE U3BBPIIBA CHIITACHO TUIAH
3a B3eMaHe Ha poOu, U3rpaJieH Taka, ye Jia MpelocTaBs UCKaHaTa HHPpOpMaLus.

11.2.5. U3cneaBaHeTo ce M3BHPINBA CHITIACHO HHCTPYKIIMUTE, IPETIOPHYAHH OT IPOU3BOTUTEIS
Ha pearcHTH U/uiau HabopH 3a M3CieBaHe.

11.2.6. M3mbJIHEHHETO Ha TPOIIETYPHUTE 32 U3CIIEBAaHE PEAOBHO CE TPOBEPsBa Upe3 ydacThe B
ounmanHa cuctemMa 3a BhHIIIHA OL[EHKAa Ha Ka4eCTBOTO.

11.2.7. TIpoTOKOIUTE OT MPOLIEAYPUTE HA KAUECTBEHHUS KOHTPOJI BKIIOYBAT UICHTU(UKAIIUS HA
JIMIIaTa, U3BBPILIBAIIM W3CIECIBAHUATA MU TpoleaypuTe. BcHUku mpeanpueTn KOPEeKTUBHH JECHCTBHS
ce JoKyMeHTupar. [Ipu KOpeKIuu Ha MPOTOKOJNTE OPUTHHATHUTE 3allUCH HE Ce 3aIM4yaBar, a OCTaBaT
YETIIMBH.

Pasznen VII
[IpaBa Ha JOHOpWUTE W TANWEHTUTE M 3allWTa HA MEIUIMHCKATE W HEMEAWIIMHCKUTE
CHELUAIUCTH



1. IlpaBa Ha noHOpUTE

Bceku nqonop uma npaBo:

1.1. Ha paBHOMIOCTABEHOCT MO OTHOIIICHUE Ha T0JI, COIIMAITHO MOJIOKESHHE, BEPOU3IIOBEIaHNE;

1.2. na monyun mHpopMalus 3a mpoleaypara 1mo B3eMaHe Ha KPbB WJIM KPbBHU ChCTaBKH, 32
(U3HONOTHYHUTE MPOMEHH, KOMTO HACTBHIIBAT B OpraHuW3Ma BCIICICTBHE Ha TOBA, 32 MEPKUTE 3a
0€30IacHOCT M 3a TMOTCHIIMAIHHUTE PHUCKOBe, cbriacHo pasaen IV, 1. |. M3uckBanus 3a moadop Ha
JIOHOPH Y B3€MaHE Ha KPbB;

1.3. na monyun nHpOpMAIUS 3a 3APABOCIOBHOTO CH ChCTOSHHE, YCTAHOBEHO TP Tperjeaa, u
3a pe3yNTaTUTE OT U3BLPIICHUTE TA00OPATOPHH U3CIICABAHHS,

14, na ocChImIECTBH JIMYEH KOHTAaKT C PBKOBOAUTENIS Ha CKWIIAa 32 KPHBOB3EMAaHE IpHU
MOBEpHUTETHA 00CTAaHOBKA,

15. na Obae mox HaOMIOIEHHME W Ja C€ IojaraT TPYKM 3a HEro Mpe3 IIOTO BpeMe Ha
B3EMaHETO Ha KPBB U CJIe]] HETO JI0 YCTAHOBSBAHE HA yJIOBJICTBOPUTEIHO CHCTOSHUE,

1.6. na momy4u cHBET 3a TPUIKUTE 32 MICTOTO Ha (1e00TOMUSATA,

1.7. na mony4m yka3aHwus 3a MIOBEJCHUETO CH B CIICABAIINTE 3 THH,

1.8. na mony4n MOAKPENUTETHO TOHU3HUpAIIlA XPpaHa Clie]] KpbBOB3EMaHe.

2. Bceku manueHT, KOHTO OTroBapsi Ha MHIMKAIIMUATE 3a BKIIFOUBAHE B MHIMBHIyalHA IIporpama
3a aBTOXEMOTpaHC(y3usi, IMa PaBO 1A MOIy4r HHPOpMAIUs 34!

2.1. mponenyparta 1o B3eMaHe Ha KPbB MM KPbBHU ChCTaBKH, 32 IPOMEHUTE, KOUTO HACTHIIBAT
B OpPraHM3Ma BCJICJICTBHE Ha TOBA, 32 MEPKHUTE 3a 0E30IIaCHOCT M 32 MOTCHIMATHUTE PUCKOBE CHIIIACHO
pasznen IV, 1. | - u3uckBanus 3a mogd0Op Ha JTIOHOPU U B3eMaHe Ha KPbB;

2.2. M3M0N3BaHUTE MTPOTOKOJIM MIPU aBTOXEMOTpaHchy3us,

2.3. 3a mpeAMMCTBaTa HAa AaBTOXEMOTPAHCPY3HSITA;

2.4. 3a pe3ynTaTUTE OT MPOBEICHUTE HM3CJICIBAHUS HA B3€TaTa OT HEro CIUHUIA KPHB WIH
KPBbBHH ChCTABKH;

2.5. XIMHWUYHOTO My CBCTOSHHE, KOETO TIO3BOJIsIBA Jla ydYacTBa B IIporpaMara 3a
aBTOXEeMOTpaHCy3us,

2.6. 1a oTKaKe BKIIOYBAHE B MHIMBHIyalTHA TIpOTpama 3a aBTOXEMOTPaHCPY3HsI.

3. Bcexu penunueHT uMa mpaso:

3.1. Ha paBHOMOCTAaBEHOCT 110 OTHOUIEHUE Ha MOJI, COLIMATHO MOJI0KEHUE, BEPOU3IIOBEIaHHE;

3.2. ma mony4yu wHQpOPMAIIUS OT JICKYBaIHs JIeKap:

3.2.1. 32 npUYMHHUTE, KOUTO HajlaraT NMpejiuBaHe Ha KPbB U KPbBHU ChCTABKY,

3.2.2. 3a mienta Ha IPEIMBAHETO U OYAKBAHUS PE3YIITaT,

3.2.3. 3a CBITHOCTTA Ha MpoLeaypaTa "KpbBOIpeIuBaHe";

3.24. 3a BB3MOXXHUTE HEXKEITAHW pEAKIUH ¥ TOTEHIMATHUTE PHUCKOBE, CBBP3aHH C
NPEIMBAHETO HA KPBB U KPBBHU ChCTABKH,

3.2.5. 3a ChIIECTBYBAIIUTE AITCPHATHBH;

3.3. 1a OTKa)ke KPHBOIPEIUBAHE;

3.4. na Obne mox HaAOMIOJCHWE W Jla CE TojlaraT TPIDKU 3a HEro Npe3 IUIOTO BpeMe Ha
KPBBOIIPETMBAHETO U CJIEJ HETO J0 YCTAHOBSIBAaHE Ha yJOBJIETBOPUTEIHO CHCTOSHHUE, KOHCTATUPAHO OT
JIeKyBaIIHs JeKap.

