HAPEJIBA Ne 9 OT 25 AIIPAJI 2006 I'. 3A YTBBbPXKIABAHE HA
MEIUIIUHCKU CTAHIAPT "TPAHC®Y3UOHHA XEMATOJIOT'UA"

H30a0ena om muHucmovpa Ha 30paseonasz8anemo

O6n. JIB. 6p.42 om 23 Maii 2006e., usm. JIB. 6p.37 om 8 Mait 2007e., uzm. /{B.
op.92 om 23 Hoemepu 20102., uzm. u oon. /[B. 6p.37 om 17 Maii 2016e., uzm. u oon. /IB.

op.35 om 24 Anpun 2018e.

Uinen enunctieH. (1) (M3m. - [IB, 6p. 35 ot 2018 r.) C Hapenbara ce yTBbpKIaBaT:

1. meaunmHacku ctanaapt "TpaHcdy3noHHa XeMaToJorus" ChIIacHO TpritokeHune Ne 1;

2. KpbBEH 00eM Ha KPBHBOJAAPUTENH CHIIACHO MPUIIOKeHHE No 2.

(2) HdeitnoctTa mo TpaHcdy3HMOHHA XEMATOJIOTHS C€ OCBHIIECTBABA NP CIIa3BaHE HAa CTaHIApTa
mo an. 1 U ce u3MBIHABA OT BCHYKH JieueOHM 3aBEACHUS, B KOMTO CE€ OCBIIECTBSIBA JNEHHOCT IO
TpaHC(y3rMOHHA XeMaTOJIOTHSI.

JlonbJIHUTETHH pa3nopeadn

§ 1. ITo cMucwia Ha Ta3u Hapenda:

1. "Banunupane" € ycTaHOBSIBaHE Ha MHCMEHU JI0KA3aTeJICTBA, KOUTO J1aBaT BUCOKA CTETNIEH HA
CUTYPHOCT, Y€ JaJIeH MpOIeC BOAU /10 MOCTOSHHO MPOM3BOJICTBO HAa MPOAYKTHU WIU JEHHOCTU, KOUTO
OTrOBapsT HA MIPEIBAPUTEITHO OMPEACICHH CIIeNU(DUKAIINY U TTapaMeTPH 32 Ka9eCTRO.

2. "Jlobpa npou3BOACTBEHA MPAKTHUKA" ca BCUYKH €IEMEHTH OT JaJieHa IeHHOCT, KOUTO 3a€/IHO
BOMAT JIO KpalHU TPOAYKTH WIM JACHHOCTH, KOUTO TIOCTOSHHO OTTOBapsT Ha ONpE/EICHUTE
crienuduKaIum.

3. "Kapantuna" e (pu3uuecko M30JIMpaHe HA KPHBHUTE CHCTABKH WM BXOSIIUTE MaTCpUAH
(peareHTr) 3a pa3NUYHMU MEPUOAM OT BpEMe, JOKATO C€ 4Yaka MPHEMaHEeTO UM, pa3pelllaBaHe Ha
M3MOJI3BAHE UM OTXBBPJISIHE HA KPBBHUTE ChCTABKU WM BXOJSLIUTE MaTepuaiu (peareHTu).

4, "KadecTBeH KOHTPOJI'" € YacT OT MporpaMara 3a OCUTypsiBaHE Ha Ka4yeCTBO, KOSITO CE ChCTOM
OT PETPOCIEKTHBHH W3CJEIBAHUS WM MEPKH, KOUTO TPsSOBa Ja JajaT YAOBIECTBOPUTEIHU PE3YIATATH,
MIpeIn J1a c€ MPEMUHE KBbM CJIS/IBAIIl €Tall OT JIaJIeH MPOIIEC, U KOATO OTrOBapsi Ha ONPEICTICHU KPUTEPUH
U crieuQuKaluu.

5. "KommroThpHa WH(pOpMAlMOHHA CHUCTEeMa' € CHCTeMa, BKJIIOYBAIA BHBEKIAHE HA JaHHM,
€JIEKTPOHHA 00pabOTKa W MoJlyuyaBaHE Ha HM3XOAHA WH(pOpMAIUs, KOATO C€ H3MOJ3BA 32 OTYETHOCT,
ABTOMATWYEH KOHTPOJI WJIH TOKYMEHTAIIUS.

6. "llonBuxkeH o0ekT" € BpEMEHHO WJIM MOOWIHO MSCTO, M3IOJ3BAHO 32 B3e€MaHE Ha KPBbB U
KpPBBHHU CBHCTaBKH, KOeTO ce Hamupa u3BbH lleHTpoBere 3a TpancdysmonHa xemaronorus (LUTX) u
Otnenenusta 3a Tpancdysuonna xemaronorus (OTX) kbM oOnacTHUTE MHOTONPO(HUIHU OOTHHUIM 32
aktuBHO jeueHue (MBAJT).

7. "OcurypsiBaHe Ha KayecTBO'" ca BCHUYKH JIEWHOCTH OT B3€MAaHETO Ha KPBHB JI0 HEWHOTO
pasmnpezensiHe, U3BbPILIEHHU C e /1a C€ TapaHTHpa, Y€ KPbBTa U KPHBHUTE MPOAYKTH ca C HEOOXOIUMOTO
3a MpeHa3HaYeHUeTO UM KauecTBO.

8. "CneneHe Ha KauyecTBOTO" € YacTTa OT OCUTYpsIBaHE Ha Ka4eCTBOTO, KOSATO CE OTHACS JI0
NoJIbp)KaHe M TOAOOpsBaHE HAa KauyeCTBOTO W BKJIIOYBA MJEHTHU(UKAIMATA W H3MOJI3BAHETO Ha
WHIMKATOPH 32 J0JIaBsiHE Ha OTKIIOHCHHS OT CTaHIApTUTE U CTICITU(PUKAITUUTE.

9. "IIpepaboTBane" € eram OT MPUTOTBIHETO HA KPHhBHA CHCTABKA, KOSATO CE M3ITBIHSIBA MEKIY
B3E€MaHETO Ha KPbB U €KCHEIUPAHETO Ha TOTOBA KPbBHA CHCTABKA.



10. "Excnenupane" e mpenocTaBsHE OT 3aBeleHHE 3a TpaHC(HY3MOHHA XEMAaTOJOTHS WU OT
OTJIeJICHUE 3a TpaHC(PY3MOHHA XEMATOJIOTHs B OOTHHIIA HA KPBB WM KPBBHH ChCTABKH 3a MIPEJIMBAHE HA
PELUITNEHT.

11. "Cucrema 3a kadecTBO" BKJIIOYBA OpraHU3alMOHHATA CTPYKTypa, OTTOBOPHOCTHTE,
MPOLIEyPUTE, TPOLIECUTE U PECYPCUTE 32 OCHILECTBABAHE HA YIPABICHUE HA KAYECTBOTO.

12. "KoHTpon Ha Ka4ecTBOTO" € dacT OT CHUCTeMara 3a KadecTBO, 3aHMMaBalia ce ¢
U3ITBIHEHUETO Ha U3MCKBAHUATA 32 KAYE€CTBO.

13. "Cneundukamus" e onucaHue Ha KPUTEPUUTE, KOUTO TPSIOBa a ObJIaT U3ITBJIHEHH, 3a JIa Ce
MOCTUTHE HEOOXOAMMHUSAT CTaHIapT 3a Ka4eCTBO.

14. "Crangaptu" ca KpUTEpUUTE, CIPSMO KOUTO MPOLIECUTE M MPOAYKTHTE MoraT jaa Obaar
M3MepBaHH Ka4eCTBEHO W/WIH KOJINYECTBEHO.

15. "ITucmenu npouenypu (CTaHIApTHUA PAOOTHU MTPOTOKOIN)" ca KOHTPOIUPAHUTE JOKYMEHTH,
B KOUTO C€ OMKCBA HAYUHBT, [10 KONTO CJIe[Ba J1a C€ U3IIBJIHABAT IOCOUCHUTE ONEPALINU.

16. "YopapneHue Ha KauecTBOTO" ca KOOPAUHUPAHUTE ACUCTBUS 32 PHKOBOJCTBO U KOHTPOII Ha
OpraHu3alusTa 1o OTHOUICHHE Ha KaueCTBOTO HA BCUYKU HHBA B JEUYEOHUTE 3aBEICHMUSI, N3ITBIHIBAILN
JeHOCTH 10 3aKOH 3a KpbBTa, KpbBoAapsABaHeTo U KpbBompennusaneTo (3KKK).

§ la. (Hos - JIB, 6p. 37 ot 2016 r., mom. - JIB, 6p. 35 or 2018 r.) C Hapeadara ce BbBEX AT
m3nuckBanusTa Ha JupextuBa 2014/110/EC na Komucusita or 17 gexemBpu 2014 r. 3a U3MEHEHHE Ha
HupexktuBa 2004/33/EO 1o oOTHOIIEHHWE HAa KPUTCPHUHTE 3a BPEMCHHO OTXBBPJISHEC Ha JOHOPHU Ha
anorenHa kpuB (OB L 366, 20/12/2014) wu na Jlupektusa (EC) 2016/1214 na Komucwusra ot 25 romu
2016 r. 3a m3menenne Ha [upextuBa 2005/62/EO mo oTHOIIEHHE HA CTAaHAAPTH U crelu(HUKanuy Ha
cUcTeMara 3a KauecTBo Ha KpbBHHU ieHTpoBe (OB, L 199, 26/07/2016).

IpexoaHu U 3aKJIIOUNTETHHN pPa3nopenon

§ 2. JleueOHuTE 3aBEJCHHS MPHUBCSKIAT JCHHOCTTA CH B CHOTBETCTBHE C H3UCKBAHHATA IO
paznen |, 1. 4 u pazgen lll, T. 3 1 4 oT NPUITO)KEHNETO B €IHOTOAMIICH CPOK OT BJIM3aHE B CHJa Ha
HapenoOara.

8 3. Ta3u Hapenba ce u3maBa Ha ocHOBaHHE wWi. 6, aim. 1 or 3akoHa 3a Jie4ueOHUTE 3aBEICHHUS U
yi1. 1, an. 4 ot 3akoHa 3a KPbBTA, KPHBOJAAPSIBAHETO U KPHBOIIPEIUBAHETO.

84. (Hos - JIB, op. 92 or 2010 r.) CranmapTHuTe ¥ crelu(pUIHATE 000PyABAaHE U amaparypa,
MOCOUCHH B MPUJIOKEHHETO KBbM WICH €IMHCTBEH, al. 1, ako He MoraT Ja ObJaT OCHTYPEHH 3a BCSIKa
KJIIMHUYHA CTPYKTYypa, cliefiBa 1a ObJaT OCUTYPEHH B JIEYEOHOTO 3aBeleHHE B Opoil M 1o crenuduka,
JOCTaThYHM 33 00e3MevaBaHe M3ITBJIHCHUETO HAa W3MCKBAaHUATA 32 KOMIIETCHTHOCT U 00E€M JCHHOCT Ha
BCSIKA OT CTPYKTYpPHTE 110 HUBA.

[Tpunoxkenue Ne 1 KbM 4ii€eH €AMHCTBEH, . 1, T. 1

(U3m. - IIB, 6p. 37 ot 2007 1., u3m. - JIB, 6p. 92 or 2010 r., momn. - JIB, 6p. 37 ot 2016 r.,
npeaumHo [IpunokeHre KbM 4ieH eIMHCTBEH, all. 1, u3M. u gom. - JIB, 6p. 35 or 2018 1.)



MEJINLIMHCKU CTAHIAPT I10 TPAHCO®Y3MOHHA XEMATOJIOI' A

Paznen I
ba3oBa xapakTepHucTrKa Ha CENMATHOCTTA "TpaHC(Py3nOHHA XeMaToIorus"

1. lebuHHUINSA, OCHOBHHM TSN U 3a]1a9H1

1.1. lebununus

(m3m. - JIB, 6p. 35 or 2018 r.) Tpaucdy3noHHaTa XEeMaTOJIOTHS € OCHOBHA MEIUIIMHCKA
CHEIHUAIHOCT ¥ Hay4yHa TUCIUIUIMHA, KOSTO MPECTaBIsIBa ChbBKYITHOCT OT OpraHU3WpaHU JEHHOCTH 3a
MIPOMOITUSI U OpTraHMu3aIusl Ha 0€3Bb3ME3IHOTO U JIOOPOBOJIHO KPBHBOJAAPSBAHE, B3€MaHe, TUArHOCTHKA,
npepaboTBaHe, KOHTPOJ, ChXpaHEHHE, paslpeleeHne, eKCIeAUIHUS W KIMHUYHO NPUJIIOKEHHE Ha
KPBBTA, KPHBHUTE CHCTABKM M IUIA3MEHHUTE NPOMYKTH, JUATHOCTHKA U JICYCHHE HA PEaKIUUTEe W
YCIIO)KHEHUSTA Clie/l IPUI0KEHUETO Ha KpPbBTAa U KPHBHHUTE CHCTABKH, IUIAHMPAHE U OCHUTYpSIBAaHE Ha
MEIMIIMHCKHUTE HYKU Ha JIedeOHUTE 3aBeIeHUS 32 OOTHUYHA MMOMOII M TUCIIAHCEPUTE C JIeTNia C KPbB U
KPBBHU CBHCTaBKHU MPU HOPMAJHU U OEICTBEHU CUTYyallud, MUMYHOXEMAaTOJIOrMYHA TUAarHOCTHKA Ha
MaIUeHTH, TpaHC()y3UOHEH HAI30P.

Tpancdy3noHHaTa XEMaTONOTHSI € CHCHHAIHOCT C HMHTEPAUCIUIUIMHAPEH —XapakTep,
B3aMMOJICHCTBAIM C BCUYKH OCTaHAIN MEAMIIMHCKH CIIEUATHOCTU. B chIoTo BpeMe crienupuIHOCTTa
Ha JCWHOCTUTE Ha TpaHC(y3MOHHATA XEMATOJIOTHUS ONpeaesis HAKOW CIeNU(DUIHN XapaKTePUCTUKHA Ha
oOmrara 1 HoOpMaTUBHA Oa3a.

1.2. OcHoBHU 11EMTH

OCHOBHHTE 1I€TTU Ha Ta3U CIEHUATHOCT Ca OCUTYPSIBAaHETO HA Oe30MacHU U €(PEeKTUBHU KPHBHU
CBhCTaBKH 3a 3aJ0BOJISIBAHE HAa MEIUIIMHCKUTE HYKIM Ha CTpaHaTa M 3a MPOM3BOJICTBO HA JIEKAPCTBA,
OCHUTypsIBAHE HA UMYHOXEMATOJIOTUYHA TUArHOCTUKA Ha MAIIMEHTH U MOCTUTAHE HA MPAaBUIHO KIMHUYHO
MIPUJIOKCHHUE HA KPHBHUTE ChCTABKH.

1.3. OcHOBHY 3a1a4U:

OcHoBHHTE 3a7a4dl Ha CIEIUATHOCTTa "TpaHC(y3MOHHA XeMaToJorHs' ca CBBP3aHH C
MOCTUTaHETO Ha MOCTABEHUTE 1IeJIH, & UMEHHO:

1.3.1. mpomorusi, opranuzanus, HabupaHe U 3abpKaHe Ha KPHBOJAPUTEIIH,

1.3.2. mon0op Ha JOHOPH M B3€MaHE Ha KPbB U KPBbBHH ChCTABKH;

1.3.3. mpepa®oTBaHe U AMATHOCTHKA HA KPbBTA U KPHBHUTE ChCTABKHU;

1.3.4. BanuaupaHe Ha MPOLIECUTE;

1.3.5. cbxpaHeHue, eKCeUINs U TUCTpUOyLHs Ha KPBB U KPbBHU ChCTABKH;

1.3.6. nogabpkaHe Ha pe3epB OT KPbBHU ChCTaBKU;

1.3.7. u3BbpIIBaHE HA UMYHOXEMATOJOTHYHU U3CJIE/IBaHUS HA MAlMEHTH U MOA00p HA KPHbBHU
CHhCTABKH 32 BCEKH KOHKPETCH MAIUCHT;

1.3.8. kauecTBeH KOHTpOA Ha aerHoctute B L[TX;

1.3.9. mocturane Ha ONTUMATHO KJIMHHYHO IMPHIOKEHUE HA KPBB U KPBBHH ChCTABKU;

1.3.10. oka3BaHe Ha EKCIEepTHAa, METOJMYHA U KOHCYJITaTHBHA IIOMOII BBbB BpB3Ka C
W3BBPIIBAaHE HA JICWHOCTUTE MO TPaHC(Y3MOHHA XEMAaTOJIOTHsI, perIaMECHTHpPAaHU B 3aKOHA 3a KPBBTA,
KPBBOAAPSBAHETO U KPHBOIIPEINBAHETO;

1.3.11. opranuzaiusi Ha BBHIICH KOHTPOJI HA YMEHUSATA B WMYHOXEMATOJIOTUIHHTE
nabopaTopuu B cTpaHaTa U B 1a00paTOPHH, U3BHPILBAILIN UMYHOXEMATOJIOTHYHA AEHHOCT Ha MallUeHTH;

1.3.12. oOyueHue Ha CIYKHUTEIUTE;

1.3.13. Tpancdy3uoHeH HAA30pP.

1.4. Hanmonanuust craunapt "Tpancdy3noHHa xemaTonorus" periiaMeHTupa:

14.1. ocHOBHMTE W3HCKBAaHUS, HA KOUTO OTTOBApAT JICUEOHHTE 3aBEJCHHs, B KOHTO Ce€
W3BBPIIBAT IEHHOCTH B 001acTTa HA TpaHC(y3MOHHATA XEMATOJIOTHS;

1.4.2. 3anpKUTETHUAT (MUHUMAJICH) 00eM JIEHHOCTH B JICUCOHUTE 3aBEJCHHS, U3BBPIIBAIIH



JEHMHOCTH 1O TpaHC(Y3MOHHA XeMaTOJIOTHS;
1.4.3. 3agbDKUTETHUTE W3WCKBAaHUS 32 OOOpYIBaHE C amaparypa, MEIWIMHCKH H3JCTUS |
KOHCYMaTHBH 32 YIPaXXHsBaHE Ha CHEIMAIHOCTTa "TpaHC(hy3MOHHA XeMaToJI0ru" Ha pa3IMuHUTE HUBA;
1.4.4. npenopbyBaHUTE METOAM M TEXHMKH 3a OCHILIECTBABAHE HA JUArHOCTHKA HAa KPbBTA U
MMYHOXEMAaTOJIOTMYHA TUarHOCTUKA Ha NIAIUEHTH;
1.4.5. 3aAbIKUTETHUTE U3UCKBAHUS 3a CCTEMA 332 KaU€CTBO Ha perlaMeHTUPaHUTE JeHHOCTH;
1.4.6. OCHOBHUTE U3UCKBAaHUS 32 KOMIIETEHTHOCT 3a IPAKTUKYBaHE Ha CIIELIUATHOCTTA.

2. OCHOBHHM KJTFOUOBH 00JIaCTH Ha CHEIMATHOCTTA "TpaHc]y3rnoHHA XeMaToIoTHs "

CrienimanHoctTa "Tpanc(y3nOHHA XeMaTOJNIOTH' Ma CIISTHUTE KITFOUOBU O0JIACTH:

2.1. Opranuzanus Ha KPbBOAAPSBAHETO U KPHBOIPEINBAHETO C MOAOOIACTH, KAKTO CIIEBA:

2.1.1. mpomortust Ha TOOPOBOIHOTO U OE3BB3ME3/THO KPHBOIAPSBAHE;

2.1.2. opranuszanus, IUIaHHpaHe W WH(OPMAIIMOHHO OCHTypsiBAaHE Ha TpaHC(y3HOHHATA
MIPAKTHKA,

2.1.3. opranu3anus Ha KpbBOIPEIUBAHETO;

2.1.4. cucrema 3a Ka4eCTBOTO B TPAaHC(PY3MOHHATA MTPAKTHKA.

2.2. (mom. - JIB, Op. 35 or 2018 r.) B3emane, quarHocTHka, npepabOTBaHe, ChbXpPaHCHHE H
eKCIieIMpaHe Ha KPbB M KPBBHU CHCTABKU C MOI00TACTH, KAKTO CIIE/IBA:

2.2.1. B3eMaHe Ha KPbB U KPbBHU ChCTABKU;

2.2.2. npepaboTBaHE HA KPbHB;

2.2.3. (m3m. - 1B, Op. 35 oT 2018 r.) aMarsocTrka Ha KpbB M KPHBHHU ChCTaBKH;

2.2.4. (HoBa - JIB, 6p. 35 or 2018 r.) chXxpaHeHHe, pas3Npe/ieieHue U eKCIIeAUIUs Ha KPbB U
KPBBHU CHhCTABKH.

2.3. JJaboparopHa XeMaToJIoTus U TpaHCc(y3noIorus ¢ moaooIacTH, KaKTO CIe/IBa:

2.3.1. xemomoe3a;

2.3.2. *MyHOXEMAaTOJIOT U4,

2.3.3. cneuyanu3yupaHy U3CiIeABaHMs Ha B3€TaTa KPbB;

2.3.4. xemocTasa.

2.4. Knuangnaa TpaHcy3uONoTHsl ¢ Mo00IacTH, KAaKTO CIIeBA!

2.4.1. (m3m. - JIB, 6p. 35 ot 2018 r.) 1e4eHne ¢ KPbBHU CHCTABKH M IJIA3MEHH MPOTYKTH;

24.2. (u3m. - JIB, 6p. 35 or 2018 r.) peakuuu u YCIOXXHEHHS CIel MPUIOKEHUE Ha KPBBHU
CBHCTAaBKHU U MJIA3MEHU IIPOAYKTH.

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

3. M3uckBaHMs 32 KOMIIETEHTHOCT 32 MPAKTUKyBaHE HA CIIEIIUAIHOCTTA

(mm. - IB, 6p. 35 or 2018 r.) OcHoBHaTa METUITMHCKA CIEIUATHOCT "TpaHCc]y3noHHA
xeMatonorus" ce npuaoouBa mo pena Ha Hapen6a Ne 1 ot 2015 r. 3a mpumobuBaHe Ha CIEUATHOCT B
cucreMara Ha 3apaBeonasBaneto (B, op. 7 or 2015 1.).

3.1. Jlekapcka KOMIETEHTHOCT:

3.1.1. B obmacrra Ha TpaHC(hy3HMOHHATA XEMATOJIOTHS JIEKapCKaTa KOMIIETEHTHOCT Ce pa3iess
Ha TPY HUBA Ha CJIOKHOCT:

3.1.1.1. uBo 1 - OCHINECTBBA CE OT Jiekap 0€3 CIEeIHATHOCT H/WIU OT JeKap-CIEeIUAIN3aHT 10
TpaHc(y3MOHHA XeMaTOJIOTHS;

3.1.1.2. HuBO 2 - OCBIIECTBSIBA C€ OT JICKAP-CHEIHAIUCT MO0 TpaHC(HY3MOHHATA XEMATOJIOTHUS U
BKJTIOUBA CAMOCTOSITEITHA ICHHOCT BB BCHUKHU KITFOYOBU OOJIACTH OT CIICIIUAIHOCTTA;

3.1.1.3. (mm. - IB, 6p. 35 or 2018 r.) HUBO 3 - W3BBPIIBA CE OT CIEUUATUCTH, KOUTO
NpUTEKaBaT HeoOXomuMmara KBanu(UKalus 3a W3BBPIIBAHE HAa ydeOHA, HAydyHa W KOHCYJITaTUBHA
JNEHHOCT B CHOTBETHUTE KIIFOUOBH 00JIACTH U MOJ00IACTH HA TpaHCHY3MOHHATA XEMATOJIOTHUSI.

3.1.2. (m3m. - /IB, Op. 35 ot 2018 r.) Havamaumm Ha otneneHus U jgadoparopuu B LleHTpoBeTe



3a TpancdysnonHa xemaronorus (IITX) m HauamHUIM Ha OTAENEHUS B OONACTHUTE MHOTOMPO(UIHU
OOJIHMILIM 32 aKTUBHO JIEYEHHE C OT/esieHus 1o TpaHcdy3nonHa xematonorus (MBAJI ¢ OTX) morar na
OBaarT JieKkapu C MpU3HATa CIIENUATHOCT MO TpaHCHY3HMOHHA XEMATOIOTHsl.

3.1.3. HauanauksT Ha oTnenenue wiu adoparopus B LITX n HavamanksT Ha OTX B 061acTHH
MHOTONPO(UIHU OOJHUIM UMa CTICTHUTE 3abIIKCHUS:

3.1.3.1. mnanmpa, OpraHW3Wpa, KOHTPOJIUpPAa W OTroBaps 3a IBUIOCTHATa JEHHOCT Ha
OTJICJICHUETO/Ta00paTOpHUATa,

3.1.3.2. KOHTpONIMpa KAYECTBOTO M CBOEBPEMCHHOCTTA Ha JCWHOCTUTE, CHOTBETCTBAIIM Ha
M3HUCKBaHMSTA HA J0OpaTa laboparopHa U MPOU3BOJCTBEHA MPAKTUKA;

3.1.3.3. yuacTBa B MpEKUTE JACHHOCTH HA OTJEIICHUETO/Ta00PaTOpHUsTa;

3.1.3.4. pa3BuBa HEOOXOUMHUTE OPTaHU3AMMOHHN BPB3KH MEXKIY OTIIEICHUETO/TabopaTopusTa
C IpyTUTE CTPYKTYPHH 3BEHA Ha Je4eOHOTO 3aBEACHUE;

3.1.3.5. ochlecTBABa KOHTPOJI BbPXY TEXHUYECKaTa U3MPABHOCT Ha JlabopaTopHaTa anaparypa,
TEXHUYECKHUTE ChOPHKEHUS M U3TIOI3BAHUTE PEAKTUBY;

3.1.3.6. m3paboTBa mporpama 3a KOHTPOJI BbPXY Kau€CTBOTO M €(peKTUBHOCTTA HA JICHHOCTTA;

3.1.3.7. ympaBnsiBa pecypcUTe B OTICICHHUETO, KAaTO Ch3llaBa YCIOBUS 3a PaBHOMEPHO
HaTOBapBaHE Ha MepCoHalIa B OTAEJIEHUETO/Tab0paTopusiTa;

3.1.3.8. naBa ekcmepTHO CTAHOBHIIE 3a JOCTaBKa Ha PEaKTUBH, KOHCYMAaTHWBU W amaparypa u
KOHTPOJIUPA 3asIBKUTE;

3.1.3.9. ympaBnsBa CIEATUIUIOMHOTO OOyYe€HHE U MPOABIDKUTENHATa KBaTU(pHUKAIUSA Ha
MEIUIIMHCKHUTE CIICIUAINCTH B OTACIICHHETO/Tab0opaTopusTa, U3TOTBS IIaH-IpOorpaMa 3a KBamu(uKaIums
Ha JIeKapu 1 1ab0paHTH;

3.1.3.10. opranusupa y4acTHETO Ha JICKApUTE B KOJIETUYMH, KaTO PHKOBOIH HH(MOPMAITMOHHATA,
WHOBAIIMOHHATA U HAy4HAaTa JACWHOCT B OTACIEHUETO, aKO B JIEYEOHOTO 3aBEJICHUE CE€ U3BHPIIBA MJIAHOBA
Hay4Ha JeUHOCT.

3.1.4. JIekapsT crieliMaInucT:

3.1.4.1. u3BBpILIBA CAMOCTOSTEIHO JEHHOCTH, PETJIAMEHTUPAHU B CTAHIAPTa;

3.1.4.2. KOHTpOIMPA MPOU3BOACTBEHUTE MPOLIECH;

3.1.4.3. (mom. - JIB, Op. 35 or 2018 r.) koHTpoONIMpa ACHHOCTTA HA JIeKapu 0e3 CIEeIHAIHOCT,
OMO0J1031, METUIIMHCKU CECTPU U JTaOOpaHTH;

3.1.4.4. ocurypsiBa e(heKTUBHOCT U 0€30MaCHOCT Ha JICWHOCTUTE U MIPOIECHUTE;

3.1.4.5. yuacTBa B pa3paOOTBaHETO U BHEAPSIBAHETO HA HOBU METOJU M TEXHOJIOTHH;

3.1.4.6. (uam. - JIB, 6p. 35 or 2018 r.) mnaHupa, KOHTPOJIHMpPA M OTYUTA HEOOXOAMMUTE
MEIMIIMHCKH W3/ICITHS,;

3.1.4.7. noanomara Ha4aJIHUKA Ha CTPYKTYPHOTO 3BEHO B aHAJIM3a U OTUETUTE Ha JIEHHOCTTA U
TO 3aMECTBa IIPU OTCHCTBUE;

3.1.4.8. naBa KOHCyNTAIMU 3a BCSIKa JUArHOCTUYHA W JiedueOHA MpoIeaypa MpU MAIHMEHTH,
HYXXJIaellly ce OT TpaHC(y3MOHHA TepaIs;

3.1.4.9. yyacTBa B JICKAPCKUTE U HAYYHU KOJIETUYMH.

3.1.5. Jlexap 6e3 CIEeIMaTHOCT ¥/HIIH JICKAp - CIICIUAM3AHT 110 TPAaHC(y3UOHHA XEMaTOJIOTHS:

3.1.5.1. u3BbpuIBa JEHHOCTH, pETJIAMEHTUPAHU B HACTOSIIIIMS CTAHIapT;

3.1.5.2. KOHTpoONHMpa MPOU3BOJACTBEHUTE MPOIIECH;

3.1.5.3. KOoHTpoOJMpa NEHHOCTTA Ha OMOJIO3U, MEIUITUHCKHA CECTPH U JJAaOOPaHTH;

3.1.5.4. ocurypsiBa e(heKTUBHOCT U 0€30MaCHOCT Ha JICHHOCTUTE U MIPOIECHUTE;

3.1.5.5. yuacTBa B pa3pabOTBaHETO M BHEIPSIBAHETO HA HOBU METOJIU U TEXHOJIOTHH;

3.1.5.6. (uam. - JIB, 6p. 35 or 2018 r.) mnaHupa, KOHTPOJHMpPA M OTYUTA HEOOXOAMMUTE
MEAMLIUHCKH U3]ENHS;

3.1.5.7. noamomara Ha4yaJgHUKA Ha CTPYKTYpHOTO 3BEHO B aHAJIU3a U OTYETHTE HA JIEHHOCTTa U
T'O 3aMECTBa IIPU OTCHCTBUE;



3.1.5.8. yuacTBa B JIEKAPCKUTE U HAYYHH KOJIETHYMHU.

3.2. ®apmaneBT

(m3wm. - 1B, 6p. 35 ot 2018 r.) ®apmarieBT ¢ MarucThbpcka oOpazoBareHa CTEIIEH MOTaT Aa
W3BBPINBAT ICHHOCTH B 00J1aCTTa HA TIpepaboTBaHEe, ChXPAaHCHHUE U SKCIICIUPAHE Ha KPHBHHU ChCTABKH.

3.3. buonor ¢ oOpa3oBarenHa cTeNeH MarucTbp

buono3u ¢ marucTbepcka oOpazoBaTeHa CTEMEH MOraT Jla M3BBPIIBAT ICHMHOCTH B 00JIacTTa Ha
MIPOMOILIMS U OpTaHu3allvs Ha KPbBOAAPSIBAHETO, TMATHOCTUKA, KOHTPOJ, IpepaboTBaHe, ChXpaHeHHE U
SKCIIeIUIINS Ha KPbBHUTE CHCTAaBKH. 3a M3IIBIHCHUE HA OTTOBOPHU 33J1auH, BH3JIOKCHN OT HaYaTHUK Ha
CTPYKTYpHO 3BEHO, € HEOOXOAMMO J1a MpUTEXaBaT cepTU(UKAT 3a IOMBJIHUTEIHA KBaTU(UKALUA B
CBHOTBETHATAa KJII0YOBa 00IACT.

3.4. JIaGopaHrT:

3.4.1. Brmagee BCHYKH JUATHOCTUYHM METOAM U amapaTypy, BKIIOYCHH B CIUCHKA C
MEIMIIMHCKH MTPOLEAYPH Ha 3BEHOTO, B KOETO paboTH;

3.4.2. (m3m. - JIB, 6p. 35 or 2018 r.) TOUHO cma3Ba CTaHIAPTHUTE ONEPATUBHU MPOIEAYPH 3a
BCSIKa TUArHOCTHYHA MPOLENypa;

3.4.3. CTPUKTHO BOJIU HeoOX0oIUMaTa JOKYMCHTALIHS;

3.4.4. yeenomsiBa 3a HYXIWTEC OT CHAOIsIBaHE C HEOOXOAWMMHTE WH BUTPO JIUATHOCTUIHH
U3JENUs U KOHCYMAaTUBH.

3.5. MeguuuHcKa cecTpa:

3.5.1. Bnaziee BCUYKHU MPOLEAYPH, BKIFOUYEHH B CIIMCHKA ¢ METUIIMHCKHU MPOIEypy Ha 3BEHOTO,
B KOETO paboTH;

3.5.2. (ot™m. - JIB, Op. 35 o1 2018 1.)

3.5.3. yBenoMsiBa 3a HYXKIUTE OT CHAOAIBaHE C MEIUIIMHCKHU U3ENHS K KOHCYMATHBH.