4. 3anuta Ha MEIULMHCKUTE U HEMEIUIIMHCKUTE CIICLIUAITUCTH

Beuuku cnyxkurenu, padoren B jeueOHUTE 3aBefeHus, u3nbiaHsaBamu aenocta mo 3KKK,
MMart MpaBo Ha!

4.1. obyuyeHue u kBaTU(pUKAIKS, TOCTHII A0 HAYYHO-TEXHUUYECKUTE TTOCTHKCHHUS,



4.2. eTUYHN B3aUMOOTHOIIIEHHNS

4.3. 3ama3BaHe Ha YOBEIIKOTO JOCTOWHCTBO M MPO(ECHOHATHOTO MHEHHUE,

4.4. 6e3onacHU, XUTUCHHU U 3/IpaBOCIIOBHU YCIIOBHUS HA TPYII,

4.5. cipaBeyIMBa OLIEHKA Ha Pe3yJITaTUTE OT U3BbPIICHATa JIEHHOCT,

4.6. yuactre B ChOOIIICHHMSI, aHAJIM3HM U MyOJIMKAIIMKA HA PE3YJITATUTE OT JACHHOCTTA;

4.7. napopmanus ¥ OOydeHHE IO CHEIHATHOCTTa ''TpaHcy3HOHHA XEMaToJIOTUS U IO
PO UITHY CIICIIUAITHOCTH, CBBP3aHU ¢ TpaHC(HY3HOHHATA XeMaTOJIOTHS;

4.8. Ha MOTHUBHpaH OTKa3 3a W3BBHPIIBAHEC HA W3CICABAHUS W MAHUMNYJIAIWH BBPXY
HETIOAXO SN WJIM HETOTHH OMOJIOTHYHH MaTepUaIu.

[Tpunoxxenne Ne 2 KbM 4YJICH €IUHCTBEH, ai. 1, T. 2

(Homo - 1B, 6p. 35 oT 2018 1.)

KpbBen 06em Ha KpbBOAApUTETH

Tabnuua 1

KpbBen obem mpu sxern B Ml, usuncnen cvriaacuo ICSH dopmymna. Tersmoro u BHCOYMHATA,

CHOTBETCTBAIIM HA MUHHUMAJIHHTE MOMycTUMH KpbBHH oOemu ot 3233 ml, 3400 ml u 3567 ml, ca
0TOEJISI3aHU B CUBO

Kr 50 51 52 53 54 55 56 57 58 59
145 cm 3141 3167 3193 3219 |3244 3269 3294 3319 3343 3367
146 cm 3157 3183 3209 |3235 3260 3285 3310 3335 3359 3384
147 cm 3172 3199 3225 |3251 3276 3301 3327 3351 3376 3400
148 cm 3187 3214 (3240 3266 3292 3318 3343 3368 3392 (3417
149 cm 3203 3230 |3256 3282 3308 3334 3359 3384 |3409 3433
150 cm 3218 |3245 3272 3298 3324 3350 3375 3400 |3425 3450
151 cm |3234 3261 3287 3314 3340 3366 3391 |[3416 3441 3466
152 cm 3249 3276 3303 3329 3356 3381 |3407 3433 3458 3483
153 cm 3264 3291 3318 3345 3371 3397 |[3423 3449 3474 3499
154 cm 3279 3307 3334 3361 3387 |3413 3439 3465 3490 3515
155 cm 3295 3322 3349 3376 |3413 3429 3455 3481 3506 3532
156 cm 3310 3337 3365 3392 |3418 3445 3471 3497 3523 3548
157 cm 3325 3353 3380 |3407 3434 3461 3487 3513 3539 3564
158 cm 3340 3368 3396 |3423 3450 3476 3503 3529 3555 |3581
159 cm 3355 3383 |3411 3438 3465 3492 3519 3545 |3571 3597
160 cm 3370 3399 |3426 3454 3481 3508 3535 3561 |[3587 3613
161 cm 3385 |3414 3442 3469 3497 3524 3550 |[3577 3603 3629
162 cm 3400 |3429 3457 3485 3512 3539 3566 |3593 3619 3645
163 cm [3416 3444 3472 3500 3528 3555 |3582 3609 3635 3661
164 cm 3430 3459 3487 3515 3543 |3571 3598 3625 3651 3677
165 cm 3445 3474 3503 3531 3559 |3586 3613 3640 3667 3693