Paznen I1
Opra"u3aliioOHHU CTPYKTYPH, JEHHOCTH M YOBEIITKH PECYPCH

1. Opranu3aliluoOHHU CTPYKTYpPH, OCHOBHU XapaKTEPUCTUKU

OpraHu3allMOHHUTE CTPYKTYPH, B KOUTO C€ W3BBPIIBAT JCWHOCTH IO TpaHCy3HMOHHA
XEeMaToJIoTHsl, ca:

1.1. llenTpoBeTe 3a TpaHCPY3MOHHA XEMATOIOTHS

1.2. BoeHHOMETUIIMHCKA aKaJeMUs

1.3. (m3m. - 1B, 6p. 92 ot 2010 r.) MHoronpodmiIHE OOTHUIM 32 AKTUBHO JICUEHUE, B YHUSITO
CTPYKTypa UMa OTJICIICHHE 110 TpaHC(PY3MOHHA XEMATOJIOTHS

1.4. JleueOHu 3aBeneHHs 3a OOJHUYHA TOMOI, B KOWUTO WMa pa3KkpuTa Jadoparopus IO
Tpancdysnonna xemaronorus (JITX)

1.5. (m3m. - [IB, Op. 92 or 2010 r.) JleueOHu 3aBeneHus 3a OONHMYHA MOMOIN O€3 pa3KpuTa
JITX

16. (usm. - JIB, Op. 35 or 2018 r.) HmMyHOXEeMaTOJNOTMYHH JIAOOpATOPUU KbM
IuarHocTuuHo-KoHcynTtatuBHu 1eHtpoBe (HAKL), megumuucku unentpoBe (MLI), camoctosarennu
MEAMKO-IMAarHOCTUYHH  JIa0OpaTOpUM, W3BBPIIBAIM  HMMYHOXEMAaTOJIOTMYHA  IUAarHOCTHUKAa  Ha
aMOyJIaTOpHU MAIMEeHTH, C H3KITIOUEHUE Ha MPEeTpaHC()y3nOHHUTE TECTOBE 32 ChBMECTUMOCT.

2. OCHOBHH JIEHHOCTHU

(m3m. - JIB, 6p. 35 or 2018 r.) Bcuukm [eHWHOCTH, CBBpP3aHH ChC CICIHAITHOCTTA
"TpaHc(y3HMOHHA XeMaToJorHs", ce M3BBPIIBAT MPH ClIa3BaHE Ha MpaBUIIaTa Ha J100para MpaKkTHKa.

OcHoBHuTe aeitHoctu ca permiameHtupann ot 3KKK u [lpaBunHuk 3a yCTpOMCTBOTO U
JIeHOCTTa Ha IIEHTpOoBeTe 3a TpaHchy3nonHa xemaronorus (B, 6p. 89 or 2000 r.) u ca, KakTo cleiBa:

2.1. B IITX ce u3BbpBar CIeIHUTE TEUHOCTH:



2.1.1. niaHMpaHe Ha HYXIUTE OT KPbB U KPBBHU CHCTaBKH 32 33JJ0BOJISIBAHE HA METUITMHCKUTE
HYKIH Ha JIeueOHUTE 3aBE/ICHUs B TEPUTOPUAITHUS 00XBaT Ha IEHHOCT U 3a MPOU3BOJCTBO HA JeKapcTBa
OT IJIa3Ma;

2.1.2. nmaHupaHe Ha MEAMIIMHCKH W3ICTHUS 32 B3eMaHEe W ChXpaHEHHWE Ha KPBbB U KPHBHU
ChCTaBKM 3a JIeYeOHUTE 3aBEICHUS B TEPUTOPUAIHUS 00XBaT Ha JAEWHOCT M UH BUTPO JAMArHOCTHUYHHU
U3ICTIHS 32 HY)KIUTE Ha IEHTHPA;

2.1.3. mpomorusi, opranuzanus, HabupaHe U 3abp)KaHe Ha KPbBOJAPUTEIH,

2.1.4. nogOop Ha TOHOPH U B3€MaHE Ha KPbB U KPbBHU CHCTABKU;

2.1.5. mpepaboTBaHe Ha B3eTaTa KPbB;

2.1.6. IMyHOXEeMaTOJIOTUYHA JIUATHOCTHKA Ha BCSIKA €MHUIIA B3€Ta KPBHB U KPbBHU ChCTaBKU;

2.1.7. nuarHocTUKa Ha BCsKa €IUHUIIA B3€Ta KPbB U KPHBHH CHCTAaBKH 32 TPAHCMHCHBHU
WHQEKIINN;

2.1.8. BanuaupaHe Ha MPOLECUTE;

2.1.9. (m3m. - J]IB, 6p. 35 or 2018 r.) chxpaHeHHe, pa3npeAeieHUe U eKCIeTUIMS Ha KPbB U
KPBHBHHU ChCTaBKH;

2.1.10. noaabprkaHe HA Pe3epB OT KPbBHU MPOAYKTH;

2.1.11. u3BbpHIBaHE HA UIMYHOXEMATOJIOTUYHN M3CIIEIBAHUS Ha MAIMEHTH ¥ TIOA00p HA KPBB U
KPBBHU ChCTABKU 33 BCEKU KOHKPETEH MallUeHT;

2.1.12. mocTurase Ha ONTUMAJIHO MPUIIOKEHUE HA KPBBHU ChCTABKHU;

2.1.13. ynpaBieHue Ha Ka4eCTBOTO;

2.1.14. xauecTBeH KOHTpOI Ha fAeiHocTuTe B [[TX;

2.1.15. cp3naBaHe U MOAIbPKAHE HA PETUCTHP HA BTOPO HUBO B CHOTBETCTBUE C M3UCKBAHMSITA
Ha Hapemnba Ne 29 or 2004 r. 3a ycnoBusTa M pefa 3a ChCTaBsHe, 00pa0OTBaHE, ChbXpaHSIBaHE M
npenocTaBsiHe Ha uH(popmanus ot peructbpa mo ui. 36 3KKK u 3a popmure 3a noxymenrarus (/IB, 6p.
82 ot 2004 r.) (Hapemn6a Ne 29 ot 2004 r.);

2.1.16. oxa3BaHe Ha eKCIIEPTHA, METOJMYHA W KOHCYJITAaTUBHA TIOMOI BBB BpPbB3Ka C
U3BBPIIBaHE HA IEHHOCTHUTE TIO TpaHCPy3HOHHA Xemaronorus, peramernTupanu B 3KKK;

2.1.17. oOyuenne Ha ciayxutenure Ha I[TX wm Ha cmyxurenure or OTX B CHOTBETHHS
TepUuTOpHaIeH 00XBaT Ha IEHHOCT;

2.1.18. Tpancdy3noHeH HAA30pP.

2.2. B Hanonanuus neHThp 1o xemarosnorus u Tpancgysuonorust (HIIXT) ocBen nocouenute
no T. 2.1 ot pazaen I geliHoCTH Ce U3BBPIIBAT H:

2.2.1. nayyHOM3CIEIOBAaTeNICKa M MpPUJIOKHA JEeHHOCT B objacTra Ha TpaHC(hy3HMOHHATA
XEeMaTOoJIOTUS;

2.2.2. neiiHOCTH, CBBP3aHU C pa3pabOTBaHE Ha HAIMOHAJIHATA MOJMTUKA 1O TpaHC(y3nOHHA
XEeMaTOoJIOTUS;

2.2.3. excreprHa, KOHTpPOJHA, pedepeHTHa M KOHCYJITaTHBHAa JeHHOCT B oOjacTra Ha
TpaHc(Py3rMOHHATA XEMAaTOJIOT U,

2.2.4. opraHu3ainys Ha BbHIIIEH KOHTPOJI Ha YMEHUSATA B UMyHOXEMAaTOJIOTHUHUTE J1a00opaTopuu
B CTpaHara 1 B J1a00paTopuu, U3BHPIIBALIN UMYyHOXEMATOJIOTUYHA JEWHOCT Ha MAIlUCHTH;

2.2.5. obydyeHrne Ha JeKapu, MEIUIMHCKUA CHEIHATUCTH U OMOJNIO3U OT IsylaTa CTpaHa B
oOnacTTa Ha TpaHC(y3NOHHATA XEMATOJIOTHS,

2.2.6. METOIMYHO PBKOBOJICTBO BbpXY JerHOocTTa Ha [[TX;

2.2.7. cp31aBaHe U NMOAIbPIKAHE HA PETUCTHP HA IIBPBO U BTOPO HUBO;

2.2.8. nnanupane no wi. 26 3KKK.

2.3. (u3m. - [IB, 6p. 92 o1 2010 r.) B MBAJI ¢ OTX ce u3BbpIIBaT CIeAHUTE JCHHOCTH:

bonHuyHa cTpyKTypa OT BTOPO HUBO HA KOMIIETEHTHOCT:

2.3.1. mpomorysi, Opranu3aiys, Habupane 1 3aIbpKaHe Ha KPbBOAAPHUTEIH;

2.3.2. ChXpaHEHUE U eKCIEAUIMS Ha KPbBHU ChCTaBKHU;



2.3.3. U3BBpIIBAaHE HA UMYyHOXEMATOJIOTMYHU M3CJICIBAHUS HA MAIMEHTH U MOAOOp Ha KPHB H
KPBBHU ChCTAaBKH 32 BCEKH KOHKPETCH ITAIUCHT;

BonanyHa cTpyKTypa OT TPETO HUBO HA KOMIIETEHTHOCT:

2.3.4. utaHupaHe Ha HYXJIUTE OT KPbB M KPBBHU CHCTaBKH 3a 33JJOBOJISIBAHEC HA MCTUITMHCKUTE
HYXKIH Ha JiedeOHUTE 3aBEJICHHsI B 00aCTTa;

2.3.5. nmnaHupaHe Ha MEAWIIMHCKH W3JENIHS 32 B3EMaHE M ChXpaHCHHE HAa KPHB U KPHBHH
CBhCTaBKU 3a JIe4eOHUTE 3aBEACHUS B OONACTTa M MH BUTPO JUATHOCTUYHH M3JETHS 32 HYXKIUTE Ha
OT/ICJICHUETO;

2.3.6. mpomonusi, opranuzaiius, HabupaHe U 3aJbp)KaHe Ha KPbBOJAPUTEIH;

2.3.7. nog0Oop Ha TOHOPH U B3€MaHE Ha KPbB U KPbBHU ChCTABKU;

2.3.8. BanuauMpaHe Ha MPOIECUTE;

2.3.9. (m3m. - /1B, 6p. 35 ot 2018 1.) chXpaHEeHUE U SKCIICAUIIHS Ha KPHBHU ChCTABKH;

2.3.10. nogabpkaHe HA PE3EPB OT KPbBHU ChCTaBKU;

2.3.11. u3BbpiIBaHE HA UMYHOXEMATOJIOTHYHU U3CIICABAHMS HA MAIUEHTH U MOJ00D HA KPBB U
KPBHBHHU ChCTAaBKH 32 BCEKU KOHKPETEH MallUEeHT;

2.3.12. ynpaBieHrue Ha Ka4YeCTBOTO;

2.3.13. KauecTBEH KOHTPOJ Ha AEHHOCTUTE B OTIICJICHUETO;

2.3.14. cp3naBaHe U MOAIbPKAHE HA PETUCTHP HA TPETO HUBO B CHOTBETCTBHUE C M3UCKBAHMSITA
Ha Hapenba Ne 29 ot 2004 r.;

2.3.15. oka3BaHe Ha KOHCYATaTHBHA TOMOII [0 OTHOIICHHWE Ha HM3MOJ3BAHETO HAa KPHBTA U
KPBBHUTE CHCTABKH HA CTPYKTYPUTE HA CHOTBETHATA OOJTHUIIA M HA TE3W HA TEPUTOPHUATA HA O0JIACTTA;

2.3.16. obyuenue Ha cayxwutrenure B OTX u Ha chmyXuTenu B JPYTHUTE OTACICHHS Ha
OoJTHHIIaTa, KOUTO Ca aHTQKUPAHU ¢ KIIMHUYHO M3I0JI3BaHE HA KPBB U KPHBHU ChCTABKH;

2.3.17. Tpancdy3uoHEH HAA30DP.

2.4. B neueOHM 3aBefeHHsS 32 OOJHMYHA TIOMOIN, B KOWTO MMa pa3KpHUTa JIA0OpaTOpHisl IO
TpaHcdy3HMOHHA XEMATOJIOTHs, CE U3BBPIIBAT CIETHUTE NEHHOCTHU:

2.4.1. mpomonus Ha JOOPOBOJHOTO M 0€3BB3ME3HO KPbBOIAPsBaHE;

2.4.2. u3BbpUIBAaHE HA UMYHOXEMATOJIOTMYHU M3CJIEBAHUS Ha MALUEHTH U MOAOOp Ha KPHB U
KPBHBHU ChCTAaBKH 32 BCEKH KOHKPETEH MMAIUEHT;

2.4.3. chXpaHeHUE HAa KPbB U KPbBHU ChCTABKH;

2.4.4. oka3BaHe Ha KOHCYJATAaTWBHA IOMOI IO OTHOIIEHHE HAa W3IMOJI3BAHETO HA KPBHBTA H
KPBBHUTE CHCTABKU HA CTPYKTYPUTE Ha ChOTBETHATA OOJTHUIIA;

2.4.5. Tpanc(y3rOHEH HA30D;

2.4.6. B mabopatopusTa 1o TpaHc(y3noHHA XEMaTOJIOTHs HE MOTaT Jla Ce U3BBPIIBAT ICHHOCTH
1o moxdop Ha TOHOPH, KPHBOJAAPSIBAHE U B3eMaHE Ha KPHB MO cMuchia Ha ui. 6, an. 1 3KKK; B Te3u
naboparopuu B3eMaHe Ha KPBB C€ H3BBPIIBA CaMO 3a HYXIWTC HAa HWMYHOXEMAaTOJOTHIHATA
JTUArHOCTHKA Ha MallMEHTUTE Ha JIEYeOHOTO 3aBECHHUE;

2.4.7. (noBa - JIB, 6p. 35 ot 2018 r.) B maboparopusiTta 1Mo TpaHCPy3MOHHA XEMATOIOTHS MOXKE
Jla ce B3eMa MPeAOoNepaTUuBHO KPbB OT MAIUEHTH 32 aBTOXEMOTpaHC]y3uu.

2.5. (m3m. - 1B, 6p. 92 ot 2010 r.) B neueOHM 3aBeeHus 32 OOTHUYHA TIOMOII 0€3 pa3KpHuTa
naboparopus o TpaHCPy3HMOHHA XEeMATOJIOTHUS CE U3BbPIIIBA:

2.5.1. mpenuBaHe Ha KPbB U KPbBHU CHCTaBKH;

2.5.2. Tpancdy3noHeH HaI30D.

2.6. (m3m. - 1B, Op. 35 ot 2018 r.) B umyHoxematonoruunu sabopatopuu kpM KL, MII u
CaMOCTOSITEIHU MEUKO-AHUarHOCTUYHU Ja00paTOpUH C€ W3BHPIIBA HUMYHOXEMATOJOTHYHA JIMarHOCTHKA
Ha aMOyJTaTOPHU MAIUEHTHU C U3KIIOUEHUE Ha MPEeTpaHC(y3NOHHUTE TECTOBE 32 ChBMECTUMOCT.

3. Crpykrypa Ha LITX 1 OTX xbm MBAJI
3.1. Crpykrypata Ha ITX 3agb/DKHTETHO BKJIIOYBA CIICAHHTE AJMHUHUCTPATUBHO W/WIIH



(GYHKIIMOHATHO 000COOCHH CTPYKTYPH 3a:

3.1.1. (mom. - JIB, Op. 35 ot 2018 r.) ympaBineHHe Ha Ka4yeCTBOTO M KOHTPOJ Ha KPHBTa U
KPBBHUTE ChCTABKH, KAKTO U TPAHC(Y3UOHEH HAI30D;

3.1.2. mpoMonus U opraHu3anys Ha KPbBOAAPSABAHETO;

3.1.3. (mm. - IB, 6p. 92 or 2010 r.) kpbBOmapsBaHe ¢ 000COOEHOCT 3a CTAlMOHApHU U
TIOJIBMKHY CKHIIH;

3.1.4. mpepaboTBaHe Ha KPHBTA;

3.1.5. qnarHocTuka Ha KPbBTa U KPHBHUTE ChCTABKU;

3.1.6. (m3m. - 1B, Op. 35 or 2018 r.) chxpaHeHHUe, pasNpecICHHEe U eKCIEeIUIUsS Ha KPbB U
KPBHBHU ChCTaBKH,

3.1.7. xnmuHUYHA TpaHC(HY3UOIOTHSI U UMYHOXEMATOJIOTMYHA TUAarHOCTHKA Ha MAllUeHTH;

3.1.8. aIMUHUCTPATUBHO-CTOMAHCKH U (DUHAHCOB OTJIEI.

3.2. Crpykrypara vHa HIIXT ocBen uzdopoenure B T. 3.1 BKIIFOUBA U:

3.2.1. 3BeHO 3a MOHHTOPHWHT, aHAIW3, OpPraHu3anus W WHGOPMAIIMOHHO OCUTYpSBAHE Ha
TpaHc(py3nonHara cuctema B P. bearapus;

3.2.2. mpOU3BOACTBEHH 3BE€HA 3a MPOM3BOACTBO Ha JIEKAPCTBa OT IUIa3Ma M HMH BUTPO
MEIUIITHCKH U3CIHS OT KPBB.

3.3. (u3m. - IB, 6p. 92 ot 2010 r.) B OTX 3aabpMIKUTETHO C€ OCUTYPSIBAT ACHHOCTH TIO:

3.3.1. mpoMorus U opraHu3anys Ha 0€3Bb3ME3THOTO U JOOPOBOIHO KPbBOAAPSBAHE;

3.3.2. kpbBOIapsBaHE ChC CTAIIIOHAPHU U TOABM)KHU E€KUIIH;

3.3.3. xnMHUYHA TpaHC(HY3UOIOTHS U HMYyHOXEMATOJIOTMYHA JJabopaTopus;

3.3.4. cbXpaHEHHE U EKCTIEIULIUS.

4, YoBeNnKu pecypcH - OMpeAeIsIT ce OT o0eMa Ha U3BbPIIBaHATA IEHHOCT, KATO MUHUMAJTHUTE
M3UCKBAaHUS KbM OpOsi Ha MEIUIIMHCKHUS TIEPCOHAI, ca KaKTO CJie/Ba:
4.1. MuHAMaTHY U3UCKBAaHUS KbM Oposi HA MeTMIIMHCKUS Tiepconan B [[TX

Jlexapu 15
Men. cectpu 14
Men. nabopaHt 14
4.2. (m3m. - 1B, 6p. 92 or 2010 r.) MuHMMa HA W3UCKBAaHUS KbM OpOW HA METUIIMHCKHUS
nepconan B OTX:
Jlexapu:
JICKap-CIICHUaIUCT 3a CTPYKTYpa OT IIbPBO HUBO HA 1
KOMIICTCHTHOCT
JIEKapH, OT KOUTO EJUHUAT CIIELUAINCT - 33 CTPYKTypa OT BTOPO
HHUBO HAa KOMIICTCHTHOCT
Men. cecTpu 4
Men. mabopauTtu 5

4.3. (3ammuena - [IB, 6p. 37 o 2007 1.)
4.4. (3anuuena - JIB, 6p. 37 ot 2007 1.)

Paznen 11
ba3oBa xapakTtepucThka Ha MecTaTa 3a YIpaXHSIBAaHE Ha CIEIHMAIHOCTTA "TpaHCchy3noHHa
xemaToJjorus"

. OcHOBHH 3ApaBHU M3HUCKBAHUA 34 YIHIPAXHABAHC Ha CIHCHHUAJIHOCTTA TpaHC(bySI/IOHHa
XeMAaroJorusa Ha pasJIM4YHUTC HHMBA Ha Z[GleOCT

1. OO1H MOTOKEHUS
1.1. Pa3noyio)keHUEeTO Ha MOMEIIECHUATA, B KOUTO CE M3BBPIIBAT JCHHOCTH MO TpaHC(y3UOHHA



xeMaroaorus, ¢ Ha kota "(0" mim Ha KoTa, mo-Bucoka ot "0".

1.2. MuanManTHaTa CBETIIa BUCOYMHA Ha oMenIeHusaTa € 2,50 m.

1.3. Crenure:

1.3.1. Ha mOMeNICHHSTA, B KOUTO CE€ MU3CJISBAT U MPEepadOTBaT B3eTaTra KPbB, KPbBHU ChCTaBKH
U KPHBHU NPOOU, HA CEPBU3HUTE U CAHUTAPHUTE TIOMEIICHHUS CE€ U3IBIHSABAT C MOKPUTHS, IO3BOJISIBAILIN
€KEJHEBHO BJIAKHO IOYMCTBaHE U JAe3uHGexuus (miagbk QasHc, TepakoTa W Jp.), Ha BHCOYMHA
MUHUMYM 1,80 m OT roToB Nof;

1.3.2. Ha ocTaHAIUTE TIOMEIIEHHSI ¥ KOPUIOPUTE CE€ M3ITBJIHABAT C JIATEKCOBA 0OS WM C APYTH
MOKPUTHSI, KOUTO MO3BOJISIBAT BIIAXKHO MOYUCTBAHE U A€3UH(EKIINS;

1.3.3. He ce U3MBJIHABAT C peliePHU MA3UIIKH,

1.3.4. He ce mokpuBar c O1axkHa 00sl.

1.4. IlonoBuTE HACTUIIKU:

1.4.1. B nomernieHusaTa, B KOUTO C€ U3CIeABaT U NpepaboTBaT KpbB, KPbBHU ChbCTABKH M KPbBHU
poOu, ca BOJIOHETIPOITYCKINBY, YCTOMUNBYA HA TEPMUYHUA U XUMUYHH BH3/ICUCTBUS, U3ITBIHIBAT ce 0e3
(byru 1 Mo3BOJISABAT €KEAHEBHO BIAYKHO IMOYKCTBAHE U IE3UH(EKIHS;

1.4.2. B cepBU3HHUTE U CAHUTAPHUTE IOMEIICHHSI Ca BOJAOHEIPOIYCKIIMBU U MTO3BOJISBAT BIIAYXKHO
MOYMCTBAHE U JE3UH(EKIIHS;

14.3. B ocraHanuTe TMOMEIIEHUS U B KOPUJAOPHUTE IO3BOJISBAT BIIAXKHO IIOYHUCTBAHE H
ne3uH(PEKIHS;

1.4.4. Ha TeKCTUIIHA OCHOBA HE CE€ JIOMYCKaT.

1.5. OcBeTeHHeTO B pa3IMYHUTE BHJIOBE MOMELIEHHUS OTroBapsi Ha u3uckBaHusita Ha B/IC
1786-84 "Ocetnenue. EcTecTBEHO U M3KYCTBEHO".

ABapuifHO OCBETJIEHUE € OCUTYPEHO 3a BCUUKHU KOPUIIOPU U OCHOBHU nomernieHus. Jlomycka ce
0e3 ecTeCTBEeHO OCBETIIECHHE J1a ObAAT anapaTHU, CKIaJ0Be, CEPBU3HU U CAHUTAPHU MTOMEIICHHS.

1.6. OromnuTenHUTE, BEHTWIANMOHHUTE W KIUMATUYHUTE WHCTAJIANWW Ca W3TPAJACHU B
choTBeTCTBUE ¢ Hopmurte 3a mnpoekTHpaHe Ha OTOIUIMTENHH, BEHTWIAIMOHHU M KIMMaTHYHU
uHCTananuu (my6:m., op. 6, 7, 8 9 ot 1986 r. Ha broneruna 3a crpourtencTo u apxutekrypa (BCA).

1.7. OtonneHueTo ocurypsina:

1.7.1. B nomenieHusiTa - MUHUMa Ha temneparypa 18 °C;

1.7.2. na xopunopute - 15 °C.

1.8. KnumaTtuyHa vHCTaNaIwMs, 3a OrpaHnYaBaHe Ha MakCUMaiHara Temreparypa 1o 20 - 24 °C,
(GYHKITMOHUPA:

1.8.1. B momenieHusTa, B KOUTO TpaXxAaHUTE 1apsBaT KPbB U KPbBHU ChCTABKU;

1.8.2. B nomenieHusATa, B KOUTO C€ U3CIeIBaT KPbBHU MTPOOH;

1.8.3. B momemnieHusATa, B KOUTO ce mpepaboTBa 1apeHa KpbB U KPbBHH ChCTaBKH;

1.8.4. B momenieHusTa, B KOUTO Ca PA3NOJIOKEHU MTOBEYE OT 3 XJIAIUIIHU ChOPBKECHMUS.

1.9. MexannyHa BEHTHJIAIMS € OCUTYpEHa:

1.9.1. 3a momMemeHUATa, B KOUTO C€ M3CJICBAT KPHBHU MPOOH M HE TPSAOBA J]a c€ MPOBETPSBAT
€CTECTBEHO;

1.9.2. u 3a BCUYKH OCTaHaJIX ITOMENIEHHsI, KOUTO HE MOTaT Jia C€ IIPOBETPSABAT €CTESCTBEHO.

1.10. Enexktpo3axpaHBaHETO U €IEKTPHUUECKUTE ypeaOu ca U3rpajeHu ChIIacHO:

1.10.1. (m3m. - JIB, Op. 35 or 2018 r.) Hapenba Ne 3 or 2004 r. 3a ycTpOMCTBO Ha
eNeKTpUUeCKUTe ypenou u enekrpornpoBoguu auHuu (B, 6p. 90 or 2004 r.) ¢ um3KiIOUeHHWE Ha
3aBapEHU CTPOCKH Ha CICKTPUICCKU ypeaOr U eIEKTPOIIPOBOIHU JTHHHU.

1.10.2. (ot™. - JIB, 6p. 35 oT 2018 1.)

1.11. Pe3epBeH eHEProm3TOUYHUK OCUTYPsIBa CHUTHOTOKOBO 3aXpaHBaHE 3a:

1.11.1. Bcuuku pabOTHU MecTa Ha KOMITIOThPHATa HHPOPMAITMOHHA CHCTEMA;

1.11.2. BCUYKH XJIAIUTTHU CHOPBIKECHHUS;

1.11.3. BcHuKH MPOU3BOICTBEHU ChOPBKEHHUS,



1.11.4. Bcuuku 1abopaTOpHH anapaTu.

1.12. KomyHUKanuure:

1.12.1. (m3m. - 1B, 6p. 35 ot 2018 r.) mexxny HUXT, PUTX u OTX ce ocurypsiBat upes
HaI[MOHAJTHAa HH()OPMAIMOHHA CUCTEMA IT0 TpaHC(y3HOHHA XeMaTOJIOTHsl,

1.12.2. mexny Bcukd pabOTHH MecTa Ha KaOMHETa/OTAeJICHHETO/IIEHThpa U C OOCITYyKBaHHUTE
KITMHUKY ¥ OTJICTICHUSI C€ OCUTYPSIBAT Upe3 CTAMOHAPHU Telle()OHHH ITOCTOBE;

1.12.3. c aBTOMOOHMIIUTE CE€ OCUTYPSBAT Ype3 MOOUITHU TeIehOHH;

1.12.4. ¢ pexypHHTE Ha pa3NOJIOKEHHE CE OCHUTYpSIBAaT Ype3 NEUIKbPU WIH MOOHIHH
TenedoHu.

1.13. (m3m. - JIB, 6p. 35 ot 2018 r.) BomonpoBogHuTEe M KaHATH3AIMOHHUTE WHCTAIANNN Ca
usrpazeHu B chorBeTcTBUE ¢ Hapen6a Ne 4 ot 2005 r. 3a mpoekTupaHe, H3rpakaaHe U eKCIuioaTamys Ha
CTpaJIHM BOJOMPOBOAHM M KaHANIM3aMOHHU uHCcTanauu (B, 6p. 53 ot 2005 r.).

1.14. (u3m. - IB, 6p. 35 ot 2018 r.) MuBka ¢ Tevama ctyaeHa u Torwia Boaa (ot 8 go 80 °C),
oTroBapsina Ha u3uckBanusaTa Ha Hapemxba Ne 9 or 2001 r. 3a kauecTBOTO Ha BoJaTa, MpeAHA3HAYCHA 32
nuteiino-ouroBu 1enu (JIB, 6p. 30 or 2001 1.), € ocurypeHa BbB BCAKO paOOTHO, CEPBU3HO U CAHUTAPHO
MOMEIIECHHE.

1.15. IlogoBu cudoHM ce pasmonarar caMmo B CEpPBU3HU U CAHUTAPHU MOMEIICHHUS.

1.16. IloBepxHOCTHTE Ha MeOeIWTe M METUIIMHCKOTO O0O0OpyABaHE TO3BOJSBAT BIIAXKHO
MOYUCTBAHE U JC3UHEKIINS.

1.17. (u3m. - 1B, 6p. 35 ot 2018 r.) CrOupaHeTo U BpEMEHHOTO ChXpaHEHUE Ha OUTOBHUTE U HA
OITACHUTE OTMAJIBIM OT MEIUIIMHCKATa JCHWHOCT CE W3BBPIIBAT Pa3CIHO, HA OMPEACIICHH 3a IIeJiTa
Mecrta. Obpa3zyBaHHTE OMACHU OTMAIBIM CE€ TPETUPAT CHIVIACHO 3aKOHA 3a YIPaBlIeHUE HA OTMAIBIUTE U
Hapen6a Ne 1 ot 2015 r. 32 M3WCKBaHUATA KbM JICHHOCTUTE MO0 ChOMpaHE W TPETHUPAHE HA OTMAIBIUTE
Ha TEPUTOpUATA HA JieueOHuTe U 3apaBHuUTE 3aBeAeHus (/[IB, 6p. 13 ot 2015 r.). Cnen oOpa3yBaHeTO Ha
OTACHUTE OTMAJBIM OT MEIUIIMHCKATa JEWHOCT TE€ CE OMAKOBAaT W TPETUPAT CHIVIACHO JIeWCTBaIIara
HOpMaTHBHa ypenaoa.

1.18. M3nupaHeTo Ha MOCTEI'LYHUS HHBEHTAP U HA paOOTHOTO OOJIEKIIO CE€ M3BBHPINBA PA3ICITHO,
B MIEpaJIHU, IPEIHA3HAYCHHU 32 LeNTA.

1.19. (m3m. - 1B, Op. 35 or 2018 r.) B mpakTukara Ha TpaHC(Y3HOHHATA XEMATOJIOTHS CE
cria3Bar OOIIUTE NPHWHIMIIM Ha acenThKa M aHTHCenTuka, nmocodeHn B Hapemba Ne 3 or 2013 1. 3a
YTBBpK/IaBaHE HA MEIHWIIMHCKH CTaHAApPT IO MPEBEHIUS W KOHTPOJ Ha BBTPEOOTHHYHUTE WH(DEKIHH
(4B, 6p. 43 o1 2013 1.).

1.20. (mm. - JIB, 6p. 35 or 2018 r.) [e3undexnusta B mpakTukara Ha TpaHc]y3nOHHATa
XEMaTOJIOTHS C€ H3BBPIIBA B ChOTBETCTBHE C TIPEMOPHKUATE HA MPOU3BOJUTEIIUTE HA Ne3UH(DEKTAHTH.

1.20.1. (ot™m. - 1B, 6p. 35 o1 2018 1.)

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

1.21. IlpomyckaTenHUST PEXUM U3KIOYBA HEPETIaMEHTHpPAH JOCTHI O OTIEITHHUTE
noMenieHusl. PerimiaMeHTsT 3a JOCTBII 10 BCSIKO TIOMEIIICHHE OTIPEIeTIs:

1.21.1. BpemeTo 3a 1OCTHII;

1.21.2. cnyxeOHHTE JUIa U OOJICKIOTO M OOYBKHUTE, C KOUTO MOTaT Jia BIM3aT U padoTsT;

1.21.3. peructpanusita Ha HEperIaAMEHTHUPAHUTE TMOCEUIEHUS (HAa XapTUEH WIH EJIIEKTPOHEH
HOCHTEN).

1.22. OXpaHUTETHUAT PEKUM € OCUTYPEH Upe3:

1.22.1. puznyecka w/mnu texaudecka oxpana (COT w/mnu BumeoHAONIONEHNE) HA CrpajiaTa, B
KOSAITO C€ M3BBPILBAT AEHHOCTH M0 TpaHC(y3UOHHA XEMaTOJIOT U,

1.22.2. noxapoussecturenna (IINT) u noxaporacurenna trexuuka (I1I'T).

2. llentsp 3a TpaHC(Hy3MOHHA XEMATOJIOTHS
2.1. 3a0bIKUTEIIHA IIOMENICHUS



2.1.1. OcHOBHM TOMEIIEHUS Ha CTpPyKTypara "YImpaBieHHE Ha KaueCTBOTO M KaueCTBEH

KOHTpOJ'":

2.1.1.1. naGoparopus 3a clieJieHe Ha KaueCcTBOTO (MMH. 110 18 m?).

2.1.1.2. naGoparopus 3a Ka4eCcTBEH KOHTPoJ (MuUH. miony 20 m?).

2.1.2. OcHOBHHM MOMENICHUS 32 3B€HO 3a MPOMOIIHMS U OPTaHU3aIMs Ha KPhBOIAPSBAHETO:
2.1.2.1. xabunet "IIpomonus u opranusanus” (MuH. miony 12 m?).

2.1.3. OcHoBHHE MOMeIIeHUS Ha CTpyKkTypara "KpbBomapsiBane':

2.1.3.1. (u3m. - IB, 6p. 35 ot 2018 r.) perucrparypa 3a KpbBogapurean (MuH. mwiony 12 m?);
2.1.3.2. xauar4Ha 1ab0paTopys 3a KpbBogapuTenu (MuH. mionr 12 m?);

2.1.3.3. xabMHeT 3a MEAUIMHCKO OCBHMAETENCTBaHE (MUH. 1wIom 9 M?) Ha KPHBOJAPHUTENN U HA

MMagyvCHTH 110 IIporpamMa 3a aBTOXCMOTpaHC(bYZ;I/I}I C MpCAOIICPATUBHO B3€Ta KPbB;

18 m?);

m?);

2.1.3.4. xabuHEeT 3a KphBOB3EMaHe, BKJI. U O MPOrpaMa 3a aBTOXeMOTpaHC(y3usi (MHH. TUIOII

2.1.3.5. kaOUHET 3a MOABMKHYU E€KUIIM 32 KPbBOB3eMaHe (MUH. 1o 12 m?);

2.1.3.6. yakanus 3a KpbBogaputeau (MuH. mioiy 12 m?);

2.1.3.7. cknan "Marepuanu 3a KpbBosseMane" (MuH. mwiont 20 m?);

2.1.3.8. cknan "TlogkpenuTeaIHO TOHM3MPAILA XpaHa 3a KpbBogapureau" (MuH. miomg 6 m?).
2.1.4. OcHOBHHM MTOMEIIEHUS Ha CTPYKTypara "JlnarnocTuka Ha KpbBTa U KPbBHUTE ChCTABKU':
2.1.4.1. naGoparopus 3a UMyHOXEMATOJIOTHYHA TUArHOCTHKA Ha B3eTara KpbB (MuH. muronr 20

2.1.4.2. naboparopusi 3a CKpPUHMHI Ha BCSKa €IMHHMIIA B3€Ta KPBB 3a MapKepu Ha

TpaHCMHUCHBHU HHpeKmH (MuH. o 20 m?);

2.1.4.3. (u3m. - IB, 6p. 35 or 2018 r.) ckiaz naboparopuu Marepuand (MuH. mioir 18 m?).
2.1.4.4. (ot™m. - /IB, 6p. 35 o1 2018 1.)

2.1.4.5. (ot™m. - 1B, 6p. 35 o1 2018 1.)

2.1.5. OcHoBHHE MOMeIIeHUs Ha cTpykTypara "[IpepaboTBane Ha KpbBTA':

2.1.5.1. moMelneHue 3a NpUEMaHe Ha B3€TaTa KPbB M KPHBHH ChCTaBKM (MMH. 110 15 m?);
2.1.5.2. momereHue 3a npepaboTBaHE Ha KPHBTA M KPBBHUTE ChCTABKH (MHH. ILIOIL 25 m?);
2.1.5.3. IOMEIIEHNE 3a KAPAHTHUHA HAa KPbB U KPbBHH ChCTAaBKH (MHH. o 15 m?);

2.1.5.4. momenieHne 3a €TUKETHpPaHE M OCBOOOX/JIaBaHE HAa TOTOBU KPBHBHH CHCTABKU (MHH.

o 15 m?).

2.1.5.5. (ot™m. - JIB, 6p. 35 or 2018 1.)
2.1.5.6. (ot™. - /IB, 6p. 35 o1 2018 1.)
2.1.5.7. (ot™. - JIB, 6p. 35 or 2018 1.)
2.1.6. OCHOBHHM MOMEIIIEHUS Ha CTPYKTypa "ChXpaHeHUE, CKCIICTUIUS U AUCTPUOYIIHMS Ha KPHB

Y KPbBHU CHCTaBKH'":

m?).

m?);

2.1.6.1.umyHOXEMATONOrMYHA J1abopaTopys 3a nanuenTy (MuH. miony 20 m?);
2.1.6.2. nero "ETukeTnpaHu KpbBHU CHCTABKH' M EKCIIEAMIUS 3a ManueHTH (MuH. ruromr 18

2.2. CrioMarareitHu IOMEIICHUs Ha IEHThPa, CBbP3aHH ¢ KaYeCTBOTO HA KPHBHHUTE ChCTABKU:
2.2.1. nomenieHue 3a CbpBbP HA UEHTHPA;
2.2.2. moMenieHre 3a CTePUIM3UpaHe Ha YMCTH MaTepualid W 3a JecTuianus (MuH. muromy 18

2.2.3. (ot™. - JIB, 6p. 35 01 2018 1.)
2.2.4. (ot™. - ]IB, 6p. 35 o1 2018 1.)
2.2.5. apxuB.

3. Otaenenne No TpaHCHY3MOHHA XEMATOJOTHA KbM 001acTHa MHOTOMpodmIHa OOTHHIA 32

AKTUBHO JICYCHUC



3.1. 3aabIKUTETHU TOMEILICHHUS

3.1.1. (u3m. - [IB, 6p. 92 ot 2010 r.) OcHOBHU noMeleHus 3a AeitHoctTa "KpbpBonapsiBane':

3.1.1.1. xkabuHeT 3a MEAMIMHCKO OCBHETEICTBaHe (MUH. 1ol 9 M?) Ha KPHBOJAPUTEIM U Ha
MAIMEeHTH M0 MPOorpaMa 3a aBTOXeMOTpaHCc(y3usi ¢ MpeAoNepaTUBHO B3€Ta KPbB;

3.1.1.2. xabuHeT 3a KPHBOB3E€MaHe, BKJI. U MO MpOrpaMa 3a aBTOXeMOTpaHC(hy3usi (MHUH. TUIOII
12 m?);

3.1.1.3. KaOWHET Ha MOJABWKEH EKHUII 38 KPbBOB3eMaHe (MuH. o 12 m?);

3.1.1.4. nomemieHre 3a ChXpaHsIBaHEe Ha €AMHULIM B3€Ta KPbB U TEXHUTE CATEIUTH (MUH. TLIO]
10 m?).

3.1.2. (msm. - JIB, Op. 92 or 2010 r.) OcHOBHHM mOMEIICHHS 3a JelHocTTa "KnumHuana
TpaHC(y3HOTIOTHS U UMYHOXEMATOJIOTMYHA JTabopaTopus':

3.1.2.1. uMyHOXEMaTOIOrMYHa J1abopaTtopys 3a NalMeHTH (MUH. mwioil 15 m?);

3.1.2.2. nena "Etukernpanu KpbB M KpbBHU ChCcTaBKH'" U "Excriemuius 3a marueHTH" (MUH.
oy 9 m?);

3.1.2.3. buoTeka 3a chXpaHsABaHE HAa KPBBHU MTPOOU Ha MAIUEHTH.

3.2. Cnomararenau nomenieHnuss Ha OTX, CBbp3aHu ¢ KaY€CTBOTO HA KPHBHUTE CHCTABKHU:

3.2.1. perucrparypa u npueMHa (MuH. mwion 9 M?) 3a KpbBHHU MPOOH OT MAIMEHTH U 34 TOTOBH
KPBHBHU ChCTaBKH,

3.2.2. ckian "Marepuanu 3a KpbBoB3eMane" (MuH. mwiomnt 4 m?);

3.2.3. cknax "TlogkpenuTeaHO TOHU3UpAIlA XpaHa 3a KpbBogapureau" (MuH. mwior 4 m?);

3.2.4. cknan "JlabopaTtopuu matepuanu".

4. JTaboparopus 1o TpaHC(HY3UOHHA XEMATOJIOTHS B JICUeOHO 3aBe/IcHUE 32 OOJTHUYHA TTOMOII]

4.1. 3a0bKUTEITHYU [IOMEICHU

4.1.1. iMyHOXEMATOJIOrM4HA Jaboparopus (MuH. 1wion 15 m?);

4.1.2. neno "ETukeTUpaHu KPbB ¥ KPbBHU CheTaBKHU" (MHH. o 9 m?);

4.1.3. excieaunus 3a naqueHTy (MUH. o 9 m?);

4.1.4. peructparypa u npuemMHa (MuH. wionr 9 M?) 3a KpbBHH NPOOH OT MALMEHTH U 33 TOTOBH
KPBHBHU ChCTaBKH;

4.1.5. ckman "JlaboparopHu MaTepuanu'.

4.1.6. (ot™. - 1B, 6p. 35 o1 2018 1.)

5 (moBa - JIB, Op. 35 or 2018 r.) HNmyHOoXeMaTOJOTHYHH JaOOpPATOPUU KBM
JTUATHOCTUYHO-KOHCYJITATUBHU  IIEHTPOBE, CAMOCTOATEITHH MEIMKO-IUATHOCTUYHH JIa0OpaTOPHH,
M3BBPILIBALIM UMYyHOXEMATOJIOTHYHA JUAarHOCTHKA, C U3KJIIOUEHUE Ha MpeTpaHc(y3nOHHUTE TECTOBE 3a
CHBMECTHUMOCT.

5.1. 3agBLIDKUTETHN TOMENIEHUS:

5.1.1. uMyHOX€EMATOIOrHYHA 1aboparopus (MuH. o 15 m?);

5.1.2. peructparypa u npueMHa (MuH. mion] 9 M?) 3a KpHBHU NPOOH OT MALMEHTH U B3EMaHe
Ha KPBB 3a H3CIIC/IBAHE;

5.1.3. cknan "JlaGoparopHu MaTepuanu'.

[1. OcHOBHU M3HCKBaHUS 32 00OpY/ABAHE C amaparypa U MEIUIIMHCKU U3JIEHs 32 YIPaKHSIBaHE
Ha TpaHC(y3NOHHA XeMaTOJIOTHsI Ha Pa3IMYHUTE HHUBA

1. O0IIM MOJIOKEHUS

11. TexHomornyHoro oOOpyaBaHe € TOAOpPaHO W  JOCTaBeHO IO IUIaH  3a
MaTepUATTHO-TEXHUYECKO OCUTYPsIBAaHE Ha IEHHOCTHUTE TIO0 TPAHCPY3MOHHA XEMATOJIOTHS:

1.1.1. 3a Bceku ypea oT ToBa 000py/ABaHE UMa:



1.1.1.1. excepTHa OlLIEHKA 32 ChbBMECTUMOCTTAa My C OCTaHAIUTE €IEMEHTH Ha MaTepuaaHara
0a3a v BB3MPUETUTE €BPOTEHCKHN CTaHIAPTH, KOATO ChIbPrKa MOKA3aTEH 32 KAY€CTBO U TEKECTTA UM B
KOMITJIEKCHATa OIIEHKa Ha U300pa;

1.1.1.2. uzrorBeHa cneundukanys Bb3 OCHOBA Ha €KCIIEPTHOTO 3aKIIOUEHUE.

1.1.2. loctaBeHOTO 000OpYy/IBaHE OTrOBaps Ha yTBHPJECHUTE OT EKCIIEPTUTE CHICUPUKAIIUH.

1.1.3. Bcexn ypen oT 000pyIBaHETO € MPHUIPYKEH OT CepTU(HUKAT 3a KAYSCTBO.

1.1.4. Bceku ypen oT 000pyIBaHETO MIPUTEkKAaBa MACIIOPT C OMUCAHU B HETO:

1.1.4.1. MapKupOBKa OT ITPOU3BOIUTEIIS;

1.1.4.2. nata Ha MPOM3BOJICTBO;

1.1.4.3. npaBuiia 3a Oe3omacHa pabora;

1.1.4.4. xnacudukamus Ha ypeaa ChbIJIaCHO HOPMATHBUTE 3a MeauIMHCKH arapata (MedGV);

1.1.4.5. nepunuius Ha ypena;

1.1.4.6. rapaHIIMOHEH CPOK Ha M3/IETUETO U MpaBUIIa 3a FapaHLMOHHO OOCITyKBaHE;

1.1.4.7. TexHWYECKHM J[JaHHH, B T.4. KamalUTeT, rabapuTH, TENIO W H3HUCKBAHHSA KbM
MUKpOKJIMMaTa (TeMIleparypa, BIaXXHOCT U CKOPOCT Ha JABM)KEHUE Ha Bb3IyXa);

1.1.4.8. 3aUTHU CUCTEMU U 33aBJKUTEITHU IPOBEPKH HA 3AIIUTHUTE CUCTEMU;

1.1.4.9. BB3MOXXHN HEN3NPABHOCTH, AJITOPUTHM HA aHAJIA3a UM U [TIOBEJICHUE;

1.1.4.10. Bb3MOXHU aBapHilHU CUTyallMy U NIPABUJIA 32 TIOBE/ICHHUE;

1.1.4.11. mpaBuna 3a HHCTAJIMPAHE, B T.4. TPAHCIIOPT, MOHTAXK U ITyCKaHE B JCHCTBHE;

1.1.4.12. npaBuna 3a noaabpxKaHe - HOYUCTBAaHE, Ae3UH(EKIINS, TEXHUIECKO 00CITyKBaHE;

1.1.4.13. koHCyMaTHBH (aKO MOJ3Ba) U THPTOBCKU CIIEKTHP HA 3aMEHIIEMOCT;

1.1.4.14. npaBuna 3a HaCTPOWKH, PETYIUPAHE U IPOBEPKH;

1.1.4.15. ynpaBieHue Ha MPOIIECUTE;

1.1.4.16. pe3ynraTu OT U3CIICABAHUS U EKCIICPUMEHTH U HAJSKIHOCT MPHU paboTa;

1.1.4.17. BE31POU3BOIUMOCT Ha PE3YJITATUTE MIPU CTAHJAPTHHU YCIOBHsSI Ha paboTa;

1.1.4.18. mbaHU JaHHM 32 BAJIMIMPAHE HA ypesla OT IPOU3BOAUTENS;

1.1.4.19. nmpaBwia 3a U3BBHTAPAHIIMOHHO 00CITYKBaHE;

1.1.4.20. enekTpoTeXHUUECKA XapaKTEPUCTHUKA, B T.4. EJICKTPUUCCKO 3aXpaHBaHe (HAIPEKCHHE,
YeCcToTa, TOK, NPEIANa3uTelid), HAa4YMH Ha CBbpP3BAaHE C EJIEKTpUUYECcKara Mpexa, KOHCymalus Ha
€JIEKTPOCHEPIHsl, MPUIOKEHN HOPMU Ha €JIeKTpUYEeCKa CUTYPHOCT; YIOBIETBOPEHHU MPaBHIIa 3a TEXHUKA
Ha 0E30MMaCHOCT, Pe3yJITaTH OT U3MHUTAHUATA 32 CUTYPHOCT, Bb3MOXKHOCTH 32 U3BEXKTaHE HA TUCIUICH Ha
BaXHH 3a (PyHKIMOHHMpAHETO HA ypeAa IMOoKa3aTelld M 3a TAXHOTO PETrUCTpUpaHe BbPXY XapTHUEH WU
€JIEKTPOHEH HOCUTETT;

1.1.4.21. xapakTepuCTHKa Ha WHCTAJUpaHaTa aBTOMAaTHKa, B T.4. aBTOMAaTHYHA JCTEKIUS Ha
TPEUIKK U TIOBPEAU, ChOOIIECHUS U MpaBUia 3a MOBeACHHE, COPTyep HA ypena U CbBMECTHMHTE C HETO
OTICPAIIMOHHU CHUCTEMH, Bb3MOXKHOCTH Ha coTyepa 3a paboTa B JIOKaJiHa KOMITIOTbPHA Mpeka, Habopa
OT mporpam# 3a paboTa, ympTBaHE 3a H300p Ha Imporpama, Ipoleaypy 3a IporpaMupaHe Ha MPOIECHUTE,
dbopma Ha M300paKEHUATA BHPXY JUCILIES, BB3MOXXHOCTH 3a YIPABICHHETO Ha paropTa (IIPOTOKOJA),
BB3MOXKHOCTH 32 U3BEXKIaHe Ha HH(OpPMALUS BbPXY TEPMO- M JIa3epeH NPUHTEP, BH3MOXKHOCTH 3a
OOMEH Ha JaHHM, BB3MOXHOCTH 32 apXMBHPAHE WM 33 OTYMTAHE B PEATHO BpeMe IMpe3 JIOKajIHa
KOMITIOThPHA MpPEKa.

1.1.5. OcHoBHOTO TexHOMOTUYHO oOopyaBane Ha I[TX e aybmupano (HE3aBHCHUMO OT
KamaiuTeTa My), KOETO OCUTypsBa MaKCHMallHa aBTOMAaTH3allus Ha KPUTHYHUTE 3a Jo0para mpakTuka
orepanuu:

1.1.5.1. aBTOMaT4ye€H UMYHOXEMATOJOTHUEH aHAIU3aTop;

1.1.5.2. aBTOMaTH4eH aHaJIM3aTop 32 CKPUHUHT Ha MapKepy Ha TPAHCMUCHBHU UH(EKIHH;

1.1.5.3. aBTOMaTr4eH cenaparop 3a IapeHa KpbB;

1.1.5.4. mokoB ¢pusep;

1.1.5.5. cbpBBp;



1.1.5.6. (voBa - /IB, 6p. 35 ot 2018 r.) MuHYyCOBa Kamepa,
1.1.5.7. (voBa - /IB, 6p. 35 ot 2018 r.) TpOoMOGOMUKCED.

2. Unentuduxanust Ha 000pyABaHETO

2.1. Bceku ypen, ¢ KOHTO ce U3BbpIla cepusi OT Mpoueaypu (rmosede ot 1), uma CBOH yHUKaJICH
UIEeHTU(UKAIIMOHEH HOMEDP, KOHTO c€ perucTpupa BbPXY pamnopTa (MpoToKosia) 3a (uHAIM3UpaHE Ha
HeroBaTa padora.

2.2. Ilpu OTKJIOHEHUS B CTaHJapTa Ha ONPECIICH €Tall OT TEXHOJIOTHYHUS MPOIEC CE TIOCTABSIT
YHHUKAJTHA WICHTH(PHUKAIMOHHU HOMEPAa M Ha BCUYKH CTHOPOJHU CHOPBKCHHUsS, KOUTO OMXa MODIU Jia
MMaT OTHOIICHHE KbM OTKIIOHEHUSTA B KAUECTBOTO Ha Pe3ysITaTa/IpoayKTa.

3. KoHTpon Ha TEXHOIOTUYHOTO 000pPYy/IBaHE.

3.1. Bcexku ypexa oT o0opynBaHETO KMa JHEBHHMK, B KOHTO ce€ OTpas3sBaT, JIaTHpar H
CaHKIIMOHUPAT C MOJMUCUTE HA U3ITBIHUTEIIUTE:

3.1.1. gocTaBsHETO;

3.1.2. uHCTaNAnUATA;

3.1.3. moaroToBKaTa 3a €KCILIOATaIIHSI,

3.1.4. HayanmHaTa HaCTPOWKA, PETYIHPAHETO, TPOBEPKUTE U BATHAUPAHETO;

3.1.5. TexHn4eckara NoAAPHKKa [0 UHAMBHUAYaJIHA POrpama;

3.1.6. mpodunakTUkaTa Mo UHAUBHIyalleH TpaduK.

3.2. B mHeBHWKA Ha BCEKH yped OT OOOPYIBAaHETO C€ PErHuCcTpupa HAOIOACHHETO, KOCTO CE
M3BBPILBA IO MHAMBHUAYAIHA IpOrpamMa 3a KaueCTBEH KOHTPO.

Omnucear ce, 1aTUpPaT Ce U C€ CAHKIIMOHUPAT C MOIIMUCUTE HA U3ITBIHUTEIIUTE:

3.2.1. TekyuuTe MpOBEPKU HA HACTPOUKUTE U PETYIHPAHETO U HU3MOI3BAHUTE METO/IH;

3.2.2. TexymuTe TPOBEPKU 3a BH3MPOU3BOIAMMOCT Ha PE3YJITaTUTE OT HEromara pabora u
U3IIOJI3BAaHUTE KPUTEPUH (3a7a/IeHU TapaMeTpH, peepeHTHU U paOOTHHU CTaHJAPTH U T.H.);

3.2.3. moBpeauTe, TPEMIKUTE U OTKJIOHEHHUSATAa B HACTPOWKUTE W BB3MPOU3BOJUMOCTTA Ha
pE3yATaTUTE U KOPUTHPAIIUTE MEPKHU:

3.2.3.1. mompaBKUTE Ha MSCTO WU CEPBU3ECH PEMOHT;

3.2.3.2. HacTpoOHMKHTE, PETYIUPAHETO, MPOBEPKUTE W BATUIUPAHETO CIICJ TOMPABKH WIH
PEMOHTH;

3.2.3.3. KpuUTEpPUHUTE, TIO KOUTO € M3BBLPIICHO NMPUEMAHETO Ha ypes CJIe] MOIpaBKa, PEMOHT U
IIPEHACTPOMUKA.

3.3. ¥penu 3a chXpaHeHHE Ha KPHbB, KPHBHU KOMIIOHEHTH, KPBHBHH INPOOH W JTA0OpATOPHH
peareHTu.

3.3.1. Bceku ypen ot rpymnara (¢ppusep, XJIaauIHUK, TPOMOOIIUTEH HHKYOaTop):

3.3.1.1. uma KamanuTeT, MPU KONTO YCIOBHITA Ha ChXPAaHEHHE Ca ONITUMAJTHH;

3.3.1.2. mMa yCTpOWCTBO, KOETO OCHTYpsiBa €IHAKBA TEMIIEparypa BbB BCHYKH TOYKH Ha
CKJIQJIOBOTO MY MIPOCTPAHCTBO;

3.3.1.3. obopyaBaH € ¢ BUIUM TEPMOMETHP;

3.3.1.4. nogabprKa 3afa7eHaTa TeMIeparypa;

3.3.1.5. uma anapmeHa cucteMa, KoATO C€ akTUBHpA IIPU TEMIIEPATYPHO OTKIOHEHUE = + 2°C;

3.3.1.6. paznonara ¢ HanmMCaHW WHAWBHAyaJHU TpPaBWJIa 3a TMOBEICHHWE HA IEPCOHANAa TMPH
MOBpE/Ia B 3aMKMCBAIOTO YCTPOUCTBO MJIH MPHU AKTHBHPAHA aiapma.

3.3.2. Beceku ¢pusep, XJIaAUITHAK U TPOMOOIIUTEH MHKYOATOp 3a ChXpaHEHHE Ha KPHB, KPHBHU
ChCTaBKM W KPBBHHM MpPOOM pEruCTpHpa TemIepaTypara Ha XapTUEH WM EJIeKTPOHEH HOCHUTEN
HENPEeKbCHATO.

3.3.3. Bceku TpoMOOIIMTEH MHKYOATOp MOAABPIKA 3a]a/ICHaTa YeCTOTa Ha pa3KialllaHe.

3.4. Ypenu 3a cenapupaHe Ha KpbB, KPbBHHU CHhCTaBKH W KPBBHU MPOOU W HA EPUTPOIMTH C



IPOMHUBEH Pa3TBOP.

3.4.1. Bcekn ypen 3a cemapupaHe (aBTOMaTHUYEH cCemaparop Ha KPbB M KPHBHH CHCTaBKH,
cemaparopHa IIeHTpo(yra 3a CakoBe ¢ JapeHa KpbB, JabopaTopHa LeHTpodyTra, aBTOMAaTUYHA IPOMUBHA
neHTpodyra 3a aHTUIIIOOYJIIMHOB TECT):

3.4.1.1. e oOopynBaH ¢ 060pPOTOMEP U XPOHOMETHP 32 KOHTPOJ HAa YCKOPEHHETO, CKOPOCTTA U
CIIUPAHETO;

3.4.1.2. ocurypsiBa 3a/1aIcHUTE NMapaMeTpH, B T.4. 32 YCKOPEHHUE, CKOPOCT U CIIUPAHE;

3.4.1.3. uma aBTOMAaTMYHA JETEKIHMs HA TPEHIKA M TOBPEIU CBhC CHOOIICHUS 3a TEXHUS
XapakxTep;

3.4.1.4. uma anmapMeHa CHCTEMa, KOSITO C€ aKTHBUpPA MPU aBTOMATHUYHA JIETEKIMs Ha TPEIIKH U
HOBpEy;

3.4.1.5. pasnonara ¢ HamMCaHW MHIUBUAYaHH MpaBUja 3a TOBEACHUE HA IEpPCOHANA TPHU
aKTHBHMpaHa ajgapma.

3.4.2. Besika cemaparopHa LEHTpOQyTa 3a CakoBe ¢ B3€Ta KPbB U KPbBHU MPOAYKTH:

3.4.2.1. uMa BUIUM TEPMOMETHDP;

3.4.2.2. nogabpika 3aajeHaTa TeMneparypa.

3.5. ¥Ypenu 3a 3aToIUIsiHE Ha KPbB, KPbBHU KOMIIOHEHTH U KPBbBHU MPOOH.

Bceekn ypen ot rpymara (elekTpuuecka CHMpasia 3a 3aTOIUIIHE Ha MpOTHYAIla Ipe3
rIacTMacoBara TphOMYKa Ha KPBhBOMpETUBaIaTa CucTeMa KpbB; BaHa 3a BoJHa OaHsi, HHKy0aTop):

3.5.1. e 06opyaBaH C BUIUM TEPMOMETHD;

3.5.2. moprbpxka 3ajajieHaTa TeMIeparypa;

3.5.3. uMa anapMeHa cucTema, KOsITO Ce aKTUBUPA IPU TeMIleparypHo oTkiIoHeHue 1 °C;

3.5.4. pasmonara ¢ HamMCaHW WHIMBUAyaJlHU TpaBWiIa 3a IOBEIEHHE HAa TEpCOHANA TPH
aKTHBHMpaHa ajapma.

Pazpgen IV
OCHOBHHU M3HMCKBaHHUS 3a YNPaXHSBaHE HA JACHHOCTHUTE, periiaMeHTUPaHu B 3aKOHA 3a KPBBTA,
KPBbBOJAPSABAHETO U KPBHBOIPEIMBAHETO

I. I3uckBanus 3a momp0op Ha JOHOPHU M B3€MaHE Ha KPbHB

1. [TonGop Ha moHOPH

[Tpu nmoxbopa Ha KaHIUIATUTE 32 JOHOPH CE€ OTpeJIesis Jallu JIMIETO € B J0Opo 3/1paBe, 3a Ja ce
3alIUTH HETOBOTO/HEWHOTO COOCTBEHO 3/paBe W Jla C€ 3allUTH PEHUIHUEHTHT OT TpeJaBaHe Ha
3a00JIsIBaHUS WIIM METUKAaMEHTH, KOUTO OMXa MOIVIM Ja ro yBpeasaT. 3BbpiIBar ce cieHuTe MpoLerypu
3a moabop:

1.1. UsebpmBa ce mpoBepka B HH(popmanuoHHata cuctema no EI'H 3a mpenmectsamu
B3E€MaHUsl HAa KPBB, PE3YJTAaTH OT U3CIEABAHUS 3a KpbBHA Tpymna U TpaHCMUCHUBHH WHGekiuu. [Ipu
OTKJIOHEHMsI B M3CJIEeIBAaHUATA OT MpEALIeCTBALN B3eMaHHs Ha KPbB WIM KPBBHU ChbCTAaBKU JIOHOPBT Ce
OTCTpPaHsBA.

1.2. Ha BcHYKM KaHAMJAT-AOHOPU C€ MPENOCTaBsl 3aIbJDKUTENHO IHCMEHAa WIH YCTHa
UH(OpPMAIUs Ha JOCTHIIEH 32 MUPOKaTa O0IIECTBEHOCT €3UK 3a:

1.2.1. ecrecTBOTO Ha KpbBBTa, MNpOLEAypara IO B3eMaHe Ha KPbB, CbCTABKUTE, KOMTO C€
MOJTy4aBaT OT LisIa KPBB WM 4Ype3 adepesa, U 3HAYCHUETO UM 32 MAIMEeHTHUTE;

1.2.2. npuurHKTE 32 U3BBPIIBAHE HA IPEIIe], B36MaHE HA aHAMHECTHYHU JIaHHH, U3CIIe/IBaHUS
Ha €JMHUIUTE U 3HadeHue Ha "MH(pOpMHUpaHO chracue" (3a aJIOTEHHO M 3a aBTOJIOXKHO B3E€MaHE Ha
KpPBB);

1.2.3. BE3MOXKHOCTTA 3a caMooTiIaraic¢, BpEMCHHO U IIOCTOAHHO OTIIaraHe€, KaKTO U MPUYIUMHHUTC
3aI0 OMPE/IEIICHH JIUIAa He TPsIOBa Jla JaBaT KPbB WJIM KPbBHHU ChCTABKH, aKO CHIINECTBYBA HIKAKbB PHUCK



3a pelUMUeHTUTE (TP aJIOTEHHO B3€MaHEe Ha KPbB);

1.2.4. BE3MOXXHOCTTA 32 OTJIATaHe W MPUYHHUTE 3aI0 MPoIeaypara 1o B3eMaHe Ha KPbB HAMa
Jla ce M3BBPIIH, aKO CHIIECTBYBA 3/[PaBOCIOBHA OMACHOCT 32 YOBEKa, OUIIO0 KaTO JOHOP WK PEIUMHECHT
Ha aBTOJIOKHA KPBB MM KPBBHH CHCTaBKH (TIPU AJIOTCHHO B3eMaHE Ha KPbB);

1.2.5. npuynHHUTE, MOPaad KOUTO HSAKOM JIMIIa HE TpsOBa Ja JaBaT KPbB, KOETO OM MOIVIO J1a
YBPEIU 3APaBETO UM;

1.2.6. ecTecTBOTO Ha MPOILEAYPUTE, CBbP3aHU C AJIOTEHHO WUJIM aBTOJOXKHO B3€MaHE Ha KPbB, U
CBBP3aHHUTE C TAX CHOTBETHH PHCKOBE; 32 aBTOJIOKHO B3E€MaHE HAa KPHB BH3MOXKHOCTTA aBTOJIOXKHATA
KPBB WIIM KPHBHHU CHCTABKH J]a CE OKa)KaT HEAOCTAaThUHU 32 MPEIojaraéMuTe Hy K11 3a MPEUBaHE;

1.2.7. Bb3MOXHOCTTa JIOHOPHUTE Jla TPOMCHST HAMEPEHHATAa CH 3a JaBaHE Ha KPBB IMpEaH
3aloyBaHe Ha MpOIEeaypaTa WU B3MOXKHOCTTA 3a OTTEIVISTHE WJIM CaMOOTJIaraHe MO BCSAKO BpeMe Ha
mpolieca Ha JIaBaHe Ha KPbB, 0€3 U3JIHIIHO CMYIIICHUE WIH HEYI0OCTBO;

1.2.8. npuuuHUTE, OPaAu KOUTO € Ba)KHO JOHOPUTE J1a MH(POpPMHUpAT OpraHU3alusaTa, B3ela
KPBBTA, 32 BCSIKO MOCIIEBAII0 CHOUTHE, MOPAIH KOETO BCSIKa B3€Ta MO-PAHO €UHHIIA KPBB MOXE Ja ce
OKa)ke HEMOAXOIIa 3a MPEJIMBaHE;

1.2.9. oTroBOpHOCTTAa Ha OpPraHM3AIMITA, B3€la KPHBTA, ]a YBEAOMH JOHOPA Ype3 MOIXOISII
MEXaHU3bM, aKO Pe3yJITAaTHTE MTOKa3BaT HSIKOU OTKJIOHCHHUS OT 3HAYCHHE 32 3J[PABETO HA JIOHOPA;

1.2.10. 3amo0 HEW3MOI3BAaHUTE ABTOJOXKHH E€IMHUIM KPHB U KPBBHU CHCTaBKH Ie Obaar
OTCTpPaHCHH M HsAMA J1a ObJaT MPeJIeTH Ha JPYTH NaIlUeHTH;

1.2.11. ye pe3ynraruTe OT M3CIEABaHHATA Ha BUpycHU Mapkepu, kato HIV, HBV, HCV umu
JPYTH BAXHH TPAHCMHUCHUBHH WH(EKINH, Ie TOBEAAT JI0 OTCTPAHSIBAHE HA JOHOpA M YHHIOXKABAHE Ha
B3eTara eINHUIIA;

1.2.12. 3a BB3MOXKHOCTTa JOHOPHUTE J1a 3a7aBaT BLIIPOCH I10 BCSIKO BPEME;

1.2.13. 3a HEOOXOAMMOCTTa JAOHOPHUTE, KOUTO HM3BBLPIIBAT MPOPECHOHATHO WIIA JTIOOUTEICKH
PHUCKOBHU JIEHHOCTH (MMMJIOTHPAHE HA CaMOJICTH, YIIPABJICHUE HAa aBTOOYCH M BIIAKOBE, paboTa ¢ KpaHOBE,
KauBaHE Ha MOJBWKHU CTHJIOM WU CKeJleTa, JeNTaljlaHepu3bM, KaTepeHe U TMypKaHe), Ja H3dakar
Hali-manko 12 h mpenu ga ce BbpHAT KbM IEHHOCTTA CH.

1.3. Ot xanauaaT-TOHOPUTE 38 IBIDKUTEIHO CE B3eMa clieiHaTa HHpOopMaIus:

1.3.1. nuyHM AaHHM 3a JOHOpPA, KOWTO IO YHUKAJeH HAuyWH, 0€3 OMACHOCT 3a CrpelicHa
UACHTUYHOCT, OTJINYaBaT JOHOPA, KAKTO U KOOPJIMHATH 3a Bph3Ka C HETO;

1.3.2. ngaHHW 3a 3ApaBOCIOBHOTO CHhCTOSHHEC M MHHAJIM 3a00JIsBaHHMS Ha JIOHOpa 4Ype3
IpeaocTaBeHa JeKapalus 3a 3ApaBOCIOBHOTO CHCTOSHHME W 4Ype3 JUYHO HMHTEPBIO, H3BBPUIEHO OT
KBaJM(UIIMPAH METUIIUHCKU MEPCOHA, KOUTO BKJIFOYBAT B)KHU JIAHHU, KOUTO MOTAT Jja IOMOTHAT 3a
uacHTH(HUIIPaHe W OTCSABAHE Ha JIMIA, YHMSITO B3eTa KPBB MOXKE Jia TPEJCTABIIIBA PUCKOB (hakTop 3a
JIpyTH JIKIA, KaTO Bb3MOXKHOCTTA 3a TpefaBaHe Ha MH(EKIWH, WIH OMACHOCT 3a 3[PaBETO HA CAMHTE
TAX.