166 cm 3460 3489 3518 3546 (3574 3602 3629 3656 3683 3709
167 cm 3475 3504 3533 3561 |3589 3617 3645 3672 3699 3726
168 cm 3490 3519 3548 |[3577 3605 3633 3660 3688 3715 3741
169 cm 3505 3534 3563 |3592 3620 3648 3676 3703 3731 3757
170 cm 3520 3549 (3578 3607 3636 3664 3692 3719 3746 3773
171 cm 3535 3564 |3593 3622 3651 3679 3707 3735 3762 3789
172 cm 3550 |3579 3608 3637 3666 3695 3723 3750 3778 3805
173 cm 3564 |3594 3624 3653 3681 3710 3738 3766 3794 3821
174 cm |3579 3609 3638 3668 3697 3725 3754 3782 3809 3837
175 cm 3594 3624 3653 3683 3712 3741 3769 3797 3825 3853
176 cm 3608 3639 3668 3698 3727 3756 3784 3813 3841 3868
177 cm 3623 3653 3683 3713 3742 3771 3800 3828 3856 3884
178 cm 3638 3668 3698 3728 3757 3786 3815 3844 3872 3900
179 cm 3652 3683 3713 3743 3772 3802 3831 3859 3887 3916
180 cm 3667 3698 3728 3758 3788 3817 3846 3875 3903 3931
181 cwm 3682 3712 3743 3773 3803 3832 3861 3890 3919 3947
182 cm 3696 3727 3758 3788 3818 3847 3877 3905 3934 3962
183 cm 3711 3742 3772 3803 3833 3862 3892 3921 3950 3978
184 cm 3725 3756 3787 3818 3848 3878 3907 3936 3965 3994
185 cm 3740 3771 3802 3832 3863 3893 3922 3952 3981 4009
Kr 60 61 62 63 64 65 66 67 68 69
145 cm 3391 |3414 3438 3461 3484 3507 3529 3552 |3574 3596
146 cm | 3408 3431 3455 3478 3501 3524 3547 |3569 3591 3613
147 cm | 3424 3448 3472 3495 3518 3541 3564 |3587 3609 3631
148 cm 3441 3465 3489 3512 3535 3558 |3581 3604 3627 3649
149 cm 3458 3482 3505 3529 3552 |3576 3599 3622 3644 3667
150 cm 3474 3498 3522 3546 |3570 3593 3616 3639 3662 3684
151 cm 3491 3515 3539 3563 |3587 3610 3633 3656 3679 3702
152 cm 3507 3532 3556 |3580 3604 3627 3650 3674 3697 3719
153 cm 3524 3548 |3573 3597 3621 3644 3668 3691 3714 3737
154 cm 3540 3565 |3589 3614 3638 3661 3685 3708 3731 3754
155 cm 3557 [3581 3606 3630 3654 3678 3702 3725 3749 3772
156 cm [3573 3598 3623 3647 3671 3695 3719 3743 3766 3789
157 cm 3590 3615 3639 3664 3688 3712 3736 3760 3783 3807
158 cm 3606 3631 3656 3681 3705 3729 3753 3777 3801 3824
159 cm 3622 3647 3672 3697 3722 3746 3770 3794 3818 3841
160 cm 3639 3664 3689 3714 3739 3763 3787 3811 3835 3859
161 cm 3655 3680 3705 3730 3755 3780 3804 3828 3852 3876
162 cm 3671 3697 3722 3747 3772 3797 3821 3845 3869 3893
163 cm 3687 3713 3738 3764 3789 3813 3838 3862 3886 3910




164 cm 3703 3729 3755 3780 3805 3830 3855 3879 3903 3928
165 cm 3720 3746 3771 3797 3822 3847 3872 3896 3921 3945
166 cm 3736 3762 3788 3813 3838 3864 3888 3913 3938 3962
167 cm 3752 3778 3804 3830 3855 3880 3905 3930 3955 3979
168 cm 3768 3794 3820 3846 3872 3897 3922 3947 3972 3996
169 cm 3784 3810 3837 3862 3888 3914 3939 3964 3988 4013
170 cm 3800 3827 3853 3879 3905 3930 3955 3981 4005 4030
171 cwm 3816 3843 3869 3895 3921 3947 3972 3997 4022 4047
172 cm 3832 3859 3885 3911 3937 3963 3989 4014 4039 4064
173 cm 3848 3875 3901 3928 3954 3980 4005 4031 4056 4081
174 cm 3864 3891 3918 3944 3970 3996 4022 4047 4073 4098
175 cm 3880 3907 3934 3960 3987 4013 4039 4064 4090 4115
176 cm 3896 3923 3950 3977 4003 4029 4055 4081 4106 4132
177 cm 3912 3939 3966 3993 4019 4046 4072 4097 4123 4148
178 cm 3927 3955 3982 4009 4036 4062 4088 4114 4140 4165
179 cm 3943 3971 3998 4025 4052 4078 4105 4131 4156 4182
180 cm 3959 3987 4014 4041 4068 4095 4121 4147 4173 4199
181 cwm 3975 4003 4030 4057 4084 4111 4137 4164 4190 4216
182 cm 3991 4018 4046 4073 4100 4127 4154 4180 4206 4232
183 cm 4006 4034 4062 4089 4117 4143 4170 4197 4223 4249
184 cm 4022 4050 4078 4105 4133 4160 4187 4213 4239 4266
185 cm 4038 4066 4094 4121 4149 4176 4203 4229 4256 4282
Kr 70 71 72 73 74 75 76 77 78 79
145 cm 3618 3639 3661 3682 3703 3724 3745 3765 3786 3806
146 cm 3635 3657 3679 3700 3721 3742 3763 3784 3804 3825
147 cm 3653 3675 3697 3718 3739 3761 3782 3802 3823 3844
148 cm 3671 3693 3715 3736 3758 3779 3800 3821 3842 3862
149 cm 3689 3711 3733 3754 3776 3797 3818 3839 3860 3881
150 cm 3706 3729 3751 3772 3794 3816 3837 3858 3879 3900
151 cm 3724 3746 3769 3790 3812 3834 3855 3876 3897 3918
152 cm 3742 3764 3786 3808 3830 3852 3873 3895 3916 3937
153 cm 3759 3782 3804 3826 3848 3870 3892 3913 3934 3956
154 cm 3777 3800 3822 3844 3866 3888 3910 3931 3953 3974
155 cm 3795 3817 3840 3862 3884 3906 3928 3950 3971 3993
156 cm 3812 3835 3858 3880 3902 3924 3946 3968 3990 4011
157 cm 3830 3853 3875 3898 3920 3942 3964 3986 4008 4029
158 cm 3847 3870 3893 3916 3938 3960 3982 4004 4026 4048
159 cm 3865 3888 3911 3933 3956 3978 4001 4023 4044 4066
160 cm 3882 3905 3928 3951 3974 3996 4019 4041 4063 4085
161 cm 3899 3923 3946 3969 3992 4014 4037 4059 4081 4103