1.4. JIoHOPBT ce MOANMUCBA BHPXY JEKIapaluaTa 3a 3paBOCIOBHO CHCTOSHHE, KaTo C MOANKCA
CH YJIOCTOBEpsIBa, Ue:

1.4.1. e mpoyen u pa3Opas mperoCTaBEHUTE My HHPOPMAIIMOHHU MaTepUay;

1.4.2. e uMan Bb3MOXKHOCTTA J1a 33]1aBa BHIIPOCH;

1.4.3. e moyy4ns y10BI€TBOPUTEITHH OTTOBOPH HA BCUYKHU MOCTABEHU BBHIIPOCH;

1.4.4. e nan nucMeHoO HHMOPMHUPAHO CHITIACHE OT HETO JIa CE B3eME KPbB;

1.4.5. e O6un uHdopMHUpaH, B CIydyauTe Ha aBTOJIOKHO B3eMaHE Ha KPbB, 32 BB3MOXKHOCTTA
ABTOJIO)KHATA KPBB WJIM KPBBHU CHCTABKH JIa CE OKAXKAT HEMOCTAThYHM 3a MPEIoaraeMUTe HYX IU 32
MPENUBaHE;

1.4.6. e ymocroBepwi, 4e MpelcTaBeHaTa OT HEro MHQOpMAIHs € BSPHA, JOKOIKOTO My €
U3BECTHO.

1.5. [lexnapanusra ce MoAIUCBa ChIO TaKa OT MEJAUIIMHCKUS IIEPCOHAT, OTTOBOPEH 32 B3€MaHe
Ha aHAMHECTHYHU JIAaHHU 32 JIOHOpA.



1.6. B mpuchCcTBHETO Ha JOHOpa C€ MperieKIaT MOMbIHEHATa JeKIapamus, JOKyMEHTa 3a
WH()OPMHUPAHO CHITIACHE M KPbBOAAPUTEIICKATA KapTa.

1.7. U3BbpiBa ce hu3muecKu mperies;

1.7.1. omtenka Ha BLHITHUS BU]I;

1.7.2. onieHka Ha OOIIIOTO CHCTOSHHUE;

1.7.3. m3mepBaHe Ha:

1.7.3.1. xppbBHO HaJsITaHE - CHUCTOJIMYHOTO HAJIAraHe He TpsOBa ga Hajgsumasa 180 mm
JKMBA4CH CTHJIO, a nuacToaudHoTo - 100 mm >KuBadyeH CTHIIO;

1.7.3.2. myinc - nonyctuMute cToiHocTu ca Mexxkay 60 u 100 ynapa B MUHYTa;

1.7.3.3. Temneparypa - He TpsiOBa na HaaBumasa 37 °C;

1.7.4. npyrwu, 1Mo pereHKa Ha JIeKapsl Ha eKUIla 32 B3eMaHe Ha KPbB.

1.8. Onpenenst ce OpUeHTUPOBBbUHA KPbBHA IPyIla U C€ U3MEPBa HUBO Ha XEMOITIOOHMH.

1.9. IlogGopbT Ha JAOHOPHUTE HA ISUIA KPBB M KPBBHU CHCTABKH C€ M3BBPINBA IO CIICIHUTE

KpUTEPUU:

1.9.1. Kpurepuu 3a mon0op Ha JOHOPH Ha Is1a KPbB M KPbBHU ChCTABKH.

[Ipy M3KITIOYUTETHN OOCTOSITENICTBA WHIAMBUAYATIHU B3€MaHUs HA KPBB OT JOHOPH, KOMTO HE
OTrOBapsT Ha CJICJBAIIMTEC KPUTCPUH, MOTaT Ja ObJaT pa3pemieHd OT KBATH(PHUIMPAH MEIUITUHCKU
crienuanucT. Bcuuku Te3u ciydau TpsiOBa Aa ObJaT SICHO TOKyMEHTHUPAaHH.

CrneBanuTe KPUTEPUH HE C€ OTHACST JIO aBTOJIOKHUTE B3eMaHUS HAa KPBB.

1.9.1.1. Bp3pact u TenecHo TemIo Ha IOHOPUTE

Br3pact 18 1o 65 roguaU
JloHOp 3a MBPBU BT [To mpenienka Ha
Hajg 60 roguHu JICKaps Ha IIEHThpa
TenecHo >= 50 kg 3a TOHOPU Ha II5171a KPBB WU KPHBHH

TCTJ10

CBhCTaBKH, B3eTH upe3 adepesa

1.9.1.2. HuBo Ha XeMOmIIOOMH B KPBhBTa Ha JJOHOPA

XeMormoouH

3a KeHn

>=125¢/l

3a MBKE

>= 135 g/l

Ortnacs ce 3a

JIOHOPH Ha aJIOT€HHH
CAUHNIU 151 Kp’I)B u
Kp’bBHI/l CbCTABKU

1.9.1.3. (mom. - JIB, 6p. 35 ot 2018 r.) KonudecTBo GeNThK B KphBTa Ha JOHOpa (OTHACS c€ 3a
JIOHOPH Ha TIa3Ma, B3eTa upe3 adepesa, U ce U3Cie[Ba IOHE BEAHBK TOUIIIHO)

bentbk

>= 60 g/l

AHanu3bsT Ha GEITHK 3a JOHOPH HA IJIa3Ma, B3eTa 4pe3
adepesa, ce U3BBPIIBA MOHE BEAHBK TOAMIITHO

1.9.14. (mom. - IB, 6p. 35 ot 2018 r.) bpoii TpoMOOIIMTH B KpBBTA Ha AOHOpPA (OTHACS ce 3a
JIOHOPH Ha TpOoMOOIUTH upe3 adepesa)

TpombonuTu

Bpoii TpomOoruTH
TO-TOJISIM MJTA PaBCH
Ha 150 x 10(9)/1

N3uckBaHo HUBO 3a
JIOHOPH Ha TPOMOO-
IIUTH Ype3 adepesa

1.9.2. Kpurepun 3a omiarane Ha JJOHOPH Ha Ls1J1a KPbB U KPBBHU ChCTAaBKU

W3cnenBanusara U MepUoJMTe HA OTIIaraHe, 00O3HA4YEeHU ChC 3Be3nAnuka (*), HE ce M3MCKBaT,
KOraTo eIMHUIaTa Ce U3I0JI3Ba €AMHCTBEHO 3a MOJyyaBaHe Ha Ij1a3Ma 3a GpakHOHUPaHE.

1.9.2.1. Kputepuu 3a HOCTOSIHHO OTCTPAHSIBAHE HA IOHOPU HA aJOT€HHU €IMHUIIN

CbpeuHO-ChI0BO

3a00JIBaHe

Kanaugar-10HopH ¢ aKTUBHO UIJIM MHHAJIO
CEPHO3HO ChPJCYHO-CHIOBO 3a00JSIBAHE, C U3KITFOUCHHUE
Ha BPOJICHH AHOMAJINH C IIBJIHO H3JIEKYBaHe

3aboisiBaHe Ha
[EHTpaJIHATa
HEpBHA CHCTEMA

AHaMHECTHUYHH JIAHHH 33 CEPHO3HO 32
OoJsBaHE Ha II.H.C.

TenaeHIUS KbM
aOHOPMHO KBbpPBEHE

Kanmuaar-goHopy ¢ aHaMHECTUIHHU
JTAHHH 3 KOaryJIonaTus

IloBrapsiuu ce enu-

Jpyru 0cBeH KOHBYJICHH B AETCKA Bb3-



3011 Ha CUHKOII
WY aHAMHECTUYHH
JIaHHU 32
KOHBYJICUM

PacT WM KOTaTo ca MUHAIHN TTOHE
TP TOAAMHH OT MTOCIISIHOTO JICUSHHE
C aHTHKOHBYJICAHTH 0€3 e300/ Ha
KOHBYJICHUU

Cucremuu 3a001s-

BaHUs Ha racTpo-

HMHTECTHHAJIHATA C-Ma, TEHUTOYpETpaiHa
C-Ma, XeMaTOJIOTHYHH, UMYHOJIOTHYHH,
MeTaOOIUTHH, ObOPEYHH HITH TUXATCITHA
3a00JIsIBaHMS

Kanaunar-noHOpH Che CEPHO3HO AKTUBHO,
XPOHUYHO MJIM PEKYPEHTHO 3a00JIsIBaHe

Juaber AKO ce JIeKyBa ¢ HHCYJIMH
Wudexmozan Xenarur B, oceen 3a HBsAg orpura-
3a00sIBaHMs TEJIHU Ja ¢ autuTena cpemy HBsAg
Xemartut C
HIV-1/2
HTLV I/l
babesmnaza*
Kana Azap (Bucuepanna naiimmannasa) (*)
Tpumano3ommasa kpysu (6onect Ha Yarac)(*)
3nmoKkavyecTBEHH OcBeH in situ KapIIUHOM H IIBITHO U3-
3a00JsIBaHUs JIeKyBaHe
TpancMuCUBHU Jluna ¢ pamuHa aHaMHe3a, KOSITO TH
cnoHrudopMeHH TTOCTAaBS MO OTTACHOCT OT Pa3BUTHE
eHiedaIonaTuu Ha TCE, uiu iuima, KOUTo ca MoJIydH-
(TCE) (manp. 60- JIK TIpUCaJIKa OT POTOBHUIIA WJIH Aypa
JIECT Ha Marep, UId KOUTO Ca OWIIH JICKYyBaHU
Creutzfeldt Jacob, B MHUHAJIOTO C MEIUKAMEHTH, U3TOT-
variant Creutzfeldt BEHU OT YOBCIIKH MUTYUTAPHH KIIe-
Jacob) 3u. 3a variant Creutzfeldt Jacob mo-

rat na ObJaT MpenopbuaHu JOIbII-
HUTEITHH MIPEIIIa3Hu MEPKH

Hutpaenosna (IV)
WIIK HHTPAMYCKYJI-
Ha (IM) ynorpeda
Ha HAPKOTHITU

BceskakBu anamaecTnaHM gaHHu 3a IV
wm IM npueMane Ha HEPeaIMICaHn

OT JIeKap HAPKOTHIIH, BKIIOYHTEITHO
CTEPOUIM IV XOPMOHHU 32 O0INOWITUHT

PGHI/IHI/IGHTH Ha KCCHOTPAaHCIJIAHTAaTH

CekcyaiHo

JInna, YueTo ceKcyaaHo MOBEICHUE

T [TOCTaBsI IO/l BUCOKA OMACHOCT OT MPHUI00MBaHEe HA
TEXKH HHPEKITMO3HU 0OJICCTH, KOUTO MOTAT Ja Ce
mpejaiat upe3 KpbB

IIOBCICHUC

1.9.2.2. Kputepuu 3a BpeMEHHO OTJIaraHe Ha JOHOPHU Ha aJIOTCHHA KPBB

1.9.2.2.1. (gom. - IB, 6p. 37 ot 2016 ., u3m. - /1B, 6p. 35 ot 2018 r.) Undexuuu

[IpoabmKUTETHOCT HA TIEPUO/IA HA OTJIaraHe

Cnen uHpEKIHO3HO 3a00JsABaHe KaHAUIAT-JOHOPUTE CE€ OTJaraT 3a IIOHE JIBE CEAMMIIM CIIeI
IIBJIHOTO KIIMHUYHO Bh3CTAHOBSIBAHE.

He3aBrcrMO OT TOBA CICIHUTE TIEPUOIU Ha OTJIAaraHe Ce€ OTHACAT 32 MH(MEKIMHUTE, IPEICTaBEHU
B Ta0IUIIATA:

Bpymenosa (*) 2 TOAMHY CJe]] 1aTaTa Ha IIbJIHOTO Bh3CTAHOBSIBAHE
OcTeoMHeNTHuT 2 TOJIMHU CJIEJ IaTara Ha JOKa3aHO M3JIeKyBaHe
Q Tpecka (*) 2 TOJMHM CIIEN JaTaTa Ha JOKa3aHO M3JIEKyBaHe
1 roguHa ciex garara Ha JOKa3aHo M3JIEKyBaHE U MPH
OTpUIIATEJICH PE3YIITAT OT U3CIIeBAHE 3a
Cudumnuc (*) AHTUTPETIOHEMHH aHTUTeNa. AKO pe3ylTaThT €

TOJIOXKUTEIJICH, JOHOPBT C€ OTCTPAaHABA 3aBUHAI'U OT
JlapsiBaHC Ha KPHB




Toxcomnaszmo3sa (*)

6 Mecena CJICH JaTrara Ha KIMHWYHO Bb3CTAaHOBABAHC

Tybepkymno3a 2 TOAWHM CJIe] IaTaTa Ha I0Ka3aHO M3JIEKyBaHEe
2 TOAWHM CJIEN IaTaTa Ha PeyCTaHOBsABaHE Ha

PeBmaruzem CHMIITOMHUTE, OCBEH IIPH HAJIWYUE Ha XPOHUYHO
ChpAeYHO 3a00JI1BaHe

Temmeparypa > 38°C 2 ceIMUIIM CJIeAl aTaTa Ha IpeyCcTaHOBsABaHE Ha
CHUMIITOMUTE

I'punonono6HO 2 cenMUIM ciiel] IPEYCTaHOBsSBaHE Ha

3a0os1BaHe CHUMIITOMUTE

Manapus (*)

- JIuma, xouTo ca
SKUBEIA B 00J1aCT

¢ Mayiapus 3a
HEMPEeKbCHAT TIEPUO]T
ot 6 Mecera npe3
KOWTO ¥ J]a € IepHOJ
OT KHBOTa CH

Morart 1a 0baaT JOIYCHATH KaTo JI0-
HOPH, aKO Pe3yNITaThT OT BaJUAUpaH
HMYHOJIOTHYEH TECT 3a aHTHTEa cpe-
[y MaJJapUHHUS apa3uT, U3BbPIICH
oHe 4 Mecela Ciie MOCIEAHOTO I10-
CeIlleHHe B MaJlapuiiHa 001acT, € oT-
pumareiacH. AKO TECTBT € ITOJIOXKH-
TEJIeH, TOHOPBT CE OTCTPAHSBA 3a-
BHHAru OoT 1aBaHC Ha KPbB. AKO HE €
U3BBPILIEH TECT, JOHOPHT CE OTCTPa-
HsBAa 3aBUHAruv OT JaBaHC Ha KPHB

- JIuua c anamHe-
CTUYHU JJAaHHU 32
npeboeayBaHe OT

MaJrapus

3 roIuHM Clle]] IPEyCTaHOBSBaHE Ha
JICUEHUETO U MPH JIUIICA HA CUMIITO-
mu. Jlomyckar ce 10 1aBaHe Ha KPbB
CaMo aKo Pe3yITaThT OT UIMYHOIIOTUYCH FUTH
MOJICKYJIIPHO-TEHOMEH TECT € OTPHUIIaTeICH

- bescumnTomHn
IMOCETUTEIN Ha

CHACMHUYHHA 30HHU

6 Mecera cie HalyCcKaHe Ha CHJIe-

MHYHaTa 30Ha, OCBEH aKo pe3yiTa-

THT OT IMYHOJIOTHICH WIIA MOJIEKYJIPHO-TEHOMEH TECT €
OTpHUIIaTeNIeH

- JInua ¢ anamue-
CTUYHU OJAaHHU 3a
HeJII/IaFHOCTI/ILU/Ipa-
HO TPECKAaBO ChC-
TOSTHUE TI0 BpeMe
WU B PAMKHUTE Ha

6 Mecela clie]l IoCelIeHe Ha EHIEMUYHA

3 TOZIMHY ClIe/l IPeyCTaHOBsIBAHE Ha
CUMIITOMUTE; ICPUOABT MOXE J1a
Objie HaMalieH Ha 4 Mecella, ako pe-
3yATAThT OT UMYHOJIOTHYCH WU
MOJICKYJIIPHO-TCHOMEH TECT € OTpH-
[aTeJcH

30Ha
West Nile Virus 28 IHM Clie] HallyCKaHe Ha 00IacTh
¢ mpoxbpipKaBaiio npegaBane Ha WNV Ha xopa, 0CBeH
(WNV) (*) aKo KpbBoHapuTelaT € u3cinensad ¢ NAT Tect u
PE3YNTATEHT € OTPUIIATENEH
1.9.2.2.2. N3narane Ha OMacHOCT OT Npu100MBaHe Ha HH(EKIHSI, MpeaBaHa 4pe3 KPbB
- EHnmockorncku nperyies ¢ OTnaraHe 3a 6 Mecena
(baekcuOeIH: HHCTPYMEHTH WM 3a 4 Mecena mpu
- OnpbcKBaHE Ha JIMTABUIIM C YCIIOBHE, Y€ pE3yIITa-
KpbB WK YOOXKIaHE C UIJIa 16T oT NAT Tecr 3a
- IlpenuBaHe Ha KPHBHH ChC- xenarut C e orpuia-
TaBKH TeleH
TpaHCHJ'IaHTa]_II/Iﬂ Ha ThbKAHHU UJIU KJICTKU OT YOBCIIKU
" mpomsxon

- Tonsama xupyprus
- TaryupoBka uiayu 6OIUNUPCHHT
AKXyNyHKTYpa, OCBEH aKo He € M3BbpIICHA OT KBATU(UIINpaH
- TpodeCHOHATMCT ChC CTEPUITHH HIVIU 33 SIHOKPATHA
ynotpeba



Jlnia, momIokeHH Ha OMACHOCT MOPaIn IOMAIIeH KOHTAKT C
JIMIa ¢ Xernarurt B

Jluia, uneTo MoBeaACHUE WITH Otnarase cjeq nmpeycra-
AKTHBHOCT T'Y [TOJTara Ha oIac- HOBSIBaHE Ha PUCKOBOTO
HOCT OT MPUI00MBAaHE HA UH- MOBEJICHUE 3a MIEPHOJ OT
(hek1no3Ho 3a00Js1BaHEe, KOCTO BpeMe, OIPEICIICH OT

BBIIPOCHOTO 3a00JISIBAHE U OT

MOXE J1a C€ Impeaaac 4pe3 KpbB
! PEAane |p P HaJIMYUCTO HA NMOAXOAAIIN TCCTOBC

1.9.2.2.3. UmyHu3anuun

ATeHIONpaHu BHPYCH 4 ceqmunn
u OakTepuu
WuakTuBUpanu/yOuTH BUpPY- be3 otnarane mpu 1o6po 3apa-
CH, 6aKTepI/II/I WJIN PUKCTCUN BOCJIOBHO CBCTOSSHUC
Tokconau Bes oTarane npu 100po 3APaBOCIOBHO ChCTOSIHUE
Baxkcuna cpemry xenatut A bes otnmarane mpu 100po 3apa-
Wiy xenatut B BOCJIOBHO CHCTOSIHUEC U HAMA KOHTAKT C BUPYCUTE
Bsic be3 ornarane npu 100po 31paBOCIOBHO ChCTOSHUE U
HsIMa KOHTaKT C BHpyca
AXO MMYHHM3alMATa € U3BBPILICHA Clie]] KOHTAaKT C BUpyca,
TIEPHOIBT HA OTIIATaHe € €IHA TOJIHA
Baxkcunau cpemnry Tick-borne Bes otnarane mpu g06po 3apa-
encephalitis BOCJIOBHO ChCTOSIHHE U 0€3 KOHTAKT
1.9.2.2.4. (u3m. - 1B, 6p. 35 ot 2018 r.) JIpyru npuyuHM 32 BPEMEHHO OTJIaraHe
EpeiE e 6 Mecela cies pakJaHe Wid IpeKbcBaHe Ha OPEMEHHOCT, OCBEH MPH
M3KJIIOYMTEIHA O0CTOSITENICTBA M 10 NPELIeHKA Ha JIeKap
Mauka xupyprus Enna cenmuna
CToMaTonoruy- Manku MaHHUIlyJIalluu, U3BbPUICHU OT CTOMATOJIOI -
omarate 1o cneasamus JaeH (NB: BajgeHe Ha 350, M3MIbJIBAaHE HA KaHAIN
HO JIe4eHne

W JIPYTO CXOJHO JICUCHHE CE MPUEMa 32 MaJIKa XUPYPIHs)

B 3aBUCHMOCT OT €CTeCTBOTO Ha JIEKapCTBa, HAYMHA UM Ha JeficTBHE U
nexyBaHoTO 3a0osBaHe. [Ipenoprusa ce LITX u OTX 1a usroresr
CIHCHK C YECTO M3MOI3BaHH JIEKAPCTBA U IIPABHIIA 32 OTXBBPIISTHE HA
JlexapcTBEHN TIPOIYKTH noHOpH. JIoHOPH, IpHUEMAIH MPEIIICaHu JIEKapCTBa U 0COOEHO TaKMBa
C JTIOKa3aH TepaToreHeH e(eKT, Ja ObaT OTCTpaHIBaHU OT JapsBaHe 3a
OTIpeJieNieH TIEPHOLL B 3aBUCUMOCT OT (hapMaKOKHHETUIHHTE CBOIMCTBA Ha
JIeKapcTBaTa

1.9.2.3. OTnarane nopajau oco0eHa enuaeMuIHa 00CTaHOBKA

OcobeHna enue- OTJIaraHeTo € CBbP3aHo C eIMHUIEMHUO-
MHOJIOTHYHA 00- jgoruyHara oocranoBka (TakuBa oTia-
CTaHOBKa (Harp. ra"us ciaenBa Ja 0bIar chboO0IaBaHu
B3pHUB OT HH(EK- OT KOMITETEHTHHTE BiIacTH Ha EBpo-
I[UH) nefickaTa KOMHCHS C OTJIE/ Ha TIpe-

IpreMaHe Ha MEpPKH OT OOIIHOCTTA)

19.24. (m3m. - 1B, Op. 35 or 2018 r.) Kputepuu 3a omiaraHe Ha JOHOPH Ha aBTOJIOKHU
(S21050505000%0

CepHo3HO ChPICUYHO B 3aBHCHMOCT OT MSCTOTO 3a B3€MaHE Ha KPHB
3a00JI51BaHE

JIuna ¢ aHaMHECTHYHHI JleueOHMTE 3aBeICHUS U3TPAXK AT IIpaBUa 3a
JIaHHM Ha: ABTOJIOXKHO JTaBaHE HAa KPBB OT TAKWBA JIHIIA

- xemnatuT B ocseH 3a
HBsAg orpuiiarensu nuia ¢ aHTHTENa
cpemy HBsAg

- xematut C



- HIV-1/2
- HTLV I
AkTuBHa OakTepHasHa HHPEKITUS

1.10. JlombIHUTENHN U3UCKBAHUS KbM JJOHOPU Ha KPbBHH CHCTaBKU 4pe3 adepesa

1.10.1. Hdonopute Ha KPBBHH CHCTaBKH 4pe3 adepe3a TpsaOBa Ja OTTOBapAT HAa BCHUYKH
W3HUCKBaHMSI, OTIPECNICHH 3a JOHOPUTE Ha Isj1a KPbB.

1.10.2. He ce momyckar a0 adepe3a KaHAuIaT-JOHOPH C JaHHU 3a:

1.10.2.1. aOHOpMHH KPBBOTCUCHHS;

1.10.2.2. 3aapBKKa Ha TEYHOCTH (OCOOCHO aKo c€ MpeJroiara mpuiaraie Ha KOPTHKOCTEPOUIH
W/WIIH U3TI0JI3BaHe Ha M1a3M03aMeCTBallll Pa3TBOPH);

1.10.2.3. ymorpeba Ha MEAMKAMEHTH, CBHIbPXKAIIM alETHICATUIIIOBA KHCEIWHA, Ipe3
MOCJICTHATE 5 THU Mpeau TpomoonuTodepesa;

1.10.2.4. cromanrau 3a00siBaHust (B CITydail Ha U3IMOJI3BAHE HA KOPTHKOCTEPOUIH);

1.10.2.5. HexenaHu peakuuy 10 BpeMe Ha MPEIIeCTBALIY B3EMaHU HA KPbBHU ChCTaBKH.

Crnen u3BBpIIBaHE HA MOAOOPA KaHAUIAT-IOHOPHT CE HACOYBA 32 B3€MaHE Ha KPHB WM KPHBHU
CBHCTaBKH.

2. (m3m. - JIB, 6p. 37 ot 2007 r., m3m. - JIB, Op. 35 oT 2018 r.) B3emane Ha KpbB

KbM B3eMaHe Ha KpbB WM KPBHBHU CHCTAaBKU CE€ MPUCTHIBA CIE] MPOBEXKIAHE HA BCUYKHU
MPEIBUICHA B CTAHIAPTA MPOLEAYPH, H3CICABAHHUS M MCIUIIMHCKH TPETIea, W3BLPIICH OT JIeKap.
Bsemanetro Ha KpbB c€ H3BBPIIBA B CUCTEMH OT CTEPWJIHU cakoBe, mpuTexasaimu CE MapkupoBka B
CHOTBETCTBUE CHC 3aKOHA 3a MEIUIIMHCKHUTE m3nenus. KpbB ce B3eMa B CTAllMOHAPHU CTPYKTYPH Ha
LTX, MmuOrONIpOdHMIHA OOTHUIIM 32 aKTHUBHO JiedeHHe ¢ paskputo OTX u OT MOOMIHM €KUITH Ha TE3H
neyeOHU 3aBeICHHUS.

2.1. Jluneto, KOETO KOMIUIEKTYBa JOKYMEHTAlUsTa 3a JOHOpa M TMOATOTBS CaKOBETE 3a
KpBbBOB3EMaHE, CI1a3Ba CJEIHAaTa I10CIE10BaTEIHOCT:

2.1.1. KOMIUTEKTYBa IOKyMEHTAIIWs, ChIbpKaIla MOMbIHEHH (GOpMH 3a:

2.1.1.1. uadopMuUpaHO ChITACHE,

2.1.1.2. nexnapanus 3a 3paBOCIOBHOTO ChCTOSIHUE;

2.1.1.3. xapra Ha JOHOpa, CBHABPXKAIIA pE3YITaTUTe OT MEAMLMHCKHUS Mperies] U OT
a00paTOPHUTE U3CIICABAHUS;

2.1.1.4. nuuHa KpBHBOJAPUTEJICKA KapTa (32 BCEKH JOHOP MPU MMBPBOTO B3€MaHE HA KPHB WIH
KPBBHU ChCTABKH);

2.1.1.5. ugentudukanms Ha B3eTaTa €AUHUIA KPbB WU KPbBHU CHCTABKU;

2.1.2. mpoBepsiBa CAaKOBETE 3a HAJTMYHE Ha ePEKTH;

2.1.3. eTUKEeTHpA CAaKOBETE;

2.1.4. ONTOTBS M ETUKETHpA HAl-MaJKO JIBa KOHTEHHEpa 3a B3EMaHE Ha CATCIIMTHU KPHBHH
npoOu U uAeHTU(GUIIMPa CAaMOIMYHOCTTA Ha JOHOPA.

2.2. B3zeMaHeTO Ha KPBB C€ M3BBPIIBA B CHOTBETCTBUE ChC CTAHIAPTHA ONIEPATUBHA MPOIEAypa
OT MEIUIIMHCKA CEecTpa, MpeMHHala o0y4YeHHe B IIEHTHP 3a TpaHC(]y3HOHHA XeMAaTOJOTUSl U MOIy4HIia
cepTUdUKAT 32 TOBA, KaTO CIIa3Ba CIEAHATA MTOCIEAOBATEIHOCT:

2.2.1. npaBu 1IaTeNHa MPOBEPKA 332 MBJIHOTO CHOTBETCTBHE MEXJy CAMOJIMYHOCTTA Ha JOHOPA
U €THKETUTE, TIOCTABEHU BhPXY Caka M KOHTCHHEPUTE,

2.2.2. TIOATOTBA MSCTOTO 3a BEHEMyHKIMS [0 TOYHA, CTaHJAPTU3MpaHa IMpoIeaypa, Karo
MOJTOTBEHUAT y4YacThK HE TpsiOBa na ObJe JOKOCBAH OT MPBCTHTE HAa Omeparopa, mpeau Aa Obe
BbBEJ/ICHA UIJIaTa BHB BCHATA;

2.2.3. U3BBpIIBAa BEHEMYHKIIMS, UIJaTa TPsSOBa Ja MOMajJHE BHB BEHATa MPU MBPBUS OIMNT;
JIOITYCTHMO € JIa C€ U3BBPIIU BTOPA ACENITUYHA BEHEITYHKITHS ¢ HOBA MIJIa HA HOBO MSICTO;

2.2.4. ocurypsiBa IOJXOJSIIO Pa3MECBAaHE HA KPBBTA C aHTHKOAryJaHTa BbB BCHUUKH €Tamd Ha



KPBHBOB3EMAHETO, KaTO CIEAH 3a CICTHOTO:

2.24.1. xorato KpbBTa 3amo4yHe Ja Tede, TpsAOBa BeJHara Ja Bjle3e B KOHTaKT C
KPBHBOKOHCEPBHpPAIIIHS Pa3TBOP U J1a C€ pa3MecH 00pe;

2.2.4.2. MOTOKBT Ha KPBHBTA Ja OBbJE TOCTATHYHO CHJICH W HENMPEKHCHAT; B MJICATHHUS CITyJai
B3CMAHETO Ha €JHAa CIWHMIA Iisa KPbB He TpsOBa 1a mpombkaBa mosede or 10 min; ako
KPBBOB3EMaHETO MPOIB/IKU MoBede OoT 12 MiNn, KpbBTa HE ce U3IMOJI3Ba 3a MoJyyaBaHe Ha TPOMOOIIMTEH
KOHIIEHTPAT; aKO KPhBOB3EMaHETO MPOIBIDKU TOoBede oT 15 min, rmia3mara He ce M3M0JI3Ba 3a MPeTuBaHe
WJIH TIPUTOTBSIHE Ha (PAKTOPH HA ChCHUPBAHETO;

2.2.4.3. axo npu adepesa ce NMPEKbCHE MOTOKHT 1O BpEeME Ha MpolleAypaTa, CAMHHAIIATA HE Ce
U3M0JI3Ba 32 (PAKIMOHUPAHE HA JAOWIHU TUIa3MEHU OCNTHIM WU 32 TMOJydYaBaHE HA TPOMOOIIMTHU
KOHIIEHTPATH;

2.2.4.4. xoraro pa3MeCBaHETO CE€ U3BBPIIIBA PHUHO, CAKBT C KPBB ce 00pbhIna Ha Bceku 30 - 45 S;
KOraTo ce M3M0JI3Ba aBTOMaTUYHO pa3MecBaHe, ce Mpuiiara 100pe cTangapTu3upaHa CUCTEMa;

2.2.5. cieqy 3a KOTUYECTBOTO KPBB B Caka, KaTo MPU JOCTHTaHE Ha o0eMa Ha €THO CTaHJapTHO
B3€MaHE Ha KPbB IIPEYCTAHOBIBA B3EMAHETO;

2.2.6. B3eMa KpPbB B NPEIBAPUTEIIHO €TUKETUPAHUTE KOHTEHHEPU TUPEKTHO OT CHUCTEMara 3a
KPBBOITYCKaHE TIOCPEICTBOM aJIamTop;

2.27. mo BpeMe Ha OTIEISIHETO HAa HABIHEHHUS Cak OT JOoHOpa 3aTBaps €(EeKTUBHO
TpbhOWYKaTa, KaTo BEJHAra CJIe]] TOBA M3TIACKBA HAIIBIIHO ChIABPKAHUETO HA TPHOMYKATA B CaKa;

2.2.8. mpoBepsiBa €TUKETUPAHETO HA Caka, CaTEIIMTHUTE KPHBHU MPOOU M UACHTUYHOCTTA HA
JIOHOPA 332 ChOTBETCTBHE HA CTHKCTHTE;

2.2.9. mocrtaBst eqMHMIIATA TIPU TIOJXOAIIA TEMIIEpATypa Ha ChXpaHEHHE.

2.3. Ilpu BCcsAKO B3eMaHE HAa KPBB M KPHBHU CHCTAaBKH CE BOJAM ITBJIHA JOKYMEHTAITUS, KOSTO
ChABPIKA CICTHUTE TaHHU:

2.3.1. narara, HoMepa Ha AapsIBaHETO, UASHTU(UKAIUSI 1 aHaAMHE3a Ha JJOHOPA;

2.3.2. narata, HOMEepa Ha JapsiBaHETO, WIACHTHU(HKAIMSI ¥ aHaAMHe3a Ha JOHOpa 3a BCSKO
HEYCIIENTHO JapsiBaHe C MPUYMHUTE 32 HeyCIieXa Ha JIapsiBaHeTo;

2.3.3. cniChK Ha OTXBBPJICHUTE JOHOPH C IPUUYMHHUTE 32 TOBA;

2.3.4. mpaHYU OAPOOHOCTH 32 HACTHIIWIIA CTPAHUYHY PEAKIIUU TIPHU B3EMaHE HA KPbB;

2.3.5. 3a 1oHOpH Ha adepesa: oOeM Ha B3eTaTa ChbCTaBKa, 00eM Ha mpepaboTeHaTa KpbB, 00eM
Ha 3aMeCTBalIMsl pa3TBOP U 00EM Ha aHTUKOATYJIaHTA.

2.4. KonnyecTBa B3eTa KPbB U KPbBHU ChCTABKU M UHTEPBAJIA MEX/ly B3€MaHUATA!

2.4.1. Usna kpbB

24.1.1. EgHo craHgapTHO B3eMaHe Ha Iputa KpsB e paBHo Ha 450 ml = 10 % OGes
AHTHUKOATyJIaHTa.

24.1.2. OtHetHAT 00eM KpBHB NO BpeMe Ha €JHO B3eMaHE Ha Issla KPbB HE TpsiOBa 1a
Haasuimasa 13 % ot obeMa Ha HUPKyIUpalara KpbB; TO3H 00eM ce U3YHCIIsABA OT M0Ja, PhCTa U TETIOTO
Ha JJOHOpa MO TabJInIla ChITIaCHO MpuiIoxkeHue Ne 2.

2.4.1.3. Tlpu BcsAKO CTaHZApTHO B3eMaHe Ha KPbB C€ B3eMa W KpbB B o0em 10 45 ml B
CaTeIIMTHU XEPMETU3UPAHH SITPYBETKH 32 U3CIICABAHE HA SIMHUIATA KPBB.

2.4.1.4. Ot MBKeTe TOHOPU KPBB MOXKE J1a CE€ B3€Ma JI0 5 IIbTH B €HA KaJCHapHa TONHA, a OT
JKEHUTE - 4 THTH; UHTEPBAIBT MKy JBE TOCIEIOBATEIIHU B3€MaHUs Ha KPBB € He MO-MalIbK oT 60 JHH.

2.4.2. Adepesa

2.4.2.1. HabmoneHneTo U MEAWIIMHCKHUTE TPIKU 3a JOHOpHUTE Ha adepe3a Ce M3BBPIIBA OT
JieKap, MpeMHHaJ Mpe3 crieuaiHo o0ydeHue 3a aepe3Ha TeXHUKa.

2.4.2.2. OcBeH B U3KITIOYUTEITHH CITy4au, KOUTO CE€ peliaBar OT OTTOBOPHHUS JieKap, JOHOPUTE Ha
adepesa TpsiOBa JAa OTTOBAPAT HA MU3MCKBAHUATA 32 JIOHOPH HA Lisij1a KPbB.

2.4.2.3. B3emaHeTo Ha Ij1a3mMa ce U3BBPIIIBA UYpe3 armaparHa riazmadepesa.

2.4.2.4. Jlonopute He TpsAOBa J1a ce mojyiarat Ha ad)epe3Hd MPOICIypH MOBEUYE OT BEAHBK HA



nBe cenMuii. [Ipu U3KIIIOYUTETHU 0OCTOSITENICTBA U TI0 PEIICHHE Ha OTTOBOPHHUS JIEKap TO3U HHTEPBAI
MOXKe J1a ObJIe IPOMEHEH, HO CIIEHUTE YKa3aHUs U MaKCUMaJIHA 00eMH TpsiOBa fa Obaar cria3eHu:

2.4.2.4.1. 001I0TO KOJIMYECTBO IJIa3Ma, OTACJICHA 3a €IHAa TOIMHA, HE MOJXKEe J1a HaaBuInasa 15 1;

2.4.2.4.2. o0IIOTO KOJIMYECTBO IDIa3Ma, OTHEICHA 3a €QHa CeAMHUIA, HE MOXKE Ja HaJBHIIIaBa
€/IMH JIUTHD;

2.4.2.4.3. npu aunca Ha 00EMHO 3aMeCTBaHE OT €IHMH JOHOP MpH eaHa adepe3Ha mpoieaypa He
TpsiOBa 11a ce B3eMa moBede oT 650 Ml aHTHKOarymMpaHa Mmia3Ma; ako MOJYYSHHUST MPH €IHa Tpoleaypa
00em HaaxBbpisa 600 - 650 ml, ce ocurypsiBa OAXOIAIIO 3aMECTBaHE Ha 3arydara Ha TCUHOCTH;

24.24.4. 3arybara Ha epUTPOLIMTH HE ce gomycka na HagsuimaBa 20 Ml epuTpoumrTeH
KOHIICHTpPAT Ha CEIMHUIIA;

2.4.2.4.5. yHTEpBAIBT MEXIY €IHA TutazMadepe3Ha U eaHa nuTodepe3Ha Mmpolueaypa U eIHO
B3EMaHE Ha Is1a KPbB TpsiOBa ja Obje Hail-Manko 48 h; uHTepBaIbT MEK/Y B3eMaHe Ha IisU1a KpbB (MU
HEYCIIEIIHO BpPbIlIaHe Ha OTAEJICHUTEe EpUTPOLUTH NpH adepesa) u nociensamia adpepesHa mnpoueaypa e
Hali-MaJIKO JIBa Mecella.

2.4.2.5. JlombTHUTEITHA U3UCKBAHMS 3a JJOHOPH Ha Iia3madepesa

2.4.2.5.1. N3cnenBane Ha 001 CEpyMEH WIIM IIa3MEH OCITHK - OOIIMAT OCATHK HE TpsAOBa aa
ob1e mo-uuchbk oT 60 g/l. ToBa u3cienBane TpssOBa Ja ce MOBTAPS HA IMOIXOJSIINA MHTEPBAIM, HO ITOHE
BEJIHBK TOJUIITHO.

2.4.2.5.2. Tlpu noHOpH, KOWTO C€ IMOuIaraT Ha IuiazMadepesa Mo-4ecTo OT BEJAHBXK Ha JIBe
CeAMHIIM, TPsAOBa Ja ce KOHTpoiupar HuBata Ha oOmms 6enTbk. OcobeHo BHMMaHuE TpsiOBa na ce
00pbIIa mpu PA3KO CrajaHe Ha HUBAaTa HAa 0OIIMsI OEITHK, JOPH KOraTo ca B PAMKHUTE Ha HOpMaTa.

2.4.2.6. 3a pyTUHHO OCHUTypsiBaHE Ha TPOMOOLIMUTEH KOHIIEHTpAT upe3 adepesza TUIETO He
TpsOBa Ja ce ImojyIara Ha Mpoleaypara Mmo-4ecTo OT BEAHBXK HA 2 CEIMUIIM; B CIyYad Ha CICIH(pUIHA
HLA/HPA tmrodepe3a HMHTEpPBAIbT MOXKE Aa C€ peAylHpa MO TMpeleHKa Ha JieKaps, PbKOBOICI]
poreaypara.

2.4.2.7. Bcexn 1oHOp MOXe Ja ObJ/ie BKIIFOUCH B TPH ITUTOPEPE3HU ITUKBIA B TCUCHUE HA €IHA
TOJIMHA, KATO HHTEPBATHT MKy J1BA TIOCIIEIOBATEIIHU IIUKbBJIA € MUHIMYM JIBa MECEIIa.

2.4.2.8. Tlpu amapatnata rutodepesa 00eMbT Ha KPbBTa, IPEMHUHANA MPE3 amapara, He MOXKe
Jla HaIXBBPJIL 00eMa Ha [UPKYJIHpaniara KpbB.

2.4.2.9. IaTepBarbT MEXy B3€MaHE Ha IisJ1a KPbB U B3€MaHE Ha JBE CAMHHIIM CPUTPOIUTCH
KOHIIGHTpPAaT HEe MOXe Ja ObJe Mo-MaIbK OT 3 Mecela; MHTepBAIbT MeXAy adepeza Ha 2 eAMHULU
epUTPOLIMTEH KOHLIEHTPAT U B3€MaHe Ha eIUHUIIA 1isJ1a KpbB TPsOBa /1a ObJe He MO-MaTbK OT 6 Mecena;
oOmiara roguIIHa 3aryoa npu B3eMaHe Ha epUTPOIUTEH KOHIIEHTPAT HE TpsOBa Jla MPEBUIIaBa IPUETHUS
00eM 3a IOHOpH Ha IIsiJ1a KPBB.

2.4.2.10. Tlo mpelieHKa Ha JIeKap MOXe J1a ce MpHeMe MOo-KpaThbK WHTEpBal 3a B3eMaHe Ha 2
SIMHUIY ePUTPOLIUTEH KOHIICHTPAT IPHU aBTOJIOKHA adepesa.

24.3. B cnyuaute, xoraro upe3 adepe3Ha Mmpoleaypa ce€ B3eMa B €IUH IMKBI I1a3Ma,
TPOMOOITUTH W/WJIM E€PUTPOIMTH, OOIUAT 00EM Ha MOJYYEHUTE IUIa3Ma, TPOMOOIIMTEH KOHIICHTpAT
W/WIIH  €PUTPOLIUTEH KOHIEHTpar He TpsaOBa na HaasumiaBa 600 ml. AjekBarHO 3aMECTBaHE C
I1a3Ma3aMeCTUTENIN TPsIOBa J1a ObJIe OCUTYPEHO, aKO YHCTHAT 00eM Ha KPBBHUTE ChCTAaBKH, B3CTH B
paMKHTE Ha €IWH IIUKbJI, HaaBuimasa 600 ml.

2.4.4. VI3uckBaHus pu epuUTpoITodepe3a Ha IBe SAUMHUIN SPUTPOIIUTEH KOHIICHTPAT:

2.4.4.1. noHOPBT TPsAOBA A2 MMa U3YKCIICH KPbBEH 00eM Hax S 1;

2.4.4.2. xeMOTJIOOUHBT, ONPEACICH MPear B3eMaHeTo, TpsOBa aa Obae Hax 140 g/l wau 8,7
mmol/l (muarManieH xematokput Haf 0,42);

2.4.4.3. 3a Ge3omacHOCTTa Ha JJOHOpa TPsOBa JJa ce BHUMaBa XEMOINIOOMHBT J1a HE craja IMoj
110 g/l;

2444, 3a aBronoxkHa adepe3a Ha 2 COUHHIM EPUTPOIMTEH KOHIEHTPAT IO TpeleHKa Ha
JICKapsi MOTaT Jia Ce JIOMyCHAT MO-HUCKU HUBA HAa XeMOTJIOOHHA.



II. 3uckBanus 3a JMarHOCTHKA HA B3€Ta KPbB

1. imyHOXeMaroloTHIHaTa JUArHOCTHKA W JIMarHOCTHKATa 33 MapKepH Ha TPAHCMHCHBHH
nHEKIUY Ha B3eTaTa KPbB U KPHBHU ChCTABKHU ce M3BBbpIIBa chrimacHo Hapenba Ne 18 ot 2004 r. 3a
YCIIOBHUATA M Pela 32 U3BBLPIIBAHE HA JIMATHOCTHKA, MPepabOTBaHE M ChXpPAaHCHHE HA KPHB M KPHBHH
CHhCTaBKHU U KauecTBO Ha KpbBTa oT BHOC (Hapen6a Ne 18 ot 2004 r.).

2. JluarHocTMkata Ha B3eTara KPbB M KPBHBHU CHCTABKH 3a MapKepd Ha TPAHCMHCHBHU
WHQEKINU ce U3BBpINBa B cnienuanusupann radoparopun Ha HIUXT u [[TX, prkoBoieHN OT JieKap ChC
CHEIHUAIHOCT (WM CTIelraIn3upall) TpaHc(y3NOHHA XeMaTOIOTHsL.

3. ImyHOXemaroornyHara AMarHoCcTUKa Ha B3eTaTa KPbB M KPHBHU ChCTAaBKH C€ M3BBPIIBA B
CrienManu3upand uMmyHoxemartojaornynu jadoparopun Ha HIXT m LTX, phrkoBogeHU OT JeKap ChC
CIIEUAITHOCT (WJIH CTIeUAIM3UpaIl) TpaHCPy3HOHHA XEMATOIOTHSI.

4. OT4nTaHETO U HUHTEpIpETAllUATA HA PEIYJITATUTE OT MUMYHOXCMATOJIOTMYHUTEC HU3CJICABAHUSA
CC M3BLPIIBAT OT JICKap C¢ IIpu3Hara CICHUAJIHOCT IIO TpaHC(by3I/IOHHa XEMAToJIorusa HJIn
criequaJIu3upalll TpaHC(i)Y?:I/IOHHa XEMaToJIOTHs C HE ITO-MAJIKO OT TPU 'OAWHU HCIIPEKBCHAT TPYAOB CTAX
B ClICHUAJIM3UpPAaHa UMYHOXCMATOJIOTMYHA na60paTopI/I;1.

5. (mom. - 1B, 6p. 35 ot 2018 r.) [lomycka ce oTYuTaHe Ha KPBBHUTE TPYIU OT cuctemara ABO
u Rh (D) anTuren um OT Jiekap ¢ HE IMO-MajKO OT €Ha TOJWHA TPYAOB CTaX B CICIHMAIM3HpaHa
MMYHOXEMATOJIOTUYHA Jaboparopusi W OT OWOJOr, TpUTEkKaBall cepTU(UKAT 3a JOIBIHUTEITHA
KBAJTM(DUKAIINS TI0O UMYyHOXEMATOJIOTHSL.

6. JJaboparopuute BOAST JOKYMEHTAIHS 32 MOCTOSHHO OOy4YeHHe Ha IepCcoHaa, MPOBEPKU Ha
yYMEHHSATA Ha MEPCOHaNa, MOJAPHKKA U KaluOpUpaHe Ha CKUIMMPOBKAaTa, KOHTPOJ HaJ YCIOBHATA 3a
ChbXpPaHCHUC HA MATCPUAJIMTEC 3a U3CJICABAHC U U3IIO0JI3BAHUTC PCArCHTH.

7. (mwm. - JIB, 6p. 37 ot 2007 r., u3m. - [IB, 6p. 35 ot 2018 r.) 3a AmarHocTHKa Ha AapeHara
KPBB CE U3MOJI3BAT CaMO MEIUIMHCKH u3enus, nputexasaiiu CE MmapkupoBka.

8. KauecTBOTO Ha AMArHOCTHKATA CE OCUTYPSABA UPE3 CICIHUTE MEPKU:

8.1. exxelHEBHM BBTPEIIHM KAYECTBEHH KOHTPOJHM, MOKPHBAIIM KAKTO pEareHTUTE, Taka U
METOJIUTE; MpeAr AONMYyCKaHEe Ha MapTUIUTE 3a YNOoTpeda ce M3BHPIIBAT KOHTPOJIHU HW3CIEABAHUS 3a
YYBCTBUTEIHOCT, CHEIM(PUUHOCT, BB3MPOU3BOJUMOCT WM JIPYTH, B 3aBUCHMOCT OT KOHTPOJIUPAHUTE
peareHTu;

8.2. BBHHIITHU KOHTPOJH 33 Ka4yeCTBO, B YACTHOCT MOTBBHPKJABAHE HA IMOJOKUTEIHUTE MPOOH,
KOETO C€ M3BbPIIBA B Clienuanu3upanute sadoparopuu Ha HIIXT;

8.3. mepuoAMYHM BBTPEUIHH MPOBEPKH Upe3 MaHENIH OT CepyMH WIU TECT EepPUTPOLUTH,
MOATOTBEHHU CIPSIMO OIPEIEICHN CTaHIAPTH;

8.4. 3aabIKUTENTHO y4YacTHE TMOHE BEIHBXK TOMUIIHO BbB BBHIIHM MPOBEPKM HAa YMEHUSTA,
OpraHM3UpPaHU OT cHenuanu3upanute sadboparopun va HI[XT.

9. (m3m. - /IB, 6p. 35 or 2018 r.) Cneumanusupanute nabopaTopuu 3a JWArHOCTHKA Ha
TPAaHCMHCUBHU HH(EKINH Ha JapeHaTa KPbB:

9.1. yyacTBaT aKTUBHO B ChOMpaHEe U aHAJIU3 HA eMUEMHUOJIOTHYHU JaHHU 33 Pa3lPOCTPaHEHHUE
Ha TPAaHCMHCHBHM MH(EKLUHU Cpell TOHOPUTE Ha KPBhB HAa HALIMOHAJIHO HUBO KaTO 4acT OT cHCTeMara 3a



TpaHc(y3MOHEH HAA30D;

9.2. momaBpKaT cepoTeKa ChC 3aMpa3eHH NMpoOW Ha BCHYKH HM3CIICABAHU JTOHOPU HAa KPHB U
KPBBHH ChCTABKH 3a IEPUO HE MO-MaIIbK OT 6 Mecela ciies1 gaTara Ha gapsBaHe Kato yact ot |00k back
IpOLEAypHUTE OT CUCTEMATa 3a TpaHC(y3HOHEH HAI30p.

III. M3nckBanus 32 IMyHOXEMATOJIOTMYHA JUArHOCTUKA HAa TALIUEHTH

1. (mm. - IIB, Op. 35 or 2018 r.) MmyHOXeMaTOJIOTHYHATA JUATHOCTHKA HA TMAIUCHTHUTE €
CHBKYITHOCT OT M3CJICABAHUS, LICIISIIIN:

1.1. (u3m. - /1B, Op. 35 or 2018 1.) onpeensiHe Ha aHTUTEHUTE HAa KPBbBHUTE KIIETKU;

1.2. noxa3BaHe Ha AaHTUTEJIA, CICU(PUYHO HACOUECHU KbM aHTUT'CHU Ha KPHBHUTE KIICTKH;

1.3. u3cnenBaHe Ha peaKIMHUTE MEXKIY AHTUTCHUTE HA KPHBHHUTE KIETKU U CCHU(PUIHUTE UM
aHTHTEA.

2. (m3m. - 1B, 6p. 35 or 2018 r.) IIpouenypure, M3MOI3BaHH MPU UMYHOXEMATOJIOTHIHHUTE
HU3CJICABAaHMA, UMAT PAa3JIMYHU NIPHUCMIIMBHU BapHAHTHU. CHGLII/I(bI/I‘IHOCTTa N 4YYBCTBHUTCJIHOCTTA HA BCCKHU
BapuaHT TpsOBa Ja ObJie BaMAMpaHa B JJaOopaTopusATa WIH Ja € JI0Ka3aHa uype3 MyONnrKyBaHU JaHHU B
IpyTu 1a00paToOpHH.

3. MunuMmanHuTe KpUTCpHUH, 3aJICTHAJIM B CTaHIdapTa, TpH6Ba Ja CC cIiazBarT OT BCHYKHU
na60paT0p1/m, KOUTO U3BLPHIBAT HWMYHOXCMATOJOrM4Ha JUArHOCTUKA HaA IMalMCHTU W MOoTraTr Ja
MOCIYXarT pH akpeaAuTauuATa UM.

4, (m3m. - JIB, 6p. 35 or 2018 r.) MMmyHOXeMaToJOTHMYHA TUATHOCTHKA HA IMAIIMCHTH CE
M3BBPILBA B OpraHU3allMOHHUTE CTpYKTypH 1o paszaen II, T. 1.1, 1.2, 1.3, 1.4, 1.6.

5. M3uckBaHus 32 KOMIETEHTHOCT 3a M3BBPIIBAaHE Ha UMYHOXEMAaTOJOTUYHA JTMAarHOCTHKA HA
MaIUCHTH:

5.1. IMyHOXEMAaTOJIOTUYHA TMATHOCTUKA Ha IMAlMEHTH C€ OCBHINECTBSBA OT JIAOOpaHT, OHOJIOT
WJIY JIEKap, OTTOBAPSAIIY Ha U3UCKBAaHUATA, TocoyeHu B paszaen I, T. 3.1, 3.3 u 3.4;

5.2. oTuMTaHE W HHTEpPHpPETAIs Ha PE3ylITaTH OT MMYHOXEMAaTOJOTHYHA JUArHOCTHKA CE
W3BBPIIBAT OT CICHHAIMCTUTE, TTOCOYEHU B pasznen 4eTBbpTH, T. || "M3uckBanus 3a nmuarHocTuka Ha
B3€Ta KpbB".

6. ba3oBa xapakTepucTHKa Ha MecTara 3a yNOpakKHsIBaHE HA JEHHOCTHTE, CBBpP3aHH C
UMYHOXEMATOJIOTHYHATA JUArHOCTHKA HA TTAI[UCHTH:

6.1. MmecTara 3a U3BBPIIBAHE HA UMYyHOXEMAaTOJOTMYHA JUATHOCTHKA HAa MAI[MEHTH TPsAOBa Aa
OTTOBapAT HA OCHOBHUTE CAHUTAPHO-TEXHUYECKHU yCIOBUs, naneHu B pasaen I, 1. I;

6.2. OCHOBHM H3UCKBaHUS KbM amaparypara B Ja0OpaTOpuUUTe 3a HUMYHOXEMAaTOJIOTUYHA
JTUATHOCTHKA!

6.2.1. maGoparopunute TpsAOBa Ja pas3mojarar C JOCTAaThbUYCH OpOW XJIAAWIHUIKM U (QpHU3EPH,
KOWTO Ja TIO3BOJISIBA PA3lelIHOTO ChXpaHEHHWE Ha TPOOWTE 3a M3CIEABAHE M HAa TECT-PEarcHTUTE;
XJTaWITHUIIMTE TPSAOBa Aa MOAabpKar Temreparypa ot +2 no +8 °C, a ¢ppuzepure -20 °C u mo-HHUCKH; T
TpsiOBa 1a ObaT CHAOJACHHU C TEPMOMETPH M TeMIIepaTrypara Jja c€ OTYUTa Hal-MaJlko JIBa IbTH JHEBHO;
OTYETEHHUTE TeMIepaTypu TpsOBa Ja ce perucrpupar B MpeAHAa3HAYeHH 3a IleNiTa JHEBHHULIH;
MPETMOPHYUTEITHO € M3MOI3BAHETO Ha XJIAWIIHUIIM, CHAOIEHU ChC 3aIKCBAIld TEPMOMETPH U allapMeHa
CUCTEMa; HE3aBUCHMO OT HAJIMYMETO Ha 3allMCBAIld TEPMOMETPU € HEeOoOXOIUM BTOPU TEPMOMETHP B
XJIaTUITHUKA;

6.2.2.TepMOCTaTUTe W BOJHUTE OaHW TPsAOBAa Ja ca C BB3MOXHOCT 3a TMOIAbpKAHE Ha



temneparypa ot 37 g0 56 °C; te TpsabOBa na ObaaT cHaOIEHU ¢ TEPMOMETPH W TeMIleparypara Ja ce
OTYHTa HAi-MaJIKO /IBa T JHEBHO; OTYETEHUTE CTOWHOCTH JIa C€ OTpa3sBaT B MpeIHA3HAYCH 3a IIeTa
JTHEBHUK; TMPEMOPBbUUTENIHO € Ja ObJaT CHAOJeHH C YCTPOHCTBA, KOUTO OTYUTAT MOCTOSHHO
TeMIIepaTrypara u BpeMeTO Ha MHKYOaIus;

6.2.3. nmabopatopHute HeHTpodyru TpsOBa Ja ca ¢ Bb3MOXKHOCT 32 3a/laBaHe Ha CIICJAHUTE
pEeXKUMU Ha IIEHTpOodyrupane:

6.2.3.1. Bpeme Ha neHTpodyrupane - ot 15 s 10 5 min;

6.2.3.2. o6opotu - ot 1500 rpm mo 3000 rpm.

Jlaboparopuute TpsOBa na Obaar cHabAeHH C J1aOOpaTOpPHHU LEHTPOPYTrH 3a MPOMUBAHE Ha
EpUTPOLIUTH.

6.2.4. umepcuoHeH u/miH (Ha30BO-KOHTPACTEH MUKPOCKOIT;

6.2.5. mabopatopHara amaparypa TpsiOBa Ja TO3BOJSIBA PEIOBHO XUTHEHHO TOYHCTBAHE H
Je3UH(EKITHS;

6.2.6. nmaboparopusita TpsOBa Ja clasBa, NpPOCHENsBa W JOKYMEHTHpa I[MapaMeTpuTe Ha
00opyIBaHETO, ChOOPA3HO M3UCKBAHUATA 32 CHOTBETHATA anaparypa M yKa3aHHUsITa Ha MPOU3BOTUTEIIS;

6.2.7. naboparopusita TpsiOBa /a Ch3aAe yCIOBUS 32 MPOPHUIAKTHKA, PEMOHT U KaluOpUpaHe
Ha armaparypara.

6.3. OCHOBHM M3UCKBaHUS KbM MEIUIIMHCKYA UHBEHTAp, KOHCYMaTUBH:

6.3.1. (m3wm. - /1B, 6p. 35 ot 2018 r.) BUIBT HA MEITUITUMHCKUS WHBEHTApP TPSOBa Ja € ChOOpa3eH
C M3MOJ3BAHUTE B JIA0OPATOPUATA TEXHUKH U METOMH;

6.3.2. (m3m. - JIB, 6p. 35 ot 2018 r.) OposT 12 € B CHOTBETCTBUE C OpOS HA MU3BBPIIBAHUTE B
naboparopusiTa U3CJIeIBAHUS;

6.3.3. (u3m. - JIB, Op. 35 or 2018 r.) HE3aBHCHMO OT BHJIa Ha M3IOJI3BAHUTE TEXHUKH H METOIN
B J1aboparopusiTa TpsIOBA Jja € HAJTMYCH MHBEHTAp, HEOOXOIUM 3a U3BBPIIBAaHE HA KIIACHYECKUTE METOIU
B MaHyajiHa TEXHHKA: IUIOYKU 3a OmpeelisiHe Ha KpbBHU Tpynu ABQO; enpyBeTkd, MPEAMETHHA CTHKIIA,
MUIIETH, TEPMOCTAT, IEHTPOPYTH;

6.3.4. (ot™m. - JIB, Op. 35 or 2018 1.)

6.3.5. (ot™m. - JIB, Op. 35 o1 2018 1.)

6.3.6. (ot™m. - /IB, Op. 35 o1 2018 1.)

6.3.7. (ot™. - /IB, 6p. 35 01 2018 1.)

6.3.8. (ot™m. - /IB, Op. 35 o1 2018 1.)

6.3.9. (ot™. - /IB, 6p. 35 01 2018 1.)

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

6.3.11. (orm. - /IB, 6p. 35 or 2018 1.)

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

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

6.3.14. (ot™. - IB, Op. 35 ot 2018 1.)

6.3.15. MaTepHarbT, OT KOWTO ca M3pabOTEHH MEIMIIMHCKUTE W3JEIus, He TPsAOBa Ja BiIU3a B
peakiysi C W3MOJ3BAHUTE TECT-pearcHTH WM W3CJICABAHM MpOOM; B CIIydyauTe, KOTraTto Te ca
NpeAHa3HaYeH! 32 MHOTOKpaTHa ynorpeda, MaTepuarbT TpsOBa /1a MO3BOISIBA XUTHEHHOTO U3MUBAaHE U
Je3UH(PEKIHS;

6.3.16. xoHTeliHEepH 32 OHMOTOrHYeH MaTepHal ( 3a ONACHHU OTHAIBIN);

6.3.17. mamyk;

6.3.18. OuHT;

6.3.19. ppkaBuUIM 3a €HOKpAaTHA yHoTpeoa;

6.3.20. crnupt wim Ae3uH(EKTAaHT 3a KoXKa - TOAXOMSII 33 MOYMCTBAHE HA MSCTOTO Ha
BEHEITYHKIIHS,

6.3.21. Muemu npemnapartu U Ae3uHGEKTaHTH 32 PBIIE;

6.3.22. ne3uH(EKTaHTH 3a TOAOBE, PAaOOTHH TOBBPXHOCTH, amaparypa W MEIMIUHCKU



WHBEHTAp;

6.3.23. MuemuTe npenapatu u Ae3MH()EKTaHTH TpsIOBa 1a ObAaT ChOOpa3eHH C MPHUIOKEHUETO
UM M He TpsIOBa J1a BIM3AT B PEAKIMA C U3MOI3BAHUTE UH BUTPO AMArHOCTUYHU MEIUILIMHCKU U3JeNUs U
U3CIIeIBAHNUTE NTPOOU; HE TPSOBA J1a ca KOPO3UBHH, JPA3HEIH U aJleprU3NpPaIIIH.

7. KppBHHTE mpoOH, NMpeaHA3HAYCHH 3a MMYHOXEMAaTOJIOTMYHA JIUAarHOCTHKA Ha MAIMeHTH,
TpsIOBa J1a OTroBapsAT Ha U3UCKBaHUATA, MocoueHu B Hapenda Ne 18 ot 2004 r.

8. (mom. - JIB, Op. 35 or 2018 r.) MH BHUTPO AMArHOCTHUYHUTE MEIUIIMHCKH W3ICIIHS,
MpEeIHA3HAUCHW 3a HMMYHOXEMATOJIOTMYHA JAHMAarHOCTHKA Ha TMAlMEeHTH, TpsAOBa Ja OTroBapsT Ha
M3WCKBaHMATa, mocoueHn B Hapenba Ne 18 or 2004 r., wi. 9, mpunoxkenne Ne 1, m ma umar CE
MapKUPOBKA.

9. AHanuTHYHU TPHUHIHUIM 332 H3BBPIIBAHE HAa MMYHOXEMATOJNOTUYHHUTE W3CIICABAHHS Ha
MaUeHTH:

9.1. onpenensine Ha KpbBHU rpynu oT cuctemara ABO:

9.1.1. kpwBHU rpynH oT cuctremata ABO Ha manueHTH ce onpenessaT MPH BCAKO MOCTHIIBAHE B
neueOHO 3aBeJICHHE B CIIy4auTe, KOraro ce JOIMyCcKa €BEHTYallHO KPBHBOMPEIHBAHE B XOJa HA JeUEOHUS
MPOIIEC;

9.1.1a. (HoBa - J/IB, Op. 35 ot 2018 r.) He ce oTHACS 3a MAIMEHTH C TAJIACEMUS U 3a TAIlUCHTH C
XEMAaTOJIOTUYHU 3a00JISIBAHMSI, TIPU KOUTO €KEMECEYHO Ce Hajlara M3BbpIIBAHE HAa KPHBONPEIUBAHE B
€/IHO U CBHIIO JIeYeOHO 3aBE/ICHNUE;

9.1.2. xpeBHHUTE Tpynu oT cuctemMara ABO ce ompemensT Ha BCUYKU OpEeMEHHH JKEHU TPH
peructpupane Ha OpemeHHoctTa (10 - 16 recTanmoHHa ceIMHMIIA);

9.1.3. kpeBHHTE rpymu OT cuctemara ABO ce onpenensT Ha BCHYKHA HOBOPOJICHHU, POACHH OT:

9.1.3.1. Rh (D) orpunarensu maiiku;

9.1.3.2. maiiku ¢ yCTaHOBEHU B TIepHoja Ha OPEMEHHOCTTA KIIMHUYHO 3HAUUMH aHTUTENA;

9.1.3.3. mpu ycraHoBeHa B nepuona Ha OpemeHHOcTTa ABO KpBBHOTPYIIOBa HECHBMECTUMOCT
MEXTy Maiikara u OuonornyHus Oamia;

9.1.4. xpeBHHE Tpymnu OT cuctemMara ABO ce onmpenemnsiT mo KpbCTOCAaH METOJ, KOHTO BKITFOUBA
CJIETHOTO:

9.1.4.1. u3cnenBaHe Ha EPUTPOLIUTUTE AHTUTCHH C €AWH KOMIUICKT TECT-pPEareHTH aHTH-A,
antu-B u anTu-A+B nnu antn-AB OT €1UH U3TOYHHK;

9.1.4.2. uzcnenBaHe Ha aHTH-A W aHTH-B aHTHTENara ¢ eMH KOMILICKT TECT-CPUTPOIUTH A,
Az, B 1 O oT euH U3TOYHHUK;

9.1.4.3. ompenensHeTO Ha KpBBHU Tpymu OT cucreMata ABO Ha HOBOpOAEHHM W Jema [0
6-MeceuHa BB3pACT C€ M3BBPIIBA YCIOPEAHO CaMO C TECT-peareHTH aHTu-A, aHtu-B u antu-AB,
MOJTyY€HU OT JIBa U3TOUHUKA;

9.14.4. npu HeCchBIAJICHUEC HA PE3YATATUTE OT OPUEHTUPOBBUHOTO M OKOHUYATEIHOTO
u3cJeBaHe Ha KPBbBHU TPYNU Ha aHTUreHuTe oT cuctemara ABO He ce u3maBa pesyiTar; U3HCKBa Ce
HOBA KpbBHA IIP00A OT MaIMEHTA;

9.1.4.5. (noBa - JIB, O6p. 35 ot 2018 r.) moarpynure Ha A u AB KpBbBHU Tpylu C€ OMPEICIIAT
[IpY HAJM4YWe Ha KIIMHUYHO 3HAaYMMHU aHTH-A 1 aHTHUTENa y mpuemMarers.