162 cm 3917 3940 3963 3986 4009 4032 4055 4077 4099 4121
163 cm 3934 3958 3981 4004 4027 4050 4072 4095 4117 4139
164 cm 3951 3975 3998 4022 4045 4068 4090 4113 4135 4158
165 cm 3969 3992 4016 4039 4062 4085 4108 4131 4153 4176
166 cm 3986 4010 4033 4057 4080 4103 4126 4149 4171 4194
167 cm 4003 4027 4051 4074 4098 4121 4144 4167 4189 4212
168 cm 4020 4044 4068 4092 4115 4139 4162 4185 4207 4230
169 cm 4037 4062 4086 4109 4133 4156 4179 4203 4225 4248
170 cm 4055 4079 4103 4127 4150 4174 4197 4220 4243 4266
171 cwm 4072 4096 4120 4144 4168 4192 4215 4238 4261 4284
172 cm 4089 4113 4137 4162 4185 4209 4233 4256 4279 4302
173 cm 4106 4130 4155 4179 4203 4227 4250 4274 4297 4320
174 cm 4123 4147 4172 4196 4220 4244 4268 4291 4315 4338
175 cm 4140 4165 4189 4213 4238 4262 4285 4309 4333 4356
176 cm 4157 4182 4206 4231 4255 4279 4303 4327 4350 4374
177 cm 4174 4199 4223 4248 4272 4297 4321 4344 4368 4392
178 cm 4191 4216 4241 4265 4290 4314 4338 4362 4386 4409
179 cm 4207 4233 4258 4282 4307 4331 4356 4380 4403 4427
180 cm 4224 4250 4275 4300 4324 4349 4373 4397 4421 4445
181 cm 4241 4266 4292 4317 4341 4366 4390 4415 4439 4463
182 cm 4258 4283 4309 4334 4359 4383 4408 4432 4456 4480
183 cm 4275 4300 4326 4351 4376 4401 4425 4450 4474 4498
184 cm 4291 4317 4343 4368 4393 4418 4443 4467 4491 4516
185 cm 4308 4334 4360 4385 4410 4435 4460 4485 4509 4533
Kr 80 81 82 83 84 85 86 87 88 89
145 cm 3826 3846 3866 3886 3906 3925 3944 3964 3983 4002
146 cm 3845 3865 3885 3905 3925 3944 3964 3983 4002 4021
147 cm 3864 3884 3904 3924 3944 3964 3983 4003 4022 4041
148 cm 3883 3903 3923 3943 3963 3983 4003 4022 4042 4061
149 cm 3902 3922 3942 3963 3983 4002 4022 4042 4061 4081
150 cm 3920 3941 3961 3982 4002 4022 4041 4061 4081 4100
151 cm 3939 3960 3980 4001 4021 4041 4061 4081 4100 4120
152 cm 3958 3979 3999 4020 4040 4060 4080 4100 4120 4139
153 cm 3977 3997 4018 4039 4059 4079 4099 4119 4139 4159
154 cm 3995 4016 4037 4057 4078 4098 4119 4139 4159 4178
155 cm 4014 4035 4056 4076 4097 4117 4138 4158 4178 4198
156 cm 4032 4053 4074 4095 4116 4136 4157 4177 4197 4217
157 cm 4051 4072 4093 4114 4135 4155 4176 4196 4217 4237




158 cm 4069 4091 4112 4133 4154 4174 4195 4215 4236 4256
159 cm 4088 4109 4130 4152 4173 4193 4214 4235 4255 4275
160 cm 4106 4128 4149 4170 4191 4212 4233 4254 4274 4295
161 cm 4125 4146 4168 4189 4210 4231 4252 4273 4293 4314
162 cm 4143 4165 4186 4208 4229 4250 4271 4292 4312 4333
163 cm 4161 4183 4205 4226 4248 4269 4290 4311 4332 4352
164 cm 4180 4202 4223 4245 4266 4288 4309 4330 4351 4371
165 cm 4198 4220 4242 4263 4285 4306 4328 4349 4370 4390
166 cm 4216 4238 4260 4282 4304 4325 4346 4368 4389 4410
167 cm 4234 4257 4279 4300 4322 4344 4365 4386 4408 4429
168 cm 4253 4275 4297 4319 4341 4362 4384 4405 4427 4448
169 cm 4271 4293 4315 4337 4359 4381 4403 4424 4445 4467
170 cm 4289 4311 4334 4356 4378 4400 4421 4443 4464 4486
171 cm 4307 4329 4352 4374 4396 4418 4440 4462 4483 4505
172 cm 4325 4348 4370 4392 4415 4437 4459 4480 4502 4523
173 cm 4343 4366 4388 4411 4433 4455 4477 4499 4521 4542
174 cm 4361 4384 4407 4429 4451 4474 4496 4518 4540 4561
175 cm 4379 4402 4425 4447 4470 4492 4514 4536 4558 4580
176 cm 4397 4420 4443 4466 4488 4511 4533 4555 4577 4599
177 cm 4415 4438 4461 4484 4506 4529 4551 4574 4596 4618
178 cm 4433 4456 4479 4502 4525 4547 4570 4592 4614 4636
179 cm 4451 4474 4497 4520 4543 4566 4588 4611 4633 4655
180 cm 4468 4492 4515 4538 4561 4584 4607 4629 4651 4674
181 cm 4486 4510 4533 4556 4579 4602 4625 4648 4670 4692
182 cm 4504 4528 4551 4574 4598 4621 4643 4666 4689 4711
183 cm 4522 4546 4569 4592 4616 4639 4662 4684 4707 4729
184 cm 4540 4563 4587 4610 4634 4657 4680 4703 4725 4748
185 cm 4557 4581 4605 4628 4652 4675 4698 4721 4744 4767
Tabmuma 2. KpbBen o6eM Ha Mbke B MiT, n3uncieH ceriacHo ICSH dopmyma
Kr 50 51 52 53 54 55 56 57 58 59