9.2. Onpenensine Ha Rh (D) antures:

9.21. Rh (D) anturen ce ompenesiss Ha BCUYKU MAIMCHTH MPH MOCTHIIBAHE B JICUCOHO
3aBeJIeHUE B CIy4yauTe, KOTaTo ce J0MyCcKa €BEeHTYalIHO KPhBOMPEINBAHE B X0/1a Ha JIeueOHUS MPOIIEC;

9.2.1a. (HoBa - J/IB, Op. 35 ot 2018 r.) He ce oTHACS 3a MAIMEHTH C TAJJaCEMUS U 3a TAIUCHTH C
XEMAaTOJIOTUYHU 3a00JSIBAHMS, TIPU KOUTO €KEMECEYHO C€ Haylara W3BBPIIBAHE HA XeMOTpaHC(Y3Hs B
€IIHO U CBIIO JIeYeOHO 3aBE/ICHNUE;



9.22. Rh (D) anTturen ce ompeneis Ha BCHYKA OpPEMEHHHM JKEHH TPU PETUCTPUpPAHE Ha
opemennoctTa (10 - 16 recTanmonHa cenMuIa);

9.2.3. Rh (D) anTurex ce onpenenar Ha BCHUKH HOBOPOJEHH, POIEHH OT:

9.2.3.1. Rh (D) orpunarennu maiiku;

9.2.3.2. Maliku ¢ YCTaHOBEHH B IepHOAa Ha OPEMEHHOCTTA KIIMHUYHO 3HAUMMHU aHTHUTEIA;

9.2.3.3. pu ycraHoBeHa B niepuoyia Ha OpeMeHHOoCTTa ABO KpBhBHOTPYIIOBa HECHBMECTUMOCT
MeX 1y MaiikaTa u OuonoruyHus Oaria;

9.2.4. m3cnenBaneTo ce u3BbpiBa ¢ anTu-Rh (D) TecT-pearent:

9.2.4.1. npu oTpHUIATEIEH PE3yaATaT M3CleaABaHeTo ce moBTaps ¢ anTu-Rh (D) Tecr-peareHt ot
JPYT U3TOYHUK;

9.2.4.2. ipu MOTBBPIKAaBaHE HA OTPHUIATSIIHUSA PE3YNITAT HMAMEHTHT ce onperaens karo Rh (D)
OTpUIIATETICH;

9.2.4.3. (noBa - JIB, Op. 35 or 2018 r.) npu MOJOXKHUTEICH NUPEKTCH aHTUITIOOYIMHOB TECT
(rect Ha KYMBC) Ha mnamuentu ce HampaBu Rh-KOHTpon 3a NOTBbp)KIaBaHE Ha ITOJIOKUTEITHHS
pesynrart 3a D anTures;

9.2.4.4. (noBa - JIB, 6p. 35 ot 2018 r.) uznon3ear ce peareHTH 3a Rh-koHTpOI, Mpemaranu ot
(GbupMHTE TIPON3BOIUTEIIA HA U3IOJI3BAHNUTE aHTH-/] TeCT-pearcHTH.

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

9.3.1. (mm. - JIB, 6p. 35 or 2018 r.) onpenensineto Ha C,c,E,e-aHTUTEHU ce M3BBpIIBA Ha
MAlMeHTH, Ha KOWTO TPEACTOSIT MHOTOKPAaTHU KpPBHBOMPEIMBAHUA IO TNpPElEeHKa Ha CHEIHAINUCT
TpaHC(Y3WMOHEH XEMAToJIOT; IMAlMEHTH C TallaCeMUs, XEMOTIIOOWHO3M, 3JI0KAYECTBCHH XCMOIIATHH,
ABTOMMYHHH XEMOJIMTUYHH aHEMUHU, JIella OT )KEHCKH T0JI, OpEMEHHH U KEeHH BbB (epTUIHA BB3PAacCT;

9.3.2. m3cieiBaHeTO Cce M3BBPIIBA ¢ MoHOcHermupuuan aHTH-C, aHTH-c, aHTH-E, aHTH-¢ M
antu-Kell TecT-peareHT.

9.4. N3cnenBane Ha CPUTPOIMTHU aHTUTeHH H3BBbH cuctemute ABO, Rh u Kell:

9.4.1. wmscnensanero Ha epurpouuTHu aHTureHn u3BbH ABO, Rh u Kell-cuctemure ce
W3BBPINBA TI0 TPEIEHKa Ha JieKap, CHEIHAINCT MO0 TpaHC(y3HOHHA XEMaTOJIOTHS, Hali-uecTo TOoBa ca
ClIly4yauTe, KoraTro ce Hajara ImpejiMBaHe Ha KpbB U KPbBHH ChCTaBKHU 10 aHTUTEeHHA (HopMyIa;

9.4.2. u3cnenBaHETO Ce U3BBPIIBA C TECT-PEAreHTH, CIICUPUIHH 32 ONPECIITHUTE AHTUTCHH.

9.5. U3cnenBanus 3a ThPCEHE HA AaHTUEPUTPOLIUTHU aHTUTENIA:

9.5.1. (mom. - IB, 6p. 35 ot 2018 r.) uscnenBane 3a ThPCEHE Ha AaHTUEPUTPOLIUTHU AHTHUTENA CE
U3BBPILIBA HAa BCHUYKU NAIMEHTH, HA KOUTO MPEICTOU KPBHBOMpEIMBAHE, W HAa BCUYKH MAIMEHTU C
MPEIIIeCTBAIIN KPHBOIIPEIUBAHUS;

9.5.2. n3cieaBaHETO BKIFOYBA CISIHUTE METOIH:

9.5.2.1. (u3m. - JIB, 6p. 35 ot 2018 r.) aupekTeH aHTUIIOOYIUHOB TECT C MONUCTIEIUPUICH
AHTUTIIOOYTMHOB CEPYM; TIPH MOJIOKUTEINIEH PE3ysITaT ce paboTh ¢ MOHOCTICIIM(UIHN aHTUTTIOOYTMHOBH
CepyMH 3a OlpeiesiHe UMYHOTTIOOYIMHOBHS Ki1ac Ha (GUKCUPAHUTE aHTHUTEIA;

9.5.2.2. ”HANPEKTEH aHTUIIIOOYINHOB TECT C TMOMUCTICNU(PUUECH aHTUTTIOOYTUHOB CEPYM;

9.5.23. armmyTMHaNMOHEH W €H3UMEH TeCcT WIM JPYyrd TeCcTOBE C eKBHUBaJCHTHA
qYBCTBHUTEITHOCT;

9.53. (m3m. - JIB, 6p. 35 or 2018 r.) mpu MAIMEHTH C TPEAMISCTBAIIA M MPEACTOSIIN
KPBBOIIPEIMBAHUS M3CJICIBAHE 32 AaHTHUEPUTPOILMTHU aHTUTENIA C€ WU3BBLPIIBA MO CXeMa, Ha3HAYCHA OT
CHEIHAINCT TpaHC(]y3NOHEH XeMaTOJIOT, UiIH:

9.5.3.1. (u3m. - IB, O6p. 35 ot 2018 r.) mpu mpemmiecTBao KPbHBOIPEIUBAHE, U3BHPIICHO
npeau:

9.5.3.1.1. (u3wm. - /IB, 6p. 35 ot 2018 r.) ot 3 1o 14 nHu, KpBHBHATA poOa TpsiOBa Aa OblIe B3eTa
24 yaca npeu KpbBOIPEIUBAHE;

9.5.3.1.2. (u3m. - IB, 6p. 35 ot 2018 1.) ot 14 no 28 nuu, kpbBHATA Mpoba TpsiOBa na ObIC
B3€Ta 72 yaca Nnpeau KpbBOIPEIUBAHE;



9.5.3.1.3. (u3m. - 1B, 6p. 35 ot 2018 .) ot 28 nHM 10 3 Mecena, KpbBHATa MPoda MOXKe J1a Obe
B3€Ta JIO €JJHA CEJIMUIIA MPETN KPHBOIIPEINBAHE;

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

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

9.5.3.2.2. (ot™m. - /1B, 6p. 35 o1 2018 1.)

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

9.5.4. mpu TONOXKHUTEICH pE3yITaT OT W3CIEABAHETO C€ Ompeeis CchernuuIHOCTTa Ha
AHTUCPUTPOIUTHUTE AHTUTEIIA;

9.5.5. kpbBoNpenuBaHe Oe3 M3CIEBAHE 32 AHTHUEPUTPOIUTHUA AHTUTENIA MOXKE JIa C€ M3BHPIIU
Ha MAaIUeHT, PUET MO CHENTHOCT B JIeYeOHO 3aBe/ICHHE;

9.5.6. u3ciieBaHe 32 aHTHEPUTPOILMTHA aHTUTENA CE€ M3BHPIIBA HA BCSIKa OPEMEHHA YKEHA TPU
peructpupane Ha 6pemernoctTa (10 - 16 recrarrionHa ceaMuIia) U B iepuoaa ot 28 1o 34 recramonHa
CeIMUIIA,

9.5.7. u3cinenBaHeTO BKIIIOYBA CIEIHUTE METO/IU:

9.5.7.1. (w3m. - IB, 6p. 35 ot 2018 r.) nupeKkTeH aHTUIIIOOYIMHOB TECT C MOJHUCTICHH(PUICH
AHTUIIIOOYTHHOB CepyM; TIPU MOJIOKUTEICH Pe3ylTaT ce paboTH ¢ MOHOCTICIU(DUYHN aHTUTIIOOYTHHOBU
CepyMH 3a OIpe/ielITHE MMYHOTIIOOYIMHOBHS Kiac Ha (PUKCHPAHUTE aHTHTENA;

9.5.7.2. vHAMpEKTEH aHTUTTIOOYJIMHOB TECT ¢ MOMUCTIeM(PHUEH aHTUTTIOOYIIMHOB CEPYyM;

9.5.7.3. (mom. - 1B, Op. 35 ot 2018 r.) anTyTHHAIIMOHEH ¥ €H3UMEH TECT HMJIH JAPYTH TECTOBE C
€KBHMBaJICHTHA YyBCTBUTEITHOCT HA CH3UMHUS TECT;

9.5.8. mpu TONOKHUTENEH pe3yATaT OT H3CIENBAHETO 3a AHTHEPUTPOLUTHH AaHTHUTENA Ce
npeanpueMar cleIHUTE AOMBIHUTETHU MEPKU:

9.5.8.1. onpeaensiHe cnerUpUIHOCTTa U KOJIMYECTBOTO (THTHP) Ha aHTHTEIIATA;

9.5.8.2. cepymHara wiM TUia3MeHa TpoOa C TOJOKHUTENEH pe3yaTaT OT H3CIe[BaHE 3a
AHTHEPHUTPOLIMTHNA AaHTHTENA Ce ChXxpaHsBa 3ampaseHa npu -20 °C; B mporeca Ha MpocieasBaHe TS ce
U3CIe/IBa YCIIOPEIHO ¢ HOBaTa Mpooa;

9.5.9. npu nokazaHW KIMHUYHO 3HAYMMH AHTUEPUTPOIMTHH aHTUTENIA MPOCIEASIBAHETO CE
U3BBPIIIBA, KAKTO CIIE/IBA!

9.5.9.1. no 28 recraiMoHHa ceIMHIIA - BCEKH MECEL;

9.5.9.2. ot 28 recranimoHHa CeIMUIIA O PAKIAHETO - BCEKU JIBE CEAMMUIIN;

9.5.10. (m3m. - IB, 6p. 35 ot 2018 r.) mpu ABO kpBBHOTpYIOBa HECHBMECTUMOCT MEXKIY
OpeMeHHaTa W OWMOJOTMYHHS Oalla ce MTPocieasBa KOJIMYECTBOTO (THThpP) Ha aHTU-A W aHTU-B
aHTHUTENAaTa; U3CleABaHeToO ce u3BbpIBa B nepuona ot 10 no 16 recrammonna cenmuna u ot 28 1o 36
TeCTallMOHHA CEeIMUIIA MO0 CXeMa, Ha3HaueHa OT CIICIUAIUCT TpaHC(y3MOHEH XEeMaToJor; cepyMHara
WK T1a3MeHa mpola ce chXpaHsBa 3aMmpaseHa npu Temneparypa -20 °C; B mpolieca Ha TpOCIeIsBaHe
TS C€ U3CJIeBa YCIIOPEIHO C HOBAaTa KpbBHA MP00a;

9.5.11. u3cnenBaHe 3a aHTUEPUTPOLIMTHYU aHTHUTENA ce U3BbpIIBa Ha Beska Rh (D) orpunarenna
ponuiKka chriacHo T. 9.5.2;

9.5.12. u3cnienBaHe 32 aHTHEPUTPOLIMTHHA aHTHTENA CE U3BBPIIBA HA BCSAKA POIUIIKA C JOKA3aHU
KIIMHUYHO 3HAYMMH aHTUTENA TI0 BpeMe Ha OpeMeHHOCTTa chriacHo T. 9.5.2; mpu J0Ka3aHu KIMHUIHO
3HAUUMH aHTHEPUTPOLIMTHH aHTHTENA C€ ONMPEACIAT CeIM(PUIHOCTTA U KOJTHYECTBOTO UM (THTBD);

9.5.13. nupeKkTeH aHTUIIOOYIMHOB TECT C€ H3BBPIIBA Ha BCUukM HoBopojaeHu oT Rh(D)
OTPHIIATSITHN MalKK ¥ MalKH C JIOKa3aHHW B Neprojia Ha OPEeMEHHOCTTa KIIMHUYHO 3HAYUMHU aHTHTENA B
CPOK HE MO-KBCHO OT 72 h cien paxaaHeTo;

9.5.14. onpenensiHe cnenupUIHOCTTA HA AaHTUEPUTPOLIUTHUTE AHTUTEJIA CE U3BBPIIBA C TTAHETH
OT TECT-EPUTPOLIUTH 10 METO/IA, C KOUTO Ca OTKPUTH aHTUTENATA;

9.5.15. ompenensiHe KOTUYECTBOTO (TUTHP) HA AHTHEPUTPOIIMTHUTE AHTUTEIA CE€ M3BBHPIIBA B
najaiy pa3pekIaHus OT U3CIEIBaHUs cepyM (I1a3ma) ¢ TECT-CPUTPOIUTH, MPUTEKABAIIN ChOTBETHUS
AHTUTEH B XOMO3WMTOTHa (hopMa; H3CIICJBAHETO C€ WM3BHPIIBA IO METOAA, ¢ KOWTO Ca OTKPHUTH



aHTHUTENATa.

9.6. IlpeTpancdy3noHHHN TECTOBE 3a 1N Vitro CbBMECTUMOCT:

9.6.1. Bcska eauHMIIA KPHB, IPeJHA3HAUCHA 32 KPBHBOMpPEIUBaHE, ce moaoupa crobpazno ABO
u Rh (D) npunaanexHocTTa Ha pEUIINECHTA;

9.6.2. (u3m. - /IB, 6p. 35 ot 2018 r.) npu MacMBHU KPBBOIPEIUBAHUS CE MTPABH MEXKIYyCaKOBa
CHBMECTUMOCT - HAIPUMEP CPUTPOIUTH OT €IHATa CIUHHUIA CPUTPOIUTCH KOHIICHTpPAT C IIa3Ma OT
Jpyra eIUHHIIA SPUTPOIMTEH KOHIICHTpAT M T.H. [Ipu mpenuBaHe Ha MOBEUYE CTUHHIU CPUTPOIIMTEH
KOHIICHTPAT CE€ MPABSIT TECTOBE 32 CbBMECTHUMOCT MEXKy OTICITHUTE SAMHHUIIA EPUTPOIIMTEH KOHIIEHTPAT
C CPUTPOILIUTH OT BCSKA SIMHHIIA KPBB U COOpHA IJ1a3Ma OT EAUHUIIMTE KPbB;

9.6.3. TecToBeTe 3a in Vitro CbBMECTUMOCT BKJIFOYBAT:

9.6.3.1. O6bp3 enpyBeThYCH TECT ¢ IeHTpoyrupane (WM arTyTHHAIIMOHEH TECT MPH CTaiHa
temneparypa u 37 °C) u UHAUPEKTEeH aHTUIIIOOYIIMHOB TECT;

9.6.3.2. 1pyrv METOJI C €KBUBAJICHTHA YyBCTBUTEIHOCT;

9.6.3.3. (HoBa - /IB, Op. 35 ot 2018 r.) MHAUPEKTEH aHTUTIIOOYTHHOB TECT;

9.6.3.4. (noBa - JIB, O6p. 35 ot 2018 r.) eH3UMEH TECT WJIW APYTH METOAN C CKBHBAJICHTHA
YYBCTBUTEITHOCT;

9.6.3a. (HoBa - /IB, Op. 35 or 2018 r.) Ha BcsAKa €QMHMIIA KPBB, KOSATO IIE CE IMPEJNBA, CE
U3BBPIIBAT MPETPAHC(Y3UOHHU TECTOBE 3a IN VItr0 ChbBMECTUMOCT ChC cepyM (IU1a3Ma) OT MpHeMaTess
Y CPUTPOLIUTH OT CIUHUIIATA KPBB;

9.6.36. (moBa - JIB, Op. 35 or 2018 r.) mpu KpbBONpENUBAHE HA MOJUTPAHCOY3UpPAHU
MAIUCHTH, TAIMCHTH C YCTAaHOBEHO HAJMYHME HAa AHTUEPHUTPOIMTHU AHTHUTENA W TAIMCHTH, ITOKa3alln
HEeXXeNIaHU PeaKIMU MPU MPEIUITHO KPHBOIIPENUBaHe, TECTOBETE 3a in Vitro CbBMECTHUMOCT BKIIIOYBAT U:

9.6.36.1. (moBa - /IB, Op. 35 or 2018 r.) OBp3 enpyBeThUEH TeCT ¢ HEHTpodyrupaHe (UiIu
anTyTHHAIIMOHEH TECT MpH cTaitHa Temrneparypa u 37 °C) 1 UHIUPEKTEH aHTUTIIOOYJIMHOB TECT;

9.6.36.2. (noBa - JIB, Op. 35 or 2018 r.) eH3UMEH TecT WM APYTH METOIU C €KBHBAJCHTHA
YyBCTBUTEITHOCT;

9.6.4. (mom. - JIB, Op. 35 or 2018 r.) mpu HanMuMe HA AHTHUEPUTPOLMTHU AHTHUTENA C
olpeJiesieHa YyBCTBUTEIHOCT B CepyMa WM IIa3Mara Ha pelUIMeHTa KPbBTa 3a MpejMBaHe HE TPsOBa
Jla ChIIbpPXKA CPUTPOLIUTHUTE AaHTUTCHU, KbM KOUTO Ca HACOUYCHU aHTHUTENATa;

9.6.5. TecToBeTE 32 CHBMECTUMOCT C€ M3BBLPIIBAT HE3aBHCHUMO OT OTPHIATECIHUS PE3YJITaT OT
W3CIIEIBAHETO 32 AHTHEPUTPOIIUTHHU AHTUTENA HA MPUEMAaTeNs ¥ MPEABAPUTEITHHS TOI00p N0 aHTUTEHHA
(dopmyna Ha KpbBTa 3a MPEITUBAHE;

9.6.6. (m3m. - 1B, 6p. 35 ot 2018 r.) B yClIOBUS Ha CHEIIHOCT, KOTaTO UMa OMACHOCT 3a KUBOTA
Ha TAalMeHTa, Ce JOIycka mpeTpaHc(y3HMOHHUTE TecToBe 3a IN VItro chBMecTHMOCT 1a Objaar
penynupaHu B 3aBUCUMOCT OT CTETIEHTA Ha CIIEUTHOCT:

9.6.6.1. (m3m. - /1B, 6p. 35 ot 2018 r.) npu HEOOXOAUMOCT OT 3alI0YBaHE HA KPHBONPEIMBAHE 32
no-Majgko oT 10 MUHYTH cled TOCThIIBAaHE Ha TAlMeHTa B JIeUeOHOTO 3aBEICHHE CE IpeliiBa
eputporMteH KouieHTpar kpbBHa rpyma 0, Rh(D) orpumarenen u II3I1 kpwBHa rpyma AB;
3aJIbJDKUTEITHO TPEIU 3all0uBaHe Ha KPBBOIPEIMBAHETO CE B3eMa MPoOa 3a M3BBPIIBAHE HA BCUYKHU
npeTpancy3uOHHU TECTOBE 32 in Vitro ChBMECTUMOCT;

9.6.6.2. (m3m. - JIB, 6p. 35 ot 2018 r.) ako KpBHBONPEIUBAHETO TPsIOBA Ja 3aMl0YHE B HHTEPBAI
ot 10 no 30 MuHYTH clien MOCTHIIBAHETO B JICUEOHOTO 3aBEJCHUE, CE ONpENesaT KpbBHa rpyna ABO u
Rh(D); npenuBar ce KpbBHOIPYIIOBO HICHTHYHH epUTpouuTeH KoHieHtpar u [I3I1 Oe3 TecToBe 3a
CHBMECTUMOCT;

9.6.6.3. (u3m. - IB, 6p. 35 ot 2018 r.) ako KpbBOMpPETUBAHETO TPSIOBA Ja 3all0YHE B MHTEPBAIA
30 - 45 munyTtH, ce ompenenat kpbBHa rpynma ABO m Rh(D) u ce usBbpiiBar Obp3u TECTOBE 3a
CHBMECTUMOCT - Obp3 ENpyBETHYCH TECT WIN JUPEKTHA CHBMECTHMOCT; NPEIUBAT C€ KPBHBHOTPYIIOBO
UJECHTUYHH epuTpouuTeH KoHueHntpar u [1311;

9.6.6.4. (HoBa - /IB, Op. 35 ot 2018 r.) ak0o KPBHBOIPEIMBAHETO TPSOBA J1a 3aII0YHE B MHTEPBAJa



45 - 60 munytH, ce onpenenat kpbHa rpyna ABO u Rh(D) u ce u3BbpiiBar cTaHgapTHH TECTOBE 3a
CHBMECTHUMOCT; TIPEJIMBAT C€ KPHBHOTPYIIOBO MACHTUYHU €PUTPOIMTEH KOHIeHTpaT u [1311;

9.6.6.5. (noBa - JIB, 6p. 35 ot 2018 r.) ako KpBBOIpEIUBaHETO TPsOBa 1a 3amoune cien 60 u
[OBEYE MUHYTH, IPETPAHC(Y3HOHHHUAT CKPUHUHT CE M3BHPIIBA B ITHJICH 00EM.

10. KoHTpos Ha Ka4ecTBOTO:

10.1. C uen ocurypsiBaHe Ha JOCTOBEPHOCT W HAJIEKIHOCT Ha MONYYCHHUTE PE3yNATaTH BCSKa
naboparopusi 3a HWMyHOXEMAaTOJIOTMYHA JUArHOCTHKA TpsOBa Ja WMa pa3paboTeHa cUCTeMa 3a
OCHUTypsIBaHE Ha KauecTBOTO. KOHTPOI'BT Ha KAYECTBOTO HA CEPOJIOTUYHUTE TEXHUKH C€ OCHOBABA Ha!

10.1.1. cuctema 3a BTpEIIEH KOHTPOJ Ha Kaue€CTBOTO;

10.1.2. yyactre B CUCTEMH 3a BbHIIIHA OLIEHKA HAa KAY€CTBOTO.

10.2. Cuctema 3a BbTpEIICH KOHTPOJ Ha Kau€CTBOTO.

Cucremara 3a BbTpEIICH KOHTPOJI Ha Ka4€CTBOTO BAIUIUPA PE3YITATUTE YpPE3 MOHUTOPUPAHE
HA KPUTUYHUTE CTHIKHA OT JUATHOCTUYHHS TIPOIEC. BBTPEHTHUAT KOHTPOI HAa KauyeCTBOTO Ce€
OCBILIECTBSABA OT camara jaboparopus. Peynrature oT TO3u KOHTPOJ c€ JOKYMEHTHPAT U MEPUOTUIHO
Ce IPOBEPSIBAT U aHAM3HUPAT OT PHKOBOIUTEIS HA Ia0OpaTopuUsATa.

10.2.1. KOHTPOJI HAa KAYECTBOTO Ha anaparypara - U3BbPIIBA CE MOCTOSIHHO U BKJIKOYBA:

10.2.1.1. xoHTpOJN Ha TeMIepaTypara Ha XJIAAUIHULHU, ppU3epH, TEPMOCTATH U BOIHU OaHH;

10.2.1.2. KOHTPOJ Ha MapaMeTPUTEe Ha IIEHTPOPYTHUTE;

10.2.1.3. KOHTPOJ Ha ONTUYHATA CUCTEMA HA MUKPOCKOIIUTE;

10.2.1.4. xOoHTPOJ Ha TIApaMETPHUTE HA ABTOMATHU3WPAHHUTE CHCTEMH 332 MMYHOXEMAaTOJOTHYHA
JTUArHOCTHKA CHIVIACHO YKa3aHUSATA HA MIPOU3BOAUTEIIS;

10.2.1.5. moxyMeHTHpaHO IMOYMUCTBAHE Ha amapaTypara;

10.2.1.6. toKyMeHTUpaHO KaTuOpHpaHe Ha MapaMeTpUTE Ha anaparypara;

10.2.2. KOHTpOJI HA KaYeCTBaTa Ha PEareHTUTE:

10.2.2.1. KOHTPOJIBT HA PEAreHTUTE TPSOBA J1a YCTAHOBHU BCUYKH OTKJIOHEHHS OT YCTAaHOBEHUTE
MUHUMAJTHA U3UCKBAHHUS 32 KA4ECTBO;

10.2.2.2. uznon3BaHUTE METOAM 3a KOHTPON TpsOBa a CHOTBETCTBAT HAa IOCOYEHUTE OT
MIPOM3BOIUTENS HA PeareHTa METO/IH;

10.2.2.3. 3a peareHTUTE, KOUTO CE€ MPUTOTBAT HA MSCTO, TPsAOBa Ja OBJAT U3TOTBEHH TOYHU
pEIenTypHU U SICHO ONMMMCAHU TPOU3BOICTBEHHU MPOIIEYPH;

10.2.2.4. exxeqHEBEH KOHTPOJ HA TECT-PEAreHTUTE NpPEIy 3amoyBaHe HAa JUATHOCTHYHUS
IIPOLIEC;

10.2.3. KOHTpPOJI Ha METOZIUTE:

10.2.3.1. (m3m. - [IB, 6p. 35 ot 2018 r.) uzpaboTBaHe Ha MHUCMEHHU CTaHJIAPTHHU ONEPATUBHU
MPOLIETyPH 32 BCUUKHU JCHHOCTH B JTaOOpaTopHsITa;

10.2.3.2. BkJIIOYBaHE HA KOHTPOJIM B CEPUHUTE HM3CIEABAHUS; OpOsT Ha KOHTPOJIHUTE 3aBUCH OT
Oposi U3BBPIICHU U3CIEABAHUS, HO HE TPsOBa Ja ObJe MO-MaJIKO OT €IHA Ha JICH 332 BCEKU HU3MOJI3BaH
METOJ;

10.2.3.3. Bcska TmpoMsiHA B METOIa Ha M3CienBaHe TpsOBa na ObJe BaduaupaHa TNPEAH
BBHBEXKJIAHETO M B IUArHOCTUYHMS TIPOLIEC;

10.2.4. nokymeHTaIIusI;

10.2.5. oOyueHue Ha nepcoHaa;

10.2.6. aHanm3 Ha TPEMIKUTE U PEANpUeMaHe Ha MEPKHU 32 OTCTPAHSBAHETO UM.

10.3. Cucrema 3a BBHIIIHA OLIEHKA HA KAY€CTBOTO - BCsKA JIabopaTopus 3aAbHDKUTEIHO y4acTBa
B CHCTEMA 3a BBHIIIHA OLICHKA HA Ka4eCTBOTO ChIIacHO paszaein IV, 1. IL.

IV. KninHn4HO npusokeHue Ha KpbB U KPbBHU CbCTaBKU



1. V3uckBanHwus 3a MperBaHe HAa XOMOJIOKHU M aBTOJIOKHU KPBB U KPHBHHU ChCTaBKH

1.1. Beska equHANIa KPBB U KPBBHH CHCTaBKH, U3IOJI3BAaHM 32 KIIMHUYHO MPHIIOKEHUE, TPIOBA
Ja OTroBapAT Ha m3uckBaHusATa Ha Hapen6a Ne 18 or 2004 r. 3a ycnoBusiTa U peaa 3a U3BbPIIBAHE Ha
JIMarHOCTHKA, TIPepadOTBaHE U ChXPAaHEHUE Ha KPHB U KPHBHHU CHCTAaBKU M Kaue€CTBO Ha KPHBTA OT BHOC
(B, 6p. 58 o1 2004 1.).

1.2. llenTa Ha KIMHAYHOTO MPHIIOKESHNE HA KPHBTA M KPBBHUTE CHCTABKH € JIa CE MMOCTUTHE:

1.2.1. moaapbKKa Ha TPAHCIIOPTA HAa KUCIOPOJa U BHITIEPOTHUS JIBYOKHUC;

1.2.2. kopurupaHe Ha XeMOCTa3ara.

1.3. IlpenuBaHe Ha KPbB U KPHBHU CHCTAaBKHM CE Ha3HauaBa OT MPABOCIIOCOOEH JieKap, KOHWTO
OTIpeJiesis ¥ BIIMCBA B MEJMIIMHCKATa JOKYMEHTAIMS BUA, KOJMMYECTBOTO M HAYMHA HA MPHJIATaHETO HM.

1.4. TlpenuBaneTo Ha KPHbB U KPHBHU CHCTABKHU C€ U3BBPIIIBA MO/ KOHTPOJIA Ha MMPABOCIIOCOOEH
nexap. [IpennBane Ha KPbB WM KPBBHU CHCTABKH C€ M3BBHPILIBA MIPU CIIa3BaHE MpaBaTa HA MAalMEHTA U
ciel MmojlyyaBaHE Ha MUCMEHO HMH(OpPMUpAHO cChIVIacHME€ OT HEro, 3a KOETO My C€ MpEeloCcTaBs Ha
JOCTBIIEH €3UK HH(pOopMaIus 3a:

1.4.1. npyuarHUTE 3a IpeIMBaHE HA KPbB WU KPbBHU ChCTABKH;

1.4.2. uenTa Ha NPEIMBAHETO U OYAKBAHUS PE3YJITAT;

1.4.3. Bb3MOXKHUTE HEKEJIAaHU PEaKIUU U TOTCHIMATHUTE PUCKOBE, CBBP3aHH C MPEINBAHETO
Ha KPbB UM KPBbBHU CHCTABKU;

14.4. coliecTByBalllUTe aiNTepHATHBU Ha TpaHCy3HMOHHATa Tepamusi U PUCKOBETE,
OPOM3THYAILH OT TAX.

1.5. Korato manueHTbhT € Hejeecnoco0eH, HHOOPMUPAHOTO ChIVIACHE J1aBAa HETOBUST 3aKOHEH
MPEICTAaBUTEN WIH MOTICYUTEIL.

1.6. [IpenuBaHe Ha KPBHB WM KPBBHU CHCTAaBKH 0O€3 IMOlydyaBaHe Ha MH(OOPMHUPAHO ChITIACHE
MoOKe J1a ObJie U3BBPIICHO, KOTaTO € 3aCTpallleH )KUBOTHT Ha MAllMEeHTa U:

1.6.1. ¢u3uueckoTO WM TICUXHYHOTO MY CBCTOSHHE HE TIO3BOJIIBAa IIOJlydyaBaHe Ha
UH(GOPMUPAHO ChITIACHE;

1.6.2. maneHThT € HeneecrnocoOeH U He € Bb3MOXKHO CBOEBPEMEHHO TOTyJYaBaHe Ha ChIIACHE
OT 3aKOHHHMSI My TPEACTABUTEN WM MOTEUUTET.

1.7. Pemennero u mortuBure mo T. 1.6 ce orpas3sBar B MeIWIMHCKATa JOKYMEHTAlUs Ha
MayeHTa oT JieKapsl, Ha3HAYMJI IPETUBaHETO.

1.8. ITauneHThT, CHOTBETHO 3aKOHHHMAT MY HPEACTABUTENl WM TONEYUTET, MOXKE Jla OTKaXKe
IpeuBaHe Ha KPbB WM KPbBHU ChCTABKH 110 BCSAKO BpEME Ha JICUEHUETO.

1.9. Otkazspt 1o T. 1.8 ce ynoctoBepsiBa ¢ MOAMKUCH HA JUIETO U HA JICKYBAIlWs JIEKap WU Ha
JIEKYBaIIHs JIEKap W Ha CBUETEIN, aKO JINIIETO OTKAKE J1a CE TOITHIIIE.

1.10. 3abpansiBa ce mpenuBaHE HAa HEIUATHOCTUIIUPAHU KPBB U KPbBHU CHCTABKU U HAa KPBHB U
KPBBHU CHCTABKH C H3TEKBJI CPOK HA TOAHOCT.

1.11. 3alpansiBa ce pPa3NpPOCTPAHEHUETO HA JAaHHHW, MO3BOJSBALIM WACHTU(PHUIMpAHE Ha
pelHIMeHTa.

1.12. (u3m. - JIB, 6p. 35 ot 2018 r.) 3abpansiBa ce KbM KpbBTa WU KPBBHUTE CHCTABKH Jia Ce
J00aBAT JAPYTH JICKAPCTBEHH CPEJICTBA.