160 cm 3774 3813 3852 3890 3927 3965 4001 4038 4074 4110

161 cm 3795 3834 3873 3911 3949 3986 4023 4060 4096 4132

162 cm 3816 3855 3894 3932 3970 4008 4045 4082 4118 4154

163 cm 3837 3876 3915 3954 3992 4030 4067 4104 4140 4177

164 cm 3858 3897 3936 3975 4013 4051 4089 4126 4162 4199

165 cm 3878 3918 3957 3996 4035 4073 4110 4148 4184 4221

166 cm 3899 3939 3978 4017 4056 4094 | 4132 4169 4206 4243

167 cm 3919 3960 3999 4038 4077 4116 4154 4191 4228 4265

168 cm 3940 3980 4020 4060 4098 4137 4175 4213 4250 4287




169 cm 3961 4001 | 4041 4081 4120 4158 | 4197 4235 4272 4309
170 cm 3981 4022 | 4062 4102 4141 4180 | 4218 | 4256 4294 4331
171 cwm 4002 4042 | 4083 4123 4162 4201 | 4240 | 4278 4316 4353
172 cm 4022 4063 | 4103 4144 | 4183 4222 | 4261 4300 4338 4375
173 cm 4042 4084 | 4124 | 4164 | 4204 [ 4244 | 4283 | 4321 4359 4397
174 cm 4063 4104 | 4145 | 4185 | 4225 4265 | 4304 | 4343 4381 4419
175 cm 4083 4125 | 4166 4206 4246 4286 | 4325 | 4364 | 4403 4441
176 cm 4103 4145 | 4186 4227 4267 4307 | 4347 4386 4424 4463
177 cm 4124 | 4166 | 4207 4248 4288 4328 | 4368 | 4407 4446 4484
178 cm 4144 | 4186 | 4228 4269 4309 4349 | 4389 4429 4468 4506
179 cm 4164 | 4206 | 4248 4289 4330 4371 | 4410 | 4450 4489 4528
180 cwm 4184 | 4227 | 4269 4310 | 4351 4392 | 4432 4471 4511 4550
181 cm 4205 4247 | 4289 4331 4372 4413 | 4453 | 4493 4532 4571
182 cm 4225 4267 | 4310 | 4351 4393 4433 | 4474 | 4514 | 4554 4593
183 cm 4245 4288 | 4330 | 4372 4413 4454 | 4495 | 4535 4575 4614
184 cm 4265 4308 | 4350 | 4393 4434 | 4475 | 4516 | 4556 4596 4636
185 cm 4285 4328 | 4371 4413 4455 4496 | 4537 4578 4618 4657
186 cm 4305 4348 | 4391 4434 | 4476 4517 | 4558 | 4599 4639 4679
187 cm 4325 4368 | 4412 4454 | 4496 4538 | 4579 4620 4660 4700
188 cm 4345 4389 | 4432 4475 | 4517 4559 | 4600 | 4641 4682 4722
189 cm 4365 4409 | 4452 4495 | 4537 3579 | 4621 4662 4703 4743
190 cm 4385 4429 | 4472 4515 [ 4558 4600 | 4642 4683 4724 4764
191 cm 4405 4449 | 4492 4536 4578 4621 | 4663 | 4704 | 4745 4786
192 cm 4424 | 4469 | 4513 4556 4599 4641 | 4683 | 4725 4766 4807
193 cm 4444 | 4489 | 4533 4576 4619 4662 | 4704 | 4746 4787 4828
194 cm 4464 | 4509 | 4553 4597 4640 4683 | 4725 | 4767 4808 4849
195 cm 4484 | 4529 | 4573 4617 4660 4703 | 4746 | 4788 4829 4871
196 cm 4503 4549 | 4593 4637 4681 4724 | 4766 | 4809 4850 4892
197 cm 4523 4568 | 4613 4657 4701 4744 | 4787 4829 4871 4913
198 cm 4543 4588 | 4633 4677 4721 4765 | 4808 | 4850 4892 4934
199 cm 4562 4608 | 4653 4698 4742 4785 | 4828 | 4871 4913 4955
200 cm 4582 4628 | 4673 4718 4762 4806 | 4849 4892 4934 4976
Kr 60 61 62 63 64 65 66 67 68 69
160 cm 4145 4180 4215 4249 4283 4317 4350 4384 4417 4449
161 cm 4168 4203 4238 4272 4306 4340 4374 4407 4440 4473
162 cm 4190 4225 4260 4295 4329 4363 4397 4431 4464 4497
163 cm 4212 4248 4283 4318 4352 4387 4421 4454 4488 4521
164 cm 4235 4270 4306 4341 4375 4410 4444 4478 4511 4544
165 cm 4257 4293 4328 4364 4398 4433 4467 4501 4535 4568
166 cm 4279 4315 4351 4386 4421 4456 4490 4525 4558 4592




167 cm 4302 4338 4374 4409 4444 4479 4514 4548 4582 4615
168 cm 4324 4360 4396 4432 4467 4502 4537 4571 4605 4639
169 cm 4346 4383 4419 4454 4490 4525 4560 4594 4629 4663
170 cm 4368 4405 4441 4477 4513 4548 4583 4618 4652 4686
171 cm 4390 4427 4464 4500 4535 4571 4606 4641 4675 4710
172 cm 4413 4449 4486 4522 4558 4594 4629 4664 4699 4733
173 cm 4435 4472 4508 4545 4581 4617 4652 4687 4722 4756
174 cm 4457 4494 4531 4567 4603 4639 4675 4710 4745 4780
175 cm 4479 4516 4553 4590 4626 4662 4698 4733 4768 4803
176 cm 4501 4538 4575 4612 4649 4685 4721 4756 4792 4826
177 cm 4522 4560 4598 4635 4671 4708 4744 4779 4815 4850
178 cm 4544 4582 4620 4657 4694 4730 4766 4802 4838 4873
179 cm 4566 4604 4642 4679 4716 4753 4789 4825 4861 4896
180 cm 4588 4626 4664 4701 4739 4775 4812 4848 4884 4919
181 cm 4610 4648 4686 4724 4761 4798 4835 4871 4907 4942
182 cm 4632 4670 4708 4746 4783 4820 4857 4894 4930 4966
183 cm 4653 4692 4730 4768 4806 4843 4880 4916 4953 4989
184 cm 4675 4714 4752 4790 4828 4865 4902 4939 4975 5012
185 cm 4697 4736 4774 4812 4850 4888 4925 4962 4998 5035
186 cm 4718 4757 4796 4834 4872 4910 4947 4984 5021 5058
187 cm 4740 4779 4818 4856 4895 4932 4970 5007 5044 5080
188 cm 4761 4801 4840 4878 4917 4955 4992 5030 5067 5103
189 cm 4783 4822 4862 4900 4939 4977 5015 5052 5089 5126
190 cm 4804 4844 4883 4922 4961 4999 5037 5075 5112 5149
191 cm 4826 4866 4905 4944 4983 5021 5060 5097 5135 5172
192 cm 4847 4887 4927 4966 5005 5044 5082 5120 5157 5194
193 cm 4869 4909 4949 4988 5027 5066 5104 5142 5180 5217
194 cm 4890 4930 4970 5010 5049 5088 5126 5165 5202 5240
195 cm 4911 4952 4992 5032 5071 5110 5149 5187 5225 5263
196 cm 4933 4973 5014 5053 5093 5132 5171 5209 5247 5285
197 cm 4954 4995 5035 5075 5115 5154 5193 5232 5270 5308
198 cm 4975 5016 5057 5097 5137 5176 5215 5254 5292 5330
199 cm 4997 5038 5078 5119 5158 5198 5237 5276 5315 5353
200 cm 5018 5059 5100 5140 5180 5220 5259 5298 5337 5375
Kr 70 71 72 73 74 75 76 77 78 79
160 cm 4482 4514 4545 4577 4608 4639 4670 4701 4731 4761
161 cm 4506 4538 4570 4601 4633 4664 4695 4726 4756 4787
162 cm 4530 4562 4594 4626 4657 4689 4720 4751 4782 4812
163 cm 4553 4586 4618 4650 4682 4713 4745 4776 4807 4837
164 cm 4577 4610 4642 4675 4706 4738 4770 4801 4832 4862




165 cm 4601 4634 4667 4699 4731 4763 4794 4826 4857 4887
166 cm 4625 4658 4691 4723 4755 4787 4819 4850 4882 4913
167 cm 4649 4682 4715 4747 4780 4812 4844 4875 4906 4938
168 cm 4673 4706 4739 4772 4804 4836 4868 4900 4931 4963
169 cm 4696 4730 4763 4796 4828 4861 4893 4925 4956 4988
170 cm 4720 4753 4787 4820 4852 4885 4917 4949 4981 5012
171 cm 4744 4777 4811 4844 4877 4909 4942 4974 5006 5037
172 cm 4767 4801 4835 4868 4901 4934 4966 4998 5030 5062
173 cm 4791 4825 4858 4892 4925 4958 4990 5023 5055 5087
174 cm 4814 4848 4882 4916 4949 4982 5015 5047 5080 5112
175 cm 4838 4872 4906 4940 4973 5006 5039 5072 5104 5136
176 cm 4861 4896 4930 4963 4997 5030 5063 5096 5129 5161
177 cm 4885 4919 4953 4987 5021 5054 5088 5121 5153 5186
178 cm 4908 4943 4977 5011 5045 5079 5112 5145 5178 5210
179 cm 4931 4966 5001 5035 5069 5103 5136 5169 5202 5235
180 cwm 4955 4990 5024 5059 5093 5127 5160 5193 5227 5259
181 cm 4978 5013 5048 5082 5116 5150 5184 5218 5251 5284
182 cm 5001 5036 5071 5106 5140 5174 5208 5242 5275 5308
183 cm 5024 5060 5095 5129 5164 5198 5232 5266 5300 5333
184 cm 5047 5083 5118 5153 5188 5222 5256 5290 5324 5357
185 cm 5071 5106 5142 5177 5211 5246 5280 5314 5348 5381
186 cm 5094 5129 5165 5200 5235 5270 5304 5338 5372 5406
187 cm 5117 5153 5188 5224 5259 5293 5328 5362 5396 5430
188 cm 5140 5176 5212 5247 5282 5317 5352 5386 5420 5454
189 cm 5163 5199 5235 5270 5306 5341 5376 5410 5444 5478
190 cm 5186 5222 5258 5294 5329 5364 5399 5434 5468 5503
191 cm 5209 5245 5281 5317 5353 5388 5423 5458 5492 5527
192 cm 5231 5268 5304 5340 5376 5412 5447 5482 5516 5551
193 cm 5254 5291 5327 5364 5400 5435 5470 5506 5540 5575
194 cm 5277 5314 5351 5387 5423 5459 5494 5529 5564 5599
195 cm 5300 5337 5374 5410 5446 5482 5518 5553 5588 5623
196 cm 5323 5360 5397 5433 5470 5506 5541 5577 5612 5647
197 cm 5345 5383 5420 5456 5493 5529 5565 5600 5636 5671
198 cm 5368 5405 5443 5479 5516 5552 5588 5624 5660 5695
199 cm 5391 5428 5466 5503 5539 5576 5612 5648 5683 5719
200 cm 5413 5451 5488 5562 5562 5599 5635 5671 5707 5742
Kr 80 81 82 83 84 85 86 87 88 89
160 cm 4791 4821 4851 4880 4909 4938 4967 4995 5024 5052
161 cm 4817 4847 4876 4906 4935 4964 4993 5022 5050 5078
162 cm 4842 4872 4902 4932 4961 4990 5019 5048 5076 5105