2. [MoxroroBka 3a mpenvuBaHe Ha KPBB U KPHBHHU ChCTaBKH:

2.1. Ha GonHH, Ha KOMTO MIPEACTON KPHBONPEIMBAHE, JICKAPSIT:

2.1.1. (u3m. - IB, 6p. 35 ot 2018 r.) nadopmupa manueHTa 3a HEOOXOIUMOCTTA U TOI3aTa OT
npejrBaHe Ha KPBbB MM KPbBHA CHCTaBKa (CPUTPOLMTCH KOHIIEHTPAT), KAKTO M 32 CBEHTYAJHHUTE
YCIIO)KHEHUSI, KOUTO O¥Xa MOTJIH J1a HACTBIIAT;

2.1.2. (mom. - IB, 6p. 35 ot 2018 r.) monmyyaBa mucMeHO WH(OOPMHUPAHO ChITIACHE OT MalUeHTA
cpritacHo npuiokenue Ne 17 or Hapen6a Ne 29 ot 2004 r.;

2.1.3. cHema aHamMHe3a 3a TPHIOKCHHETO HAa KPBB M KPBBHU MPOAYKTH B MHHAJIOTO, 3a



CBEHTYAIHH HEXKEIAHU PEaKIMU M YCIOXKHEHHS, CBbP3aHU C TAX, a MPH JKEHU - U 32 YCIOKHEHHS Ha
MpEeAXOXKaau OPEeMEHHOCTH; PETUCTpUpa JaHHUTE B OomHMuHata nokymeHrtarnus (M3), kakto u BbB
¢umra 3a utMyHOXxeMaTonoruuHo uzcneasane ( mpuioxenue Ne 13 or Hapen6a Ne 29 ot 2004 1.);

2.1.4. xouTponupa B3eMaHeTo Ha 5 - 10 ml BeHO3Ha KpbB OT MALMEHTa B MOAXOAAI KOHTEHHED;

2.1.5. xoHTpoNMpa B MPUCHCTBUETO HA TMAIIMEHTa MOCTABSIHETO HA €TUKET HAa KpbhBHATA Mpooa,
Ha KOWTO ce orOens3Bar Tpute umeHa, EI'H, HomepbT Ha OonmanuHata qokymenrtarus (M13);

2.1.6. onpenens kpbBHara rpyna (ABO) Ha mammeHTa B HETOBO MPHUCHCTBUE MOCPEICTBOM
TECT-peareHTH aHTu-A, anTu-B u aHTH-A,B W mombnBa QUi 32 UMYHOXEMAaTOJOTHYHO H3CIICABAHE
cbriacHo npuiokenue Ne 13 or Hapen6a Ne 29 ot 2004 r.;

2.1.7. m3npama KpbBHaTa MPoda M NOMBJIHEHHUS (QHII B TAOOPATOPHS 32 UMYHOXEMATOJIOTHYHU
U3CJIeIBaHus 3a MOTBbPKIaBaHe Ha KpbBHATA IPyTIa;

2.1.8. npukpens ¢uima ¢ pe3ylTaTUTe OT UMYHOXEMATOJIOTUIHOTO M3CIIEABAHE, MOJNYyYEH OT
MMyHOXeMaroJiornyHara jJadoparopus B 1U3;

2.1.9. npu HECHOTBETCTBHE MEXAY pE3ylTaTHTE OT W3CJIEABAHMATA HAa KpbBHATa Ipyna Ha
ManyeHTa, U3BbPIICHU OT JEKYyBallus JeKap U OT MMyHOXEMaTOoJIOrMYHaTa Jiaboparopus, JEKyBaIlUsiT
JIeKap € JJIBKEeH OTHOBO J]a B3eMe KPBB OT MAIMEHTA U J1a IOBTOPH I[sUIaTa IpoIeypa;

2.1.10. uckaHus 32 KPbB U KPHBHU CHCTABKH CE€ IMOITBJIBAT CaMO OT JIEKap B TPU EK3EeMIUIsIpa
cbriacHo npuioxenue Ne 15 na Hapen6a Ne 29 ot 2004 r.

3. 3agbipKeHMs Ha JeKaps eIy MpeuBaHe Ha KPbB I KPbBHHU ChCTaBKHU:

3.1. upeHTHdUIMpa peIUNIUCHTA 110 OOJIHUYHATA JOKYMCHTAIIHS,

3.2. (m3m. - JIB, 6p. 35 ot 2018 r.) cpaBHsABa HMETO Ha MAIMEHTa C UMETO, U3MHUCAHO Ha (uina
3a MMYHOXEMaToJOrudHo u3cienBane (mpmioxkenne Ne 13 ma Hapenba Ne 29 or 2004 r.), dumm 3a
chBMecTUMOCT (pusoxenue Ne 14 na Hapen6a Ne 29 ot 2004 r.) u U3;

3.3. cpaBHsBa KpBBHATA TPYIIa HA MAIIMEHTA C KPbBHATA TPYIIa HA BCSKA CIUHUIIA;

3.4. mpoBepsiBa CpoKa Ha TOAHOCT Ha BCSIKa €IMHUIA KPBB U KPHBHHU ChCTaBKH;

3.5. mpaBu ornen Ha EIMHUIUTE KPHB W/MIU CEPUTPOLIUTEH KOHIEHTPAT 3a HAJIWYUE Ha
KOaryJyMH, XeMoJIn3a, HeoOnJacH BT (Oejer Ha OakTepruaaIHO 3aMbPCIBAHE);

3.6. omexxaa €IUHHULIUTE TPOMOOIMTEH KOHIIGHTPAT 3a HAJMYHOCT Ha arperard M 3a T.H.
"swirling" (BomoBBpTEXEH) (DEHOMEH;

3.7. cnen pa3Mpa3sBaHETO Ha €AMHHIIMTE MPSICHO 3aMpaseHa Iuiazma npu temneparypa 37 °C
OmIeX/1a eAMHULIMTE TJIa3Ma 3a MIPOMSHA B IIBETA, HATMYHOCT Ha KOATyITyMHU;

3.8. pu HechBNAJCHUE HA HAKOU OT JAHHUTE BPBIIA KPBBHUS MPOAYKT Ha TPaHCHY3HOHHOTO
3BEHO, KOETO TO € JIOCTaBHIIO;

3.9. ompenens kpbBHATa Tpyla Ha MalMeHTa W KpbBHATA Tpyla Ha KPbBTa (EpUTPOLUTHUS
KOHIICHTPAT) 3a MPEIMBAHE C TECT-pEareHTH aHTH-A, anTtu-B, antu-A, B;

3.10. (u3m. - JIB, 6p. 37 ot 2007 r.) mpaBu ipoda 3a ChBMECTUMOCT M HaHacs pesynrara B 13:

3.10.1. mpu mpenuBaHe Ha IIsJ1a KPBB WM €PUTPOIIMTEH KOHIICHTPAT MpodaTa 3a ChBMECTUMOCT
Ce IpaBH ChC cepyM (IU1a3ma) OT MaIlMeHTa U KPbB OT caka.

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

3.11. koHTpONMpa SAMHHUIIUTE KPBB U/WIU EPUTPOIIMTEH KOHIICHTPAT J1a ce 3aTorsT 10 37 °C,
B TEPMOCTAT WJIM PETyJIupyeMa BOIHA OaHs.

4. 3aqbIKEeHUS Ha JIEKaps 0 BpeMe Ha KPbBOIPEIUBAHE:

4.1. xpbBTa M KPBHBHUTE CHCTABKM CE€ MPEJIMBAT 4Ype3 BEHO3HA TpaHCQy3Hsl MOCPEICTBOM
CTaHJapTHA CHCTEMa 3a KPBBOIpeNrBaHe (rojleMuHa Ha opute Ha ¢puiarbpa 170 - 200 um);

4.2. pu 3anmouBaHe Ha TpaHC(]y3uaTa ce U3BHPIIBA OMOJOTUYHA MPOOA 32 CHBMECTHUMOCT 4pe3
cTpyiiHo npesiuBane Ha 40 Ml ot kpbBHUS TPOAYKT (3a nena mexay 2 u 10 ml), cien koeto ckopocTTa
Ha npenuBaHeTo ce perynupa Ha 10 - 15 xanku KpbBEH MPOAYKT B MUHYTa B Npoab/uKeHue Ha 5 - 10



MIN; npu JMnca Ha OOCKTUBHH U CyOSKTHBHU TIPOSIBU HA HEXKEJIAHW PEAKIIUU MPEITUBAHETO MPOIBIIKABA
cbc cKkopocT okosio 4 ml/min (ako HAMa OrpaHUYEHUs OT CTPaHa HAa ChPJCYHO-CHIOBATA CUCTEMA), KaTO
e/lHa eJMHUIA KPBB WM €pUTPOLIUTEH KOHLIEHTPAT ce IpenuBat 3a okoio 1 - 2 h;

4.3. mpu TIpeTMBaHe Ha TIOBEYE OT €/IHA eIMHHIIA KPBB (EPUTPOIIUTECH KOHIIEHTpAT) OMOJIOTHYHA
npo0a ce U3BBPILIBA C BCAKA €IUHHUIIA KPBBEH MPOAYKT.

5. Cnen 3aBbpIlIBaHE Ha MPENUBAHETO HA KPHBTA U/WUJIM KPHBHUTE CHCTABKH JIEKAPST:

5.1. ymocToBepsiBa JaiM ca HACTHIMIN NMPOMEHH B OOIIOTO CHCTOSTHME HA OOJHUS, KPBBHOTO
HaJIsAraHe, MyJica, TeJieCHAaTa TeMIieparypa W IIBeTa Ha ypUHATa; NpPU NMPOMsIHA B IIBETa Ha ypHHATa
u3Ipaiia npoda oT Hes B 1a00paTopus 3a U3CIeBaHe 32 HAIMYHOCT Ha CBOOOIEH XEMOTTIOOWH;

5.2. (nom. - JIB, 6p. 35 ot 2018 r.) mombaBa TpaHC(Y3HMOHEH JIUCT 3a MpETUBaHe Ha KPBB U
KpBbBHU CcheTaBku (mpuiokenue Ne 16 ot Hapenba Ne 29 ot 2004 r.), korme oT TpaHC()y3UOHHUS JIUCT
ce m3Mpaina B CTPYKTypara, OCUTYpuiia KpbBTa MM KPbBHATA ChCTABKA;

5.3. ciemqu cepyMbT Ha OOJHUSA, B3€T MPEAU KPHBOMPEIUBAHETO, WU CAaKBT C OCTAHAIOTO
KOJIMYECTBO KPBBEH MPOAYKT B HETO Ja C€ ChXpaHsABaT npu temrieparypa 4 - 8 °C B npoabikeHne Ha 24
h 3a nuarHocTrka Ha €BEHTyaJIHA CICIKPHBOIPEIUBHA PEAKIIUS;

5.4. (uoBa - /IB, 6p. 35 or 2018 r.) B Gonamynara moxymeHtamus (M3) Ha Tpancdysupan
MAIMEeHT CJie]] KphBOMPEINBaHe TPsOBa J1a ca HATMYHU JOKYMEHTHUTE ChINIacHO mprioxkeHus Ne 13, 14,
15, 16 u 17 or Hapen6a Ne 29 ot 2004 1.

6. IIpy HaCTHNIMIIM HEXKENAHU PEaKIUH U YCIOKHEHUS 110 BpeMe Ha KPhBOTIPEIIMBAHE JICKAPST:

6.1. mpekparsiBa He3a0aBHO MPENMBAHETO HA KPbBHUS MIPOAYKT;

6.2. B3eMa crienu(pUUHU MEPKH 3a OBJIAJIBAHE HA PEAKIUATA WU YCIOKHEHUETO ChOOpa3HO
HETOBHUS BUJI;

6.3. u3mpaia caka ¢ KpbBHHS POIYKT 32 MUKPOOHUOJIOTUYHO U3CIIC/IBAHE;

6.4. m3npama npoOu KPbB, B3CTH OT PEIMIUEHTA TPEANU W Cle] MPEIUBAHETO HAa KPHBHUS
NPOIYKT, KAaKTO ¥ MP0oOa OT KPBBHUS MPOIYKT OT CaKa 32 UMYHOXEMAaTOJIOTUYHO HU3CTIeIBAHE;

6.5. korato mpoOuTe HEe MOTaT Jia Ce U3MPATAT BEIHAra 3a M3CJeIBaHe, Ce ChbXpaHsBaT a0 72 h
npu Temneparypa Mmexay 4 - 8 °C;

6.6. HaHACsl HACTHIWINTE PEaKIMU U YCIOKHEHHs B TpaHc]y3MOHEH JIHMCT 3a NpeiluBaHEe Ha
KPBB U KPbBHU CheTaBKu (mpuiioxenue Ne 16 or Hapen6a Ne 29 ot 2004 r.);

6.7. cpobmraBa He3abaBHO 4pe3 npuwitokeHue Ne 18 or Hapenba Ne 29 ot 2004 r. Ha:

6.7.1. nedeGHOTO 3aBe/IeHUE, OT KOETO € MOJTy4YeHa KpbBTa U/WIIM KPhbBHATA ChCTABKA;

6.7.2. KOMACHUHTE 32 KOHTPOJ BBPXY Ka9eCTBOTO, O€30IMaCHOCTTA U pallMOHAHATa yroTpeda Ha
KPBBTA U KPBBHUTE ChCTABKH.

7. UHauKanuu 3a KIMHUYHO MPUIOKEHHE HA KPbB U KPbBHHU ChCTABKU

TpaHcdy3noHHaTa Tepanus ce OChIIECTBSIBA C KPbB U KPBbBHH ChCTaBKH CIIOPE]] €CTECTBOTO Ha
3a00JIsIBaHETO, KOETO TPSIOBA J1a Ce JIEKyBa, © MHOTO PSKO C LJ1a KPbB.

7.1. KnuHU4HO IPpWIOKEHNE HA LsJ1a KPbB

7.1.1. Naaukanuu (mmoKa3aHus)

7.1.1.1. MacuBHa BBHHIIIHA XEMOPATHUs C XMIIOBOJIEMHUS TIPHU TE€KKA TPAaBMa WJIU OTIEepalls;

7.1.1.2. ekccaHTBHHOTpPAHC(Y3HS.

7.1.2. KonTpanHaukaiuu (IpOTUBOIIOKA3aHUs )

7.1.2.1. Bcuuku 3a00yIsIBAaHUS, KOUTO MOXE JIa C€ TPETUPAT ¢ KPbBHU KOMIIOHEHTH;

7.1.2.2. HOpPMOBOJIEMUYHU aHEMUYHU CHCTOSTHUS;

7.1.2.3. alouMyHHU3a1Ms CTIPSMO JICBKOIIUTHH WJIA TPOMOOITUTHH aHTHTEHU;

7.1.2.4. anouMyHU3aLUsl CIPSMO HSKOM IJIa3MEHU MPOTEUHHU.

7.2. KNMHUYHO MPWIOKEHUE Ha EPUTPOLIMTHA KOHIIEHTPATH



EpuTpoluTHU KOHIIEHTpATH C€ Mpuiarar 3a MOoAOoOpsBaHE Ha TPAHCIOPTAa Ha KHCIOPOI OT
oenmuTe ApoOOBE 10 THKAHUTE M HAa BBIVIEPOJICH JIBYOKHC OT ThKaHUTE JI0 OenuTe 1pobOoBe.

7.2.1. CTannapTHU €pUTPOLIMTHY KOHLIEHTPATU

7.2.1.1. Uaankanyun

7.2.1.1.1. oCcTBp KpbBOU3IIHUB IIPH JIUIA C HOPMAJIHU KPbBHH I1OKA3aTEIIH;

7.2.1.1.2. XpOHUYHO aHEMHYHO ChCTOSHUE;

7.2.1.1.3. onepaTBHA MHTEPBEHIIHSI IPH JIUIE C XPOHUYHO AHEMHYHO CHCTOSHUE.

7.2.1.2. KoHTpanHaIuKanuu

7.2.1.2.1. XpOHUYHO AaHEMHUYHO CHCTOSHHE, IMOJJICKAII0 Ha JICKApPCTBEHO JIEUeHHE (HKENe3HU
npenapary, BUTaMuH Biz, ponueBa kucennna, epuTponoeTuH);

7.2.1.2.2. anouMyHM3auusi KbM JIEBKOUMTHU WJIM TPOMOOLMTHH AaHTUIeHH U (eOpHIIHU
HEXEMOJIUTHYHHU PEAKIIHH;

7.2.1.2.3. uMyHH3aIMs KbM IIa3MEHU MPOTEHHU U HATMYHOCT HA TEKKH aJIEpTUYHU PEaKIUH;

7.2.1.2.4. "MyHOKOMIIPOMETHUPAHH TMAMEHTH W TaKWBa, MOJJICKAIIM HA TPAHCIUIAHTAIMSA Ha
OpraHu, ThKaHU WU KJIETKH;

7.2.1.2.5. mapokcu3MaiHa HOIIIHA XeMOTJIOOUHYPHSI.

7.2.2. EpuTpOLIMTHU KOHILIEHTPATH C OTCTpaHEHa JIEBKOLIMTHA TeseHa. Upes Ta3u mporeaypa ce
OTCTpaHSBAT MO-TOJISIMATA YACT OT JICBKOIIUTUTE i TPOMOOIIUTUTE OT €PUTPOIIUTHHS KOHIICHTPAT.

7.2.2.1. Uanukanuu

7.2.2.1.1. chmMTE KAaKTO MPU CTAHJAPTHUTE EPUTPOLIUTHU KOHIICHTPATH;

7.2.2.1.2. mpu maryieHTH ¢ PeOPUITHN HEXEMOJIUTUYHN PEAKIIUH.

7.2.2.2. KOHTpauHAUKALMHU - CHIIUTE KAKTO MPU CTAaHAAPTHUTE EPUTPOLIUTHU KOHIICHTPATH

7.2.3.  OOe3NeBKOIMTEHW  EPUTPOLMTHH  KOHIIGHTpaTth.  YUpe3  MON3BaHETO  HA
00e3NeBKONUTABAIY  (DUATPH Ce€ OTCTpaHsABAaT MPAKTHYECKH TMOYTH M3LSJIO JICBKOIUTHUTE OT
CPUTPOLUTHUS KOHI[CHTPAT.

7.2.3.1. Ungukanuun

7.2.3.1.1. chImMTE KAKTO MPHU CTAHJAPTHUTE EPUTPOLIMTHA KOHIICHTPATH;

7.2.3.1.2. npu mnanuMeHTH, TpPU KOUTO TpsiOBa Ja ce u30sArBa alOMMYHHU3ALUSA CIPSMO
HLA-anturenn (HanmpuMep XPOHWYHH PEIMITMCHTH HAa CPUTPOLUTHH KOHIICHTPATH, Karo OOJIHH C
TajaceMusi, amjacTHYHA aHEMUSs, JIeBKEMHs, MMYHOKOMIIDOMETHUPAHMU TMAalMEHTH, KAKTO U TaKHBa,
MOJIC)KAIIH HA TPAHCIUIAHTAIUS HA CTBOJIOBH XEMOIIOCTHYHH KJICTKH);

7.2.3.1.3. npu manueHTu ¢ Joka3aHa ajouMyHusanus crpsmo HLA-anturenu u ¢ peOpuiaHm
HEXEMOJUTHYHU PEaAKIIHH,

7.2.3.1.4. npu manyMeHTH, P KOUTO TPpsOBa Ja C€ Mpujarar €pUTPOIMTHH KOHIICHTPATH C
OTPHULIATETHU PE3YJITATU 32 LIUTOMETAIIOBUPYC.

7.2.3.2. KOHTpauHAMKALMY - CHIIUTE KAKTO MPU CTAHIAPTHUTE EPUTPOLIMTHU KOHIIEHTPATH.

7.2.4. (mam. - JIB, 6p. 35 or 2018 r.) EpuTporiuTHu KOHIIEHTpaTu ¢ Ao0aBeH pa3TBop. Upes
no0aBsHE Ha JOMBIHUTEICH KPHBOKOHCEpPBUpAILl pa3TBOp CE€ HaMalsiBa ChABP)KAHHUETO Ha Ijla3Ma B
EpUTPOLIUTHUS KOHIIEHTPAT.

7.2.4.1. aaukanmy - ChIIUTE KAKTO IPHU CTAHJIAPTHUTE EPUTPOLIMTHU KOHLIEHTPATH.

7.2.4.2. KOHTpanHIWKALIUH - CHIIUTE KAaKTO MPHU CTAHIAPTHUTE €PUTPOLIMTHU KOHIICHTPATH.

7.2.5. Tlpomutn eputponuTHH KOHIEHTpaTH. C TPOMHUBHUTE MPOILEAYPH CE OTCTPAHSBAT
TUTA3MEHHUTE TPOTEHHH U TOJIIMA YacT OT JICBKOLIUTHUTE.

7.2.5.1. Unaukanun

7.2.5.1.1. npu nanyeHTyu ¢ JOKa3aHU aHTHTENAa COPSAMO IUIa3MEHH MPOTEWHU Hail-Beue Cpelry
UMyHOTIIOOYyMHU 0T Kiac A (IgA) v Texku anepruyHu peakiiuu;

7.2.5.1.2. mapokcr3MaiHa HOIIHA XeMOIIOOMHYpHsI (OTCTpaHsBaHE HA KOMILJIEMEHTA);

7.2.5.1.3. epUTPOIMTHU KOHIIEHTPATH OT KpbBHA rpyna (0 mpu WHTPAYTEPUHHH TPAHCPY3HH.

7.2.5.2. KOHTpauHANKALIUY - CHIIUTE KAKTO MPU CTAHAAPTHUTE EPUTPOLIMTHU KOHIIEHTPATH.



7.2.6. 3ampa3eHu epUTPOLUTHU KOHIICHTPATH.

Upes 3ampassiBaHe epUTPOIUTHUTE KOHIICHTPATH MOTAT Jia C€ ChXpaHsIBaT B MPOAB/DKCHUE Ha
Hax 10 roounw.

7.2.6.1. Manukanuy - npuiarar ce 3a KOpeKIus Ha aHEMUYHU CbCTOSHUSA MIPU:

7.2.6.1.1. nuna ¢ peaKu KpbBHU IPYIIH;

7.2.6.1.2. nuiia ¢ alIoUMyHHU3aIUs CIIPSIMO MHOKECTBO €PUTPOLIUTHUA aHTUTECHH;

7.2.6.1.3. (u3m. - IB, 6p. 35 ot 2018 r.) npu nunca Ha CMV-oTpHLIATETHU E€PUTPOILUTHU
KOHIICHTPATH WJIH ChbBMECTUMH 00€3JICBKOIUTECHH EPUTPOIIUTHH KOHIICHTPATH.

7.2.6.2. KoHTpauHIMKaILlMK - KAKTO MPY CTAaHAAPTHUTE EPUTPOLIMTHU KOHIIEHTPATH

7.2.7. O6pYEHU €PUTPOIIUTHU KOHIIEHTPATH

Upe3 oOMBYBAHETO HA EPUTPOLUTHHUTE KOHIEHTPATH Ce€ TMpeMaxBa Bb3MOXKHOCTTA 3a
npuxsamiane (engraftment) Ha T-TUM@poOUUTHTE TP UMYHOKOMIIPOMETHPAHU ITAIIUCHTH.

7.2.7.1. Uanukanuu

7.2.7.1.1. TpaHCIUTAaHTAIMSl HA CTBOJIOBU XEMOIIOETUYHU KJIETKU;

7.2.7.1.2. cuHapOM HA TEXBK UMYHEH JePUITUT;

7.2.7.1.3. manueHTH ¢ UMYHOCYTIPECHUBHA Teparus (JIeBKeMUH, JTUM(POMU, KapIIUHOMHU );

7.2.7.1.4. unTpayTepuHHH TpaHCHy3HH;

7.2.7.1.5. HEAOHOCEHN HOBOPOIECHHU JIE1IA;

7.2.7.1.6. Tpancdy3un OT OIU3KH POJCTBEHUIIN.

7.2.7.2. KOHTpauHIWKALMK - KAKTO MPU CTAaHAAPTHUTE EPUTPOLIUTHU KOHIICHTPATH.

7.3. Kputepuu 3a MpuiokeHUE U JO3UPOBKA HA CPUTPOIUTHUTE KOHIICHTPATH

7.3.1. [IparoBuTe KOHIIEHTPAIIMU HA XEeMOIIOOMHA, KOUTO HaJlarar MpeliiBaHe Ha epUTPOILUTHH
KOHIICHTpPATH, ca:

7.3.1.1. npu maaau 3apaBu guna - 60 - 70 g/l

7.3.1.2. mpu Mau JiMIa ¢ IPYTH HEYCIIOKHEHU 3a0osiBanust (Hanpumep nuaoder) - 70 - 80 g/l

7.3.1.3. npu BB3pacTHU 3apaBu Jmma (Hag 65 1.) - 90 g/l

7.3.1.4. npu MaUEHTH CBhC CHPACYHU 3a00JISBAHHS, C TOBUIIEHA KHCIOPOAHA KOHCYMAIlUs
(manmpumep centunemus) - 100 g/l

7.3.2. lo3upoBka

7.3.2.1. mpu OCTPHU KPHBOU3JIUBH - CbOOPA3HO CTETICHTA HA KPHBOM3IIHBA,;

7.3.2.2. ipu XpOHUYHO aHEMHYHO CHCTOSIHUE - CTIOPE]l CTEIICHTa Ha aHEMUSTA U KIMHHUYHUTE
MpOsiBU, Hail-uecTo 1o 1 E epuTpolnTeH KOHUEHTPAT JHEBHO.

7.3.3. IlonOop Ha €pUTPOIUTHUTE KOHIICHTPATH

7.3.3.1. epuUTpOUMTHHUTE KOHIEHTPATH Ce€ TOAOMpAT MO KpbBHATa TIpyla Ha pEHUIHEHTA
cpo0pa3zHo ABO u Rh-anturennure cucremu;

7.3.3.2. npu cnenWamHU ciydau (TaJaCeMHH, XPOHWYHH PEIUIHUEHTH, IOUIekKAIld Ha
TpPaHCIUIAHTAI[MSl HAa CTBOJOBHU XEMOMOETHYHM KJIETKH) EPUTPOLMTHUTE KOHIICHTPATH MOXE Ja ce
nonoupar 1mo GEeHOTHIT U 10 APYTU EPUTPOLIUTHUA AHTUTCHHU CUCTEMU;

7.3.3.3. (woBa - JIB, 6p. 35 or 2018 r.) npu nedunur Ha exnorpynosu ABO u Rh eputporutaHu
KOHIIEHTPATH KPBB CE MpesiuBa MPH Clla3BaHe Ha YCIOBUATA, TOCOUEHH B Tabimma 1.

Tabnuma 1. YenoBus 3a KpbBOIIPEIWBaHE MTPHU HEBB3MOXKHOCT J1a C€ OCUTYPH €THOTPYTIOBa KPBbB

Kpssra rpymna u Rh (D) Kpsera rpyna u Rh (D) JlommycTiME KOJTHYECTBA 32
AQHTHI'€H Ha JOHOpPa AQHTHUI'CH Ha PEMIIMCHTA IpeIIBaHe

Yenosus

Jo 500 ml 1s1a KpbB, 10
0 (+) monmoxwurenHa A (+); B(+); AB (+) 1000 ml epurponuTeH
KOHIIGHTpAT

Tutsp Ha aHTH-A U aHTU-B
anTuTena o 1:16




0 (-) oTpunarenna

A(-); B(-); AB (-);

Jo 500 ml 1su1a KpbB, 10
1000 ml epurponuTeH
KOHIICHTpAT

Tutsp Ha aHTH-A U aHTH-B
anTuTena o 1:16

A (+) monoxxurenHa

A (-) oTpunarenna

AB (+) nmonoxurenna

AB (-) oTpunarensa

Jo 500 ml 1suta KpbB, 10
1000 ml epurponnTeH
KOHIIEHTpaT

Tutep Ha aHTH-A U aHTH-B
antutena 1o 1:16

B (+) nonoxwurenna

B (-) orpunarenna

AB (+) nonoxurenna

AB (-) oTpunarensa

Jo 500 ml 1su1a KpbB, 10
1000 ml epurponuTeH
KOHIICHTpAT

Tutsp Ha aHTH-A U aHTH-B
a”turena 1o 1:16

A (-)oTpuniarensa
B (-) orpunarenna
0 (- ) oTpumaremnsa

AB (-)orpunarenna

A (+) nonoxxurenHa
B (+) nonoxwurenna
0 (+) momoXkuTeITHA

AB (+) monoxxurenna

bes orpannuenus

Jlurica Ha aHTH-D
aHTHUTENa B cepyMa Ha
JIOHOPA

A (+) nonoxxurenHa
B (+) monoxwurenHa
0 (+) momoxwuTeNHA

AB (+) nonoxurenHa

A (-) oTpunarensa
B (-) orpunarenna
0 (-) orpunarenHa

AB (-) orpunarensa

be3 orpannuenus

Camo IIpy 3aruTamBalin
KHUBOTA CHCTOSHUSA U JIUIICA
Ha anTu-D aHTHTENA B
CepyMa Ha malueHTa

Al (+); A2 (+)

Al (A2 ()

A ()

A ()

be3 orpanunuenus

a0 I-FO,HI/IIHHEI Bb3pacT

Al (+); A2 (+)

Al (-): A2 ()

A

AQ)

be3 orpanuuenus

1o l-roguimmHa BB3pacT

3abenexcku kom mabnuya 1:

1. KpsB ot kpwBHa rpyna O ce mpearBa HEU30TPYIIOBO NPH YCIOBHE, Y€ TUTHPBHT HA aHTH-A H
aHTH-B aHTHTEeNara B cepyma Ha JJOHOpa € He Mo-BUCOK OT 1:16.

2. Kp®B oT XpbBHM Tpyl A u B ce nmpenvBa Ha manueHT ¢ KpbBHA Tpyna AB nipu yciosue, de
TUTHPBT Ha aHTH-A ¥ aHTH-B aHTHTENaTa B cepyma Ha IOHOpa € He MO-BUCOK OT 1:16.

3. JIomyCTHMOTO KOJIMYECTBO 3a IpEIHBaHE IMPH yCaoBHATa Ha 3abenexkn 1 u 2 ¢ mo 500 ml
isuta kpeB U 0 1000 ml epurporuren kKoHIeHTpar, choopaszeno ¢ D anturena na Rh cucremara. Ilpu
TE3W IMAIUEHTH MOXeE Jia Ce MpeliiBa OTHOBO M30TPYNOBa KPBHB WIH €PUTPOIUTCH KOHIICHTPAT CIE]
Hai-MaJIko 7 THHU OT MOCIIEIHATAa HEM30TPYIOBa XeMOTpaHc(y3usi.

4. Tlogrpynute Ha A antureHa (Al m A2) ce cpoOpassiBAaT caMO TNpPH YCTAHOBSIBAaHE Ha
UpEryJIsipHU aHTU-A 1 aHTUTENa B cepyMa Ha IIpUeMaTels.

5. Kpwe/eputporuren konueHtpar ot Rh(D) orpunarenen moHop ce mpenuBa Ha Rh(D)
MOJIOKUTEIICH MAllMeHT TIPU YCIIOBHUE, Y€ B CEpyMa Ha JTAPUTEIIs He ce OTKPHUBAT aHTU-D aHTHTENA.

6. [lpu 3ammamBanM >KUBOTa CBHCTOSHHS Moke na ce mnpenuBa Rh(D) nonoxwutenna



KPBB/CPUTPOLIUTEH KOHIIGHTPAT WIIM TPOMOOLMTEH KOHIeHTpaT Ha manueHtT Rh(D) orpunarenen camo
IIPY YCJIOBHE, Y€ B CEpyMa Ha MpHeMaTelisl He Ce YCTaHOBsBaT aHTH-D aHTHTENA.

7. B To3u cimydail 3aIBJDKUTENHO C€ MpaBU MPOPUIAKTHKA ¢ aHTU-D MMyHOMarmoOyauH [0
72-pus 4yac ciaen KpbBOIPEIUBAHETO, KAKTO CIIE/Ba:

7.1. mo 10 wmwukporpama aHTU-D uMyHOrIOOynMH Ha BCekM MWIwMThp mnpeista Rh(D)
MOJIOKUTEINTHA KPBB;

7.2. o 10 mukporpama antu-D umyHnorno0Oymun Ha Bceku 0.4 ml npenst Rh(D) monoxurtenen
epUTPOIIMTEH KOHIIEHTPAT;

7.3. mo 150 mukporpama antu-D umyHormoOynaun cien npenuBane Ha Rh(D) momoxwutenen
TPOMOOLIUTEH KOHIEHTPAT.

7.4. OueHka Ha pe3yaTaTuTe OT MPUIIOKEHUETO Ha EPUTPOLIMTHUTE KOHIIEHTPATH

7.4.1. momoOpsiBaHe Ha Oee3UTe HA AHEMUYHUS CUHIPOM;

7.4.2. noBUIIeHHE HA KOHIIEHTPALIUATA HA XEMOTTIO0MHA.

8. KnuHnyHO mpusiokeHre Ha TPOMOOLUTHHU KOHIIEHTPaTH

TpoMOOIIMTHU KOHLIEHTPATH Ce€ MpHjaraT Mpy HAapyIICHUS Ha XeMocTaszaTa Mopajaud HaMalleH
Opoii Ha TPOMOOITUTHTE WM HapylleHus Ha TexHute GpyHkimu. [Ipunarar ce KakTo 3a JieueHHe, Taka u
3a IpOQHIAKTHKA HAa KPbBOU3JINBHY.

TpoMOOIIMTHY KOHIIEHTPATH CE MpHJIarar 3a JieueHNe Ha KPHbBOM3JIMBH TP MAIIMCHTH C TEXKKA
tpomGoironenus (mox 10 - 20 X 10%1) unu npu HapyleHus Ha TPOMOOLMTHATE QYHKIIMK U HOPMAJIEH
Opoit Ha TPOMOOIIUTHTE.

TpoMOOIMTHU KOHIIEHTPATH C€ Mpuiiarar 3a npoduiakTuka Ha KPHBOU3IUBH MPU HMALUEHTH C
TEXKH TPOMOOLMTONEHUU WIM HapyUIeHH TPOMOOUMTHU (DYHKIMH M ONEPATUBHU HMHTEPBEHLUU WIH
MHBA3UBHU MPOLEIYPH WM NPU KPATKOTPAWHU TEKKU XMUIIONPOAYKTUBHH TpOMOOIMTONEHUH (mof S -
10 x 10%1) (1eBKeMUHM, TPAHCIUIAHTALUS HA KJIETKU, ThKAHU U OPTaHu).