163 cm 4868 4898 4928 4957 4987 5016 5045 5074 5103 5131
164 cm 4893 4923 4953 4983 5013 5042 5071 5100 5129 5158
165 cm 4918 4948 4979 5009 5038 5068 5097 5127 5155 5184
166 cm 4943 4974 5004 5034 5064 5094 5123 5153 5182 5211
167 cm 4968 4999 5030 5060 5090 5120 5149 5179 5208 5237
168 cm 4994 5024 5055 5085 5116 5145 5175 5205 5234 5263
169 cm 5019 5050 5080 5111 5141 5171 5201 5231 5260 5290
170 cm 5044 5075 5106 5136 5167 5197 5227 5257 5286 5316
171 cm 5069 5100 5131 5162 5192 5223 5253 5283 5312 5342
172 cm 5094 5125 5156 5187 5218 5248 5278 5309 5338 5368
173 cm 5119 5150 5181 5212 5243 5274 5304 5334 5364 5394
174 cm 5144 5175 5206 5238 5269 5299 5330 5360 5390 5420
175 cm 5168 5200 5232 5263 5294 5325 5355 5386 5416 5446
176 cm 5193 5225 5257 5288 5319 5350 5381 5412 5442 5472
177 cm 5218 5250 5282 5313 5345 5376 5407 5437 5468 5498
178 cm 5243 5275 5307 5338 5370 5401 5432 5463 5494 5524
179 cm 5267 5300 5332 5363 5395 5426 5458 5488 5519 5550
180 cwm 5292 5324 5357 5388 5420 5452 5483 5514 5545 5576
181 cm 5317 5349 5381 5414 5445 5477 5508 5540 5571 5601
182 cm 5341 5374 5406 5438 5470 5502 5534 5565 5596 5627
183 cm 5366 5399 5431 5463 5495 5527 5559 5590 5622 5653
184 cm 5390 5423 5456 5488 5521 5553 5584 5616 5647 5678
185 cm 5415 5448 5481 5513 5545 5578 5610 5641 5673 5704
186 cm 5439 5472 5505 5538 5570 5603 5635 5667 5698 5730
187 cm 5464 5497 5530 5563 5595 5628 5660 5692 5724 5755
188 cm 5488 5521 5555 5588 5620 5653 5685 5717 5749 5781
189 cm 5512 5546 5579 5612 5645 5678 5710 5742 5774 5806
190 cm 5537 5570 5604 5637 5670 5703 5735 5767 5800 5831
191 cwm 5561 5595 5628 5662 5695 5728 5760 5793 5825 5857
192 cm 5585 5619 5653 5686 5719 5752 5785 5818 5850 5882
193 cm 5609 5643 5677 5711 5744 5777 5810 5843 5875 5907
194 cm 5633 5668 5702 5735 5769 5802 5835 5868 5900 5933
195 cm 5658 5692 5726 5760 5793 5827 5860 5893 5925 5958
196 cm 5682 5716 5750 5784 5818 5851 5885 5918 5951 5983
197 cm 5706 5740 5775 5809 5842 5876 5909 5943 5976 6008
198 cm 5730 5764 5799 5833 5867 5901 5934 5968 6001 6033
199 cm 5754 5788 5823 5857 5891 5925 5959 5992 6026 6059
200 cm 5778 5813 5847 5882 5916 5950 5984 6017 6051 6084
Kr 90 91 92 93 94 95 96 97 98 99
160 cm 5080 5107 5135 5163 5190 5217 5244 5271 5297 5324




161 cm 5106 5134 5162 5190 5217 5244 5271 5298 5325 5352
162 cm 5133 5161 5189 5217 5244 5272 5299 5326 5353 5379
163 cm 5160 5188 5216 5244 5271 5299 5326 5353 5380 5407
164 cm 5186 5215 5243 5271 5298 5326 5353 5381 5408 5435
165 cm 5213 5241 5270 5298 5325 5353 5381 5408 5435 5462
166 cm 5239 5268 5296 5324 5353 5380 5408 5436 5463 5490
167 cm 5266 5295 5323 5351 5379 5407 5435 5463 5490 5518
168 cm 5292 5321 5350 5378 5406 5434 5462 5490 5518 5545
169 cm 5319 5348 5376 5405 5433 5461 5489 5517 5545 5573
170 cm 5345 5374 5403 5432 5460 5488 5517 5545 5572 5600
171 cm 5371 5400 5429 5458 5487 5515 5544 5572 5600 5627
172 cm 5398 5427 5456 5485 5514 5542 5571 5599 5627 5655
173 cm 5424 5453 5482 5511 5540 5569 5597 5626 5654 5682
174 cm 5450 5479 5509 5538 5567 5596 5624 5653 5681 5709
175 cm 5476 5506 5535 5564 5594 5622 5651 5680 5708 5736
176 cm 5502 5532 5561 5591 5620 5649 5678 5707 5735 5764
177 cm 5528 5558 5588 5617 5647 5676 5705 5734 5762 5791
178 cm 5554 5584 5614 5644 5673 5702 5732 5760 5789 5818
179 cm 5580 5610 5640 5670 5700 5729 5758 5787 5816 5845
180 cm 5606 5636 5666 5696 5726 5756 5785 5814 5843 5872
181 cm 5632 5662 5693 5723 5752 5782 5811 5841 5870 5899
182 cm 5658 5688 5719 5749 5779 5808 5838 5867 5897 5926
183 cm 5664 5714 5745 5775 5805 5835 5865 5894 5923 5953
184 cm 5709 5740 5771 5801 5831 5861 5891 5921 5950 5979
185 cm 5735 5766 5797 5827 5857 5888 5917 5947 5977 6006
186 cm 5761 5792 5823 5853 5884 5914 5944 5974 6003 6033
187 cm 5786 5818 5848 5879 5910 5940 5970 6000 6030 6060
188 cm 5812 5843 5874 5905 5936 5966 5997 6027 6057 6086
189 cm 5838 5869 5900 5931 5962 5992 6023 6053 6083 6113
190 cm 5863 5895 5926 5957 5988 6019 6049 6079 6110 6140
191 cm 5889 5920 5952 5983 6014 6045 6075 6106 6136 6166
192 cm 5914 5946 5977 6009 6040 6071 6101 6132 6162 6193
193 cm 5940 5971 6003 6034 6066 6097 6128 6158 6189 6219
194 cm 5965 5997 6029 6060 6092 6123 6154 6185 6215 6246
195 cm 5990 6022 6054 6086 6117 6149 6180 6211 6241 6272
196 cm 6016 6048 6080 6112 6143 6175 6206 6237 6268 6298
197 cm 6041 6073 6105 6137 6169 6200 6232 6263 6294 6325
198 cm 6066 6099 6131 6163 6195 6226 6258 6289 6320 6351
199 cm 6091 6124 6156 6188 6220 6252 6284 6315 6346 6377
200 cm 6117 6149 6182 6214 6246 6278 6310 6341 6372 6403




Kr 100 101 102 103 104 105 106 107 108 109
160 cm 5350 5376 5402 5428 5454 5479 5505 5530 5555 5580
161 cm 5378 5404 5430 5456 5482 5508 5534 5559 5584 5609
162 cm 5406 5432 5459 5485 5511 5536 5562 5588 5613 5638
163 cm 5434 5460 5487 5513 5539 5565 5591 5616 5642 5667
164 cm 5462 5488 5515 5541 5567 5593 5619 5645 5671 5696
165 cm 5489 5516 5543 5569 5596 5622 5648 5674 5699 5725
166 cm 5517 5544 5571 5597 5624 5650 5676 5702 5728 5754
167 cm 5545 5572 5599 5625 5652 5678 5704 5731 5757 5782
168 cm 5572 5600 5626 5653 5680 5706 5733 5759 5785 5811
169 cm 5600 5627 5654 5681 5708 5735 5761 5787 5814 5840
170 cm 5628 5655 5682 5709 5736 5763 5789 5816 5842 5868
171 cm 5655 5682 5710 5737 5764 5791 5818 5844 5870 5897
172 cm 5682 5710 5737 5765 5792 5819 5846 5872 5899 5925
173 cm 5710 5738 5765 5793 5820 5847 5874 5901 5927 5954
174 cm 5737 5765 5793 5820 5848 5875 5902 5929 5955 5982
175 cm 5765 5793 5820 5848 5875 5903 5930 5957 5984 6010
176 cm 5792 5820 5848 5876 5903 5930 5958 5985 6012 6039
177 cm 5819 5847 5875 5903 5931 5958 5986 6013 6040 6067
178 cm 5846 5875 5903 5931 5958 5986 6014 6041 6068 6095
179 cm 5873 5902 5930 5958 5986 6014 6041 6069 6096 6123
180 cm 5901 5929 5957 5986 6014 6041 6069 6097 6124 6151
181 cwm 5928 5956 5985 6013 6041 6069 6097 6125 6152 6180
182 cm 5955 5983 6012 6040 6069 6097 6125 6152 6180 6208
183 cm 5982 6010 6039 6068 6096 6124 6152 6180 6208 6236
184 cm 6009 6038 6066 6095 6123 6152 6180 6208 6236 6263
185 cm 6035 6065 6093 6122 6151 6179 6207 6236 6264 6291
186 cm 6062 6092 6121 6149 6178 6207 6235 6263 6291 6319
187 cm 6089 6118 6148 6177 6205 6234 6263 6291 6319 6347
188 cm 6116 6145 6175 6204 6233 6261 6290 6318 6347 6375
189 cm 6143 6172 6202 6231 6260 6289 6317 6346 6374 6403
190 cm 6169 6199 6229 6258 6287 6316 6345 6373 6402 6430
191 cm 6196 6226 6255 6285 6314 6343 6372 6401 6430 6458
192 cm 6223 6253 6282 6312 6341 6370 6399 6428 6457 6486
193 cm 6249 6279 6309 6339 6368 6398 6427 6456 6485 6513
194 cm 6276 6306 6336 6366 6395 6425 6454 6483 6512 6541
195 cm 6302 6333 6363 6392 6422 6452 6481 6510 6539 6568
196 cm 6329 6359 6389 6419 6449 6479 6508 6538 6567 6596
197 cm 6355 6386 6416 6446 6476 6506 6535 6565 6594 6623
198 cm 6382 6412 6443 6473 6503 6533 6562 6592 6621 6651
199 cm 6408 6439 6469 6500 6530 6560 6589 6619 6649 6678




200 cm

6434 | 6465 | 6496 | 6526 | 6556 | 6587 | 6616 | 6646 | 6676 | 6705

Kr 110 111 112 113 114 115 116 117 118 119
160 cm 5605 5630 5655 5679 5704 5728 5752 5776 5800 5824
161 cm 5634 5659 5684 5709 5733 5758 5782 5806 5830 5854
162 cm 5664 5689 5713 5738 5763 5787 5812 5836 5860 5884
163 cm 5693 5718 5743 5767 5792 5817 5841 5866 5890 5914
164 cm 5721 5747 5772 5797 5822 5846 5871 5895 5920 5944
165 cm 5750 5776 5801 5826 5851 5876 5901 5925 5950 5974
166 cm 5779 5805 5830 5855 5880 5905 5930 5955 5979 6004
167 cm 5808 5834 5859 5884 5910 5935 5960 5984 6009 6034
168 cm 5837 5863 5888 5913 5939 5964 5989 6014 6039 6063
169 cm 5866 5891 5917 5943 5968 5993 6018 6043 6068 6093
170 cm 5894 5920 5946 5972 5997 6022 6048 6073 6098 6123
171 cm 5923 5949 5975 6001 6026 6052 6077 6102 6127 6152
172 cm 5951 5978 6004 6029 6055 6081 6106 6132 6157 6182
173 cm 5980 6006 6032 6058 6084 6110 6135 6161 6186 6211
174 cm 6009 6035 6061 6087 6113 6139 6165 6190 6215 6241
175 cm 6037 6063 6090 6116 6142 6168 6194 6219 6245 6270
176 cm 6065 6092 6118 6145 6171 6197 6223 6248 6274 6300
177 cm 6094 6120 6147 6173 6200 6226 6252 6278 6303 6329
178 cm 6122 6149 6175 6202 6228 6255 6281 6307 6332 6358
179 cm 6150 6177 6204 6231 6257 6283 6310 6336 6362 6387
180 cm 6179 6206 6232 6259 6286 6312 6338 6365 6391 6417
181 cm 6207 6234 6261 6288 6314 6341 6367 6394 6420 6446
182 cm 6235 6262 6289 6316 6343 6370 6396 6422 6449 6475
183 cm 6263 6290 6317 6345 6371 6398 6425 6451 6478 6504
184 cm 6291 6318 6346 6373 6400 6427 6454 6480 6507 6533
185 cm 6319 6347 6374 6401 6428 6455 6482 6509 6535 6562
186 cm 6347 6375 6402 6430 6457 6484 6511 6538 6564 6591
187 cm 6375 6403 6430 6458 6485 6512 6539 6566 6593 6620
188 cm 6403 6431 6458 6486 6513 6541 6568 6595 6622 6649
189 cm 6431 6459 6487 6514 6542 6569 6596 6624 6650 6677
190 cm 6459 6487 6515 6542 6570 6597 6625 6652 6679 6706
191 cm 6486 6515 6543 6570 6598 6626 6653 6681 6708 6735
192 cm 6514 6542 6570 6598 6626 6654 6682 6709 6736 6763
193 cm 6542 6570 6598 6626 6654 6682 6710 6737 6765 6792
194 cm 6569 6598 6626 6654 6683 6710 6738 6766 6793 6821
195 cm 6597 6626 6654 6682 6711 6739 6766 6794 6822 6849
196 cm 6625 6653 6682 6710 6739 6767 6795 6823 6850 6878
197 cm 6652 6681 6710 6738 6767 6795 6823 6851 6879 6906




198 cm 6680 6709 6737 6766 6794 6823 6851 6879 6907 6935
199 cm 6707 6736 6765 6794 6822 6851 6879 6907 6935 6963
200 cm 6735 6764 6793 6821 6850 6879 6907 6935 6963 6991