8.1. CrangapTHU TPOMOOLIMTHY KOHLIEHTPATH

8.1.1. Uagukanumn

8.1.1.1. TpomMOonIITONICHIH TTOPATN HAPYIIIEHA MPOIYKIIHSI HA TPOMOOIIUTHUTE;

8.1.1.2. TpOMOOIIUTOTICHUH TIPU XUTIEPCTUICHU3bM;

8.1.1.3. TpoMOOIIMTONICHUH TIPH CUHIPOM Ha JUCEMUHHpPAHA HHTPABA3alHA KOATyIaIus;

8.1.1.4. TpoMOOIIMTONIEHUH [TPU MACUBHHU TPaHC]Y3UU U KapUOIyIMOHaJeH Oainac;

8.1.1.5. HeoHaTaHa aJOMMYHHA ITypIypa (0T CbBMECTHUM JOHOP MM OT MaiiKara);

8.1.1.6. aBTOMMYHHa TPOMOOIIMTONIEHUYHA TypIypa (IIPH KUBOTO3AILIAIIBAIIM KPBBOU3IHUBH);

8.1.1.7. 3a0onsiBaHus C HApyIIEHHUs] HA TPOMOOLUTHUTE (PYHKIIHH.

8.1.2. KoHTpauHuKamuu

8.1.2.1. TpoMOOTUYHO TPOMOOILIMTONIEHUYHA My PITypa;

8.1.2.2. cneaTpaHcpy3MOHHA IMyPIypa;

8.1.2.3. xenmapuH-UHIyIIUpaHAa TPOMOOITUTOTICHHS.

8.2. TpoMOOLIMTHH KOHIIEHTPATH, TTOJyuYeHH Ype3 adepe3Ha TeXHUKa (0T eNMHIYEH TapUTeN)

8.2.1. Ungukanuun

8.2.1.1. TpOMOOIIMTONCHNYHU CHCTOSIHUS MTPH aJIONMYHU3UPAHH MAIUCHTH,

8.2.1.2. TpOMOOIIMTOTICHUH TIPU MAIIUEHTH C UMYHEH ACHUIINT.

8.3. OnpueHH TPOMOOIIMTHU KOHLIEHTPATH

8.3.1. Uagukanun

8.3.1.1. rpomOonTONICHNH TTPH OOTHU C KOMIIPOMETUPAH UMYHHTET;

8.3.1.2. mpu TpaHCIUIaHTalMA HA CTBOJIOBH XEMOIIOETUYHH KIIETKU;

8.3.1.3. mpu manuenTu ¢ MuenoadIaTuBHA TepaIus;

8.3.1.4. HOBOpPOZIEHU C MAaCHBHHU TPaHCPY3UU;

8.3.1.5. HEIOHOCEHN HOBOPOAEHH JE11a;



8.3.1.6. ipu pOJACTBEHU JOHOPH.

8.4. (m3m. - IB, 6p. 35 ot 2018 1.) TpoMOOIIMTHN KOHIIEHTPATH C J00ABEH Pa3TBOP

8.4.1. naukanuu - NpH MAlMEeHTH C JJOKa3aHW aHTHUTENa CHpPSMO IUIa3MEHH MPOTEHUHHU (aHTH
IgA-anturena npu 6oman ¢ nedunut Ha [gA-UMyHOTTIOOYTHHM).

8.5. O0e31eBKOIMTEHN TPOMOOIIMTHU KOHLIEHTPATH

8.5.1. Unaukanmm

8.5.1.1. mpu nmanuenTu ¢ GeOPUITHA HEXEMOTUTHYHHU PEAKIIHH;

8.5.1.2. 3a npeamna3BaHe OT AJIOMMYHHU3ANUS MPU MAIUCHTH, MMOJICKANTN HA TPAHCIDIAHTAIIHS
Ha OpPTaHu U KJIETKH, UM XPOHUYHU PELIMITUEHTH Ha KPBBHU MPOITYKTH.

8.6. 3aMpazeHu TPOMOOIIMTHU KOHIICHTPATH

8.6.1. Ungukanuu

8.6.1.1. mpuoxxenue Ha chBMecTUMH 1o HLA u HPA TpomOOImTHH KOHIIEHTpATH, KOTraro
JIUIICBA CbBMECTUM JIOHOP 32 MOJy4yaBaHE Ha MPECHU TPOMOOIIMTHU KOHILIEHTPATH;

8.6.1.2. aBTOIOKHU TPOMOOITUTHH KOHIICHTPATH.

8.7. lo3upoBKa Ha TPOMOOIIUTHUTE KOHIIEHTPATH

8.7.1. 3a neyeHune Ha KPHBOM3IMBH - TI0 1 eWHUIIA TPOMOOIIMTEH KOHIIEHTpAT Ha Bceku 5 - 10
kg TenecHa Maca criopej1 BUJia Ha TPOMOOIIMTOIICHUSATA U TEKECTTA HA KPhBOU3JIHBA.

8.7.2. 3a npounakTuka Ha KPbBOM3IIUBY - 10 1 euHUIIA TpoMOOLUTeH KoHIleHTpar Ha 10 kg
TeJecHa Maca mpe3 JICH.

8.7.3. OpyUeHTUPOBBYHH MTOKA3ATEIIN:

8.7.3.1. [IpodurakTHIHO PHITOKEHUE

8.7.3.1.1. mparos 6Gpoi(*) Ha TpomGormTHTE - 1o 10 X 1091

8.7.3.1.2. mpunenen 6poii (**) ma pombonurHTe - Hag 25 x 109

8.7.3.1.3. mpunenen Opoii Ha TpPOMOOLMTHTE TIpH onepanuu - Hax 50 - 80 x 1091

8.7.3.1.4. KonM4EeCTBO IpeEIeTH TPOMOOLMTH - Hax 4 x 101

8.7.3.2. TepanieBTUYHO MPUIIOKEHUE

8.7.3.2.1. mparoB Opoii Ha TPOMOOLIUTUTE - UHAUBH Ty aJICH

8.7.3.2.2. npunenen 6poii Ha TpombonmTHTe - Hax 40 x 1091

8.7.3.2.3. KOIMYECTBO IPEIETH TPOMOOLMTH - Hax 6 x 101

3abenexka.

(*) mparoB Opoii - Opoit Ha TPOMOOIIMTUTE HA PELUITUCHTA, IPU KOWTO C€ Hajlara rnpriaraie Ha
TPOMOOILIUTHU KOHIIEHTPATH.

(**) npunenen 6poii - 6poit Ha TPOMOOIIUTHTE, KOWTO TPSIOBA J1a C€ MOCTUTHE B IIUPKYJIAIUSATA
Ha peLUITUEeHTa CIe/l IPUiarane Ha TPOMOOIIMTHA KOHIIEHTPATH.

8.8. [TogOop Ha TPOMOOIIUTHUTE KOHIICHTPATH

8.8.1. ITpu manmenTu 6e3 anonmyHnusanust KkbM HLA nnun HPA-anTurenn

8.8.1.1. moxbupar ce ceBMecTuMu 1o ABO-aHTUTEHHA cCTeMa TPOMOOIIMTHU KOHIICHTPATH;

8.8.1.2. wm30srBa ce TMPWIOKEHHE HA TPOMOOUMUTHU KOHIICHTPATH, TOJYYEHH OT
Rh-nonoxxurennu moHopu Ha Rh-oTpumarennu penunueHTd, 0ocoOOEHO Ha Jlela U KEHH BbB (PepTHIIHA
BB3pacT!

8.8.2. ITpu nmanuenTu ¢ anoumyHnuzauus kbM HLA- anTurenu

8.8.2.1. mondupar ce makcumaiHo cbBMectuME 1m0 HLA 1 ABO TpoMOOUIIMTHH KOHIIEHTPATH,
Hali-oOpe OT eMH AapuTel, MOoIydeHH upe3 adepesa;

8.8.2.2. npu numnca Ha ceBMecTuMu 110 HLA 1 ABO TpoMOOIIUTHH KOHIICHTPATH MOXKE Ja Ce
mpujiarat TakMBa, KOUTO He ca chbBMecTuMu o ABO;

8.8.2.3. npu nokaszana cneruduuHOCT Ha aHTuTenaara o HLA win HPA anTUreHHHM cHCTeMH
ce moAdupar CbBMECTUMH 10 CHbOTBETHUTE aHTUTE€HU TPOMOOIIMTHU KOHIIEHTPATH.

8.8.3. Ilpu HeoHarallHa aJOMMYHHAa IypHypa ce€ Ipuiarar TPOMOOIMTHH KOHIICHTPATH,
MOJyYeHU OT Maiikara, KaTo ce OTCTpaHsBa IUla3Mara W ce A00aBs Ila3Ma OoT KpbBHaA rpyna AB umum



MOJIXO/ISIIL €JIEKTPOJIUTEH Pa3TBOP
8.9. OmeHka Ha pe3ylITaTuTe OT MPUIOKEHUETO Ha TPOMOOIIMTHN KOHIICHTPATH
8.9.1. mpu TpOMOOIIMTOTICHUH
8.9.1.1. mo xIMHUYHH Oee3H;
8.9.1.2. mo KOpUTrHpPaHOTO MOBHILIEHUE HA OPOsT HA TPOMOOIIUTUTE

(bpoti cren Opoii mpean
KOPUTHPAHO MIpeJIiBaHe - MpeNrBaHe) X TIT (xB.M)
MOBUIIICHNE HA =
TPOMOOIIUTHUTE Opoii mpenetu TpomOortuTH (10(11))

TII - TenecHa MOBBPXHOCT

MuHMMaTHH JKEJTaTeIHU CTOMHOCTH Ha KOPUTHPAHOTO MOBUILIEHHE HA TPOMOOIIUTHUTE
- 1 h ciex npenuBaHe HAa TPOMOOLMTHUTE KOHIIEHTpATH - Hax S - 7,5 x 1091;

- 24 h cnen npenuBaHe Ha TPOMOOLMTHUTE KOHIEHTparH - Hax 5 x 10%1;

8.9.2. mpu HapylIeHUs Ha TPOMOOLIUTHUTE (PYHKITUH:

- 10 KJINHUYHHU OeJIe3H;

- 10 KOPEKIHs Ha yABDKEHOTO BPEME HAa KbPBEHE.

9. Knuan4Ho npuiokeHrue Ha TPaHyIOIUTHYA KOHIIEHTPATH

[‘paHyTOIIMTHUTE KOHIIEHTPATH TMPEACTABISBAT CYCIICHCHsI Ha TPaHYJIOIHWTH B IUIa3Ma,
nojiy4eHu upes adepesa. M3monssa ce Bb3MOKHOCTTA 3a (aroluTo3aTa Ha MUKPOOPTaHU3MHU U I'bOUYKHI
OT TPaHYJIOILUTHTE.

9.1. Unaukauuu - orpaHu4eHU

9.1.1. manmentu ¢ Texka Heyrponenus (mox 0,5 x 10%1) ¢ mokasan cencuc ¥ Hepearupaiy Ha
aJIcKBaTHA aHTUOMOTHYHA TePanus ¥ TPAHYIOIUTEH KOJTOHUUCTUMYIHpAI (aKkTop;

9.1.2. HeOHATAJIEH CETICHC ¢ penartuBHa HeyTporenus (mog 3 x 1091).

9.2. KoHTpanHAWKAIMK - KPAaTKOTPAWHU HEYTPOIICHUYHH CHCTOSHUS 03 WHQOEKIHS WU C
nHDEKIMs, To/aBaIla ce Ha aHTHOMOTUYHA TepaIus

9.3. IlonOop Ha mapuTETUTE 3a TPAHYIOIUTHNA KOHIIEHTPATH

9.3.1. CbBMECTHUMOCT ¢ perunuenTa mo anrurennure cucremu ABO u Rh (mopaau npumec Ha
€PUTPOLIUTH);

9.3.2. npu aNOMMYHU3UPAHH PEUUIIMEHTH CbBMeCTUMOCT 110 HLA-anTurenure;

9.3.3. pu PEeUMIUEHTH C KOMIPOMETHpPAH MMYHHTET C€ MpUJIaraT OJbYCHH TPaHYIOIUTHH
KOHIICHTPATH;

9.3.4. mpu penunueHtd, kouto ca CMV-orpuuareaHu, W 0OpPU HOBOPOJIEHH JeHa e
NPENOPBHUYUTEITHO TPAHYIOUUTHATE KOHIIEHTPaTH 1a ca oT CMV-0oTpHuIaTeHu TOHOPH.

9.4. Jlo3upoBKa Ha TPaHYJIOIUTHUTE KOHIICHTPATH

9.4.1. 3a Bp3pacTHU nanuenTy - Hax 2 x 10 rpanynonuTn Ha jieH;

9.4.2. 3a HoBoponenu aena - 1m0 0,1 x 10%kg Tenecna maca Ha jeH.

9.5. OueHka Ha pe3yiITaTUTE OT MPHIOKECHUETO HA TPAHYIOIUTHUTE KOHIICHTPATH - CTEIICH Ha
MOBUIICHNE HAa OpOs Ha TPAaHYJIOIUTUTE B KPHBTA HA PEIIUITUCHTA.

10. KnuHn4yHO npuiokeHue Ha mia3ma

Ot pa3nuyHuTEe BH3MOXHHM BUIOBE IJIJa3Ma Hal-4ecTO 3a KIMHUYHO NMPUIOKEHUE Ce Mpuiara
MPSICHO 3aMpa3eHa 1ia3ma.

10.1. Usaukanmm

10.1.1. xoarymomaruu, 3a JICYEHHETO HAa KOUTO HsIMa IUIa3MEHH Npemnapatd (aeduuuT Ha
koarynanuonHute dakropu I, XI, XIII);

10.1.2. TpOMOOTHYHO TPOMOOIIUTONIEHUYHA TyPITypa;

10.1.3. cunapom Ha AMCEMHHHUpaHa UHTpaBa3ajHa Koaryjaamus;



10.1.4. MacuBHU KpbBOIPEIUBAHUS U TUITYIIMOHHA KOATYJIONATHS;

10.1.5. Texku yepHOAPOOHU 3200 BaHUS C HAPYLIECHH MPOTEMHCUHTE3UPALIN (PYHKIINN;

10.1.6. npeno3upane Ha aHTUBUTaMHUH K-aHTHKOArynaHTH;

10.1.7. nedunut Ha anTutTpoMOuH 11 mnm mmasmuHOTEH;

10.1.8. nedpunut va C1 uaxXubUTOD;

10.1.9. ekccaHrBUHOTpaHCHY3HHU.

10.2. KonTpaunaukaruu

10.2.1. koarynomnaTuu, 3a J€4EHHUETO Ha KOMTO UMa IJIa3MEHH Mpenapary;

10.2.2. 06eMHO 3aMeCTBaHE;

10.2.3. mapeHTepaHO XpaHEHE;

10.2.4. 3amMecTBaHE HA UMYHOTTIOOYTHHH;

10.2.5. npu anoumMyHHU3alUs KbM TIa3MEHU TPOTEHHHU.

10.3. TToxGop Ha nmpsICHO 3aMpa3eHara rmiazma

10.3.1. Teii Karo MmiIazMaTta ChABPKA €CTECTBEHUTE KPHBHOTPYIOBU AHTUTENA, CE MOIOHUpa
ChOOpPa3HO KpbBHATA IPyTNa HAa PELIUIINEHTA;

10.3.2. (u3m. - IB, 6p. 35 or 2018 r.) mpu numca Ha HM30TPyNOBa IUIa3Ma Ce JOMYyCKa H
MPWIOKEHHE HA IJIa3Ma OT JIpyra KpbBHA I'pyma, KAKTO € MOCO4YeHo Ha Tabnuia Ne la.

Tabmuma Ne la

[punoxeHue Ha OPSICHO 3aMpaseHa Mazma

KpbBHa rpymna Ha perunueHTa KpbBHa rpymna Ha miazmara
A A, AB
B B, AB
0 0,A,B, AB
AB AB

10.4. Jlo3upoBka

10.4.1. crangaptHa no3a - 5 - 10 ml/kg Tenecna maca;

10.4.2. npu TpomOoTHYHO-TpOoMOOLMTONIeHNYHa myprypa - 30 ml/kg renecna maca (puck or
XunepBojieMus!).

10.5. Ouenka Ha pe3ylTaTure OT KIMHUYHOTO MPUIOKEHHE HA MPSACHO 3aMpa3eHara mjia3ma

10.5.1. mpu koarynanMoOHHA HAPYIICHHS - KIMHUYHU Oelie3n (OBIasiBaHe Ha KPhBOU3IUBHUTE) H
oTpeJieIsiHe KOHIIEHTPALUATa Ha CbOTBETHUTE KOAryJallMOHHH (JaKTOPH B TIa3MaTa Ha PELUINEHTAa,

10.5.2. 1upm TPOMOOTHIHO-TPOMOOITUTONICHUYHA Iyplypa - HapacTBaHe Opos Ha
TPOMOOLIMTUTE, HAMAJIIBAaHE KOHLIEHTpAIMATA Ha JAKTaTAEXUIpOoreHa3ara.

11. Hexxenanu peakiiuu v yCIOKHEHUS IPU MIPUIIOKEHHE HAa KPHBHU MPOTYKTH

11.1. XeMOTUTUYHH CIIEIKPBHBONPEIUBHH PEAKITUN

11.1.1. paHHM XEMOJUTHUYHHU CICIKPHBONPEIUBHU PEAKIIUN

JBKaT ce Ha MHTpaBa3alHO U MO-PSAIKO HA €KCTPaBa3aiHO pa3pylllaBaHE HAa EPUTPOIUTUTE
IIPU HECHBMECTUMO KpBhBOMpenBaHe Haii-uecTo o ABO- aHTUreHHara cucrema.

11.1.1.1. Knuan4gau posiBu:

11.1.1.1.1. noBuIIeHNE HA TeMIIepaTypaTa ChC HJIK O€3 BTpHUCAHE;

11.1.1.1.2. 6onku B KpbCTa U HA MACTOTO HAa KPHBOIPEITUBAHETO;

11.1.1.1.3. cTsarane B rpbAHUS KOIII;

11.1.1.1.4. rmaBoGonwe, rajieHe, MOBPbHILIAHE, THAPHS,;



11.1.1.1.5. mox ¢ XUIOTCH3MS;

11.1.1.1.6. ocTpa 6bO0pevHa HETOCTATHYHOCT;

11.1.1.1.7. IUK-cunapom;

11.1.1.1.8. xemoriobuHEMUs1, XEMOTJIOOUHYPUSL.

11.1.1.2. TepaneBTUYHO MOBE/ICHUE:

11.1.1.2.1. npeycTaHoBsiBaHE Ha KPHBOMPEIUBAHETO;

11.1.1.2.2. B3emaHe mnpoOM KpbB OT pEIHUIHEHTA 3a JOKa3BaHE HAa XeMoju3aTa H 3a
MMYHOXEMAaTOJIOTUYHA IMarHOCTHKA;

11.1.1.2.3. BKJIFOYBaHE Ha COJICBH MH(PY3MOHHU Pa3TBOPH;

11.1.1.2.4. npOTUBOIIIOKOBA TEPAIIHUS;

11.1.1.2.5. xopekuus Ha XeMocTa3ara;

11.1.1.2.6. 0OMEHHO KPBBOMPEIUBAHE.

11.2. HexeMOIUTUYHM CIEAKPHBONPETUBHU PEAKIIUN:

11.2.1. anadunakTuuHu ciearpancGy3nOHHN PEaKIIUH.

[IpyuuHsABaT ce OT HAJIMYHOCTTa Ha aHTU |QA aHTUTena Mpu Jula ¢ BpoJeH AedUIUT Ha
UMYHOITIOOYJIHHH OT Kiac IgA.

11.2.1.1. KnuHu4yHE TPOSIBH: TaJeHE, MOBPBIIAHE, KOPEMHH CIIa3MH, IUApHUsi, TPAH3UTOpPHA
XHUIEPTEHCHS, TIOCIIe/IBAaHa OT XUIIOTEHCHS, BTpUcaHe 0e3 MOBUIICHHE Ha TeMIlepaTypara, 3auepBsBaHe
Ha KOXKaTa, IIOKOBO ChCTOSTHHE.

11.2.1.2. ]Inarno3a: nokazBane Ha neuuuT Ha IgA U Ha HATUYHOCT Ha creruuIHU aHTu |gA
aHTHUTENA.

11.2.1.3. TepaneBTUYHO OBEJECHUE:

11.2.1.3.1. npeycTaHoBsIBaHE Ha MPEJIMBAHETO HA KPBbBHUSI IPOIYKT;

11.2.1.3.2. npunokeHue Ha enuHePpuH,

11.2.1.3.3. npOTHUBOIIOKOBU MEPKHU.

11.2.2. Anepruynu criearpaHcy3nOHHU PEaKIIUH.

[IpuuuHsABaT C€ OT HATUYHOCT HA AHTUTEJIA KbM IMPEJIMBAHETO HA HAKAKBB aJePreH.

11.2.2.1. KiuHUYHU TPOSBH: YPTHKApHsA, CbpOEXK, OE3MOKONCTBO, TajeHe, IHUCITHES,
XUIMOTEHCHUS, €JIEM Ha TJIOTHUCA.

11.2.2.2. TepaneBTUYHO OBEJCHUE:

11.2.2.2.1. npu neku cirydyau NpUIOKEHUE HA aHTUXUCTAMUHHU NPETapaTu;

11.2.2.2.2. npu TEeXKKH CIlydad MEPKH KaKTO NMpHU aHAQUIAKTUYHUTE PEAKIHUH - eMUHEPPHH,
MPOTHUBOLIOKOBH MEPKH.

11.2.3. ®ebpuinHU HEXEMOIUTUYHU PEAKIIUU

[IpuuuHsBaT c€ OT HATUYHOCT HA AHTHJIEBKOIIMTHU aHTUTENA B PEIUIHEHTAa U HATUYHOCT Ha
CHOTBETHH AHTUTEHU B MPETUBAHUS KPBBEH MPOIYKT.

11.2.3.1. KnuanuHYU IposiBU: TOBUILIEHUE HA TeMIIepaTypaTa cbe Wi 0e3 BTpucaHe u 0e3 TaHHU
3a XeMOJIN3a, B MO-TEKKUTE CIydyau I1aBoOone, rajeHe, MoBphIaHe, TaXUKapIusl.

11.2.3.2. TepaneBTUYHO MTOBE/ICHUE:

11.2.3.2.1. npexbCBaHE HA KPHBOMPEIUBAHETO;

11.2.3.2.2. aHTUNIUPETULIH.

11.3. Xunepponemust

[TpuuuHsBa ce OT MpeIrBaHe Ha TOJIeMU 00eMH KPBBHU MPOAYKTH C TOJIsIMa CKOPOCT.

11.3.1. KnnuHUYHY TPOSIBU: MPOSIBU HA KOHTECTUBHA ChpACYHA HEAOCTAThYHOCT.

11.3.2.TepaneBTUYHO MMOBEICHUE:

11.3.3. mpexbCcBaHe Ha NPUIIOKEHUETO HA KPBBHUS IPOLYKT;

11.3.4. Tepanus Ha ChpACYHATA HENOCTATHYHOCT.

11.4. IluTpaTHa MHTOKCUKAIIUS U €JICKTPOIHUTEH AucOaIanc.

[IpuumHSBAT ce OT MpEIMBaHE HA TOJIEMHU 00eMHU KPBBHU MPOTYKTH.



11.4.1. KnuHUYHY TPOSBU: XUITOKAJIIEMHSI, XUTIEPKATUEMUs, METa0OIUTHA alli03a.

11.4.2. TepameBTHYHO TIOBEACHHWE: KAJIMEB XIJIOPHA, KOPEKIHsS Ha XHIIEPKATUEMHATA H
KOpEKLIMs Ha alu03ara.

11.5. IlpenuBaHe Ha GaKkTepUaIHO 3aMbPCEHH KPBBHU MPOTYKTH

Masiku KonuyecTBa OaKTepHH, IMOMAJHAIM B KPBBHUTE IMPOAYKTH, MOIaT Jia c€ pa3BUAT U
pa3MHOXKar.

11.5.1. KnuHuuHU TOposiBU: TIOBUIIIEHA TeMIIepaTypa, BTpUCaHe, raJieHe U MOBPBIIaHe, JUCITHES,
XUTMIOTEHCHS 10 IIOKOBO cberosinue, JIUK cunapom, octpa 6b0pedHa HeJOCTaThUHOCT.

11.5.2. TepaneBTUYHO MOBEICHUE:

11.5.2.1. npexbcBaHe HA MPUIIOKEHUETO HA KPBbBHHUS IIPOAYKT;

11.5.2.2. mpoTUBOIIOKOBA TEpAIMUS;

11.5.2.3. BEeHO3HO MPUIIOKEHUE HA IHUPOKOCTIEKTHPHU aHTHONOTHUIIH;

11.5.2.4. repanus va MK cunapoma.

12. AntepHatuBu Ha TpaHC(y3HOHHATA TEPANUS C KPbBHHU ChCTaBKU

12.1. ABTOJIO)KHH XEMOTPaHCY3HUH.

12.2. MennkaMeHTO3HO JICYCHHE: KOTaTo MMa Bb3MO)KHOCT 32 MEIUKAMEHTO3HO TIOBJIHSIBaHE Ha
OonecTHHS MPOIIEC, TO C€ MPEINoYnTa Ipea TpaHc(hy3MOHHATA Tepamnus C KPbB UM KPbBHH ChCTABKH.

12.2.1. AntepHaTuBH Ha Tepanus C EpPUTPOLIMTHU KOHLIEHTPATH:

12.2.1.1. hapMakoiIOruyHO MOBIMSABAHE HAa aHEMMATA - JIEKAPCTBA, ChIBbPXKALIU KeJA30, Bio,
(omnreBa KuCeNIMHa UM €PUTPOIIOETHH;

12.2.1.2. oBnansBaHe Ha KPBBOM3JIMBU - C XHUPYPTUYECKH METOOM WIM XEMOCTa3HH
MEIUKaMEHTH.

12.2.2. AntepHaTvBy Ha Tepanusi ¢ TPOMOOLIUTHH KOHIIGHTPATH - JIEKApCTBA 3a MOBJIMsABAHE Ha
XeMocTasara.

12.2.3. AnTepHaTUBM Ha Tepalus ¢ TPaHyJOLUTHA KOHLIEHTPATH:

12.2.3.1. pactexxHu (akropu;

12.2.3.2. anTubHOTHLIN.

12.2.4. AntepHaTuBU Ha Tepanws C 1mia3ma:

12.2.4.1. nna3mMeHu MPOIYKTH;

12.2.4.2. xeMoCTa3H! METUKAMEHTH.

13. TepaneBTuuHa xeMadepesa

TepaneBruuHara xemadepesa € METO, Upe3 KOMTO ce OTCTpaHsIBa OT UPKYJIALUATA ONpeaeIcH
KPBBEH KOMIIOHEHT (KJIEThYEH WM IUIa3MEH), KOMTO € NpHUYMHA 3a CBOTBETHOTO 3a00JIsIBaHE.
OrcTpaHsBaHETO Ha KJIETKM c€ O3HayaBa Karo unurtadepesa, a OTCTpaHSABAHETO Ha IUla3Ma -
wiazmadepesa.

13.1. TepaneBrruna nutadepesa:

13.1.1. TepaneBTuuna aeBkouuTodepesa (ieBkadepesa)

Nunukammm:

13.1.1.1. neBKeMUs C XUTMEPIEBKOLIMTEH CUHIPOM,;

13.1.1.2. peBMaTonI€H apTpUT.

13.1.2. TepaneBTnuHa TpoMOOLIHTOdEpE3a

13.1.2.1. TpoMOonuTeMus ¢ U3pa3eHa KIMHUYHA CHMIITOMATHKA.

13.1.3. TepaneBTnyHa eputporuTodepesa:

13.1.3.1. chpnOBHAHOKJIETHYHA aHEMUS C KIIMHUYHA CUMIITOMATHKA;

13.1.3.2. Mmanapus ¢ xunepnapazuTeMus.

13.2. TepaneBrruHa mia3Madepesa:

13.2.1. aBTOUMYHHH 3a00JIIBaHUA - OTCTPAHSABAHE HA aBTOJIOKHU aHTHUTEIA;



13.2.2. XeMaToJIOTHYHU 3a00JIIBaHU;

13.2.3. meTabonmuTHU 3a00/IIBaHHUS;

13.2.4. HeBpoOTHYHU 3a00JISIBAaHUS;

13.2.5. 60peunu 3a00sIBaHUS.

TepaneBrnuHata xemadepe3a C€ HM3BBPIIBA C IOMOINTA Ha KICThYHU CEMapaTropu, Karo
IpoIieyparTa € pa3InIHa CIIOpE/] BH/Ia Ha arapara U KPbBHHSI KOMITOHEHT, KOWTO TPsSOBa J1a Ce OTACIH.

Paznen V
Tpancdy3noHeH Ha30p

1. Onpenenenuie

Tpancdy3noHHUAT HAA30p € crcTeMa 3a HaOIIoeHNUE, KOSITO Ce OCHOBABA Ha!

1.1. MOCTOSIHHO U CTAaHAAPTU3UPAHO CHOMpPAHE HA JaHHU U aHAJIU3 HA UHPOPMALIUATA;

1.2. MOHWTOPUHI Ha HEXEJAHUTE DPEAKUWW M WHIUICHTH, CBBP3aHU C BCSKa CTHIIKA Ha
ISUTOCTHUS MIPOLIEC OT B3EMAHETO Ha KPBB 10 MPETUBAHETO, BKIIOUUTEIHO IPEUIKU IPU MPEIMBaHETO Ha
KPBHBHU ChCTABKH,

1.3. cvOupane Ha mHDOpMAIUA 3a 3a00JEBACMOCTTAa M PA3NPOCTPAHECHUETO HA MapKepu Ha
UH(EKIMO3HU 3a00JI1BaHUS CPEJ] TOHOPUTE HA KPBB;

1.4. undopmarnus 3a oOuKst Opoit PELUITUEHTH U NIPENeTH KPbBHU ChCTaBKU;

1.5. KOHTpPOJ MO OCUTypsIBaHE HA KayeCTBOTO M 0€30MacCHOCTTa Ha KPbBTAa U KPBBHUTE
CBHCTaBKH.

2. llen nva TpaHcpy3nOHHUS HAI30D
Kpaiinara 1ien Ha TpaHc()y3HOHHHUS HAJI30pP € Jla OCUT'ypH 0e30MacHU KPbB MU KPbBHH ChCTaBKH
U 1a TpCAOTBPATU MMOBTAPSAHCTO HAa HCXKCIIAHUTC PCAKINU U MHIIUJICHTH B TpaHC(b}’?:I/IOHHI/ISI mnmpounec.

3. Tpan¢y3uOHHHAT HAaI30pP BKIIOYBA!

3.1. mogaepxkane Ha peructpu no wi. 36 3KKK B croTBercTBHE ¢ Hapenda Ne 29 ot 2004 1.);

3.2. ycTaHOBsSBaHE W JIOKJAJBaHE HAa HEXEJaHW PEaKUMd M HMHIUICHTH IO BpeMe Ha
KpbBOB3€MaHe, H3CIeABaHE, MpepadOTBaHE, ChXPAaHEHHWE M EKCIEOUIMs Ha KpPbBTAa M KPBBHUTE
CHhCTaBKU;

3.3. ycTaHOBsIBaHE U JIOKJIa/IBaHE HA HEKETaHU PeaklUu U UHLUUICHTH MPU KPbBOMNPEIUBAHMUS,

3.4. BCUYKU MEpPKH, CBbP3aHH C KaueCTBEHHs KOHTPOJ Ha BCUYKM HUBA OT TPaHC(y3MOHHUS
1110]001 (SToH

3.5. npodunakTHYHN MEpPKH, KaTO MOCTOSHHO ChOMpaHe W aHaJIW3 Ha JaHHU OT BCHYKH 3BEHA
Ha TpaHCc(y3MOHHATa BEPUTra;

3.6. crOupaHe Ha JaHHM, CBbpP3aHU C MoAOOpa Ha JOHOPHUTE, KaTO 4YeCTOTa M NMPUUYMHH 32
oTJIaraHe Ha JJOHOPH;

3.7. cpOupaHe Ha €NMUAEMHOJOTHMYHU JaHHU 3a JOHOPUTE C TIOTBBPACHHU TMOJIOKHTEITHU
pe3yNITaTi OT CKPUHUHT 32 HH()EKIIMO3HI MapKepH;

3.8. cucrema 3a OIUTENHOCT 3a OBP30 U CUTYPHO IpeJaBaHe Ha TOYHHM U MPABHIIHU JaHHU Ha
KOMIIETEHTHHS HAIlMOHAJICH OPTaH B CIIy4anuTe Ha JIOKa3aHH WA BEPOSITHU MPOOIIEMH;

3.9. KOpeKTHMBHH MEpKH, OTHACAIIM CE€ 10 KapaHTUHUPAHE WU BpbllaHe Ha Je(eKTHH
Marepuagd WIM TPOAYKTH, TNPOLEAypH 3a oOparHo mpociensBaHe Ha mnporecure (look-back
POLE/yPH);

3.10. obyueHue Ha mepcoHala OT BCHYKU 3BEHA Ha TpaHC(Py3HMOHHATa Bepura U OOMEH Ha
uHdopmarms.

4. IIpocnensiBane Ha KPbBHUTE ChCTABKH



4.1. TlpocnensBaHETO HA KPHBHUTE CHCTABKH CE TaPAHTHPA OT Bb3MOKHOCTTA 32 MPOCIIEsIBaHE
Ha BCSKa OTJCTHA €IMHUIIA KPBB WJIU TIOJydYeHaTa OT Hesl KPhbBHA ChCTaBKa OT JIOHOpPA /IO KPalHOTO U
npeaHa3HaueHue, 0e3 3HaYeHHe Jald TOBA € PEIMIIMEHT, MPOU3BOIUTEN Ha JIEKapcTBa OT IUIa3Ma U
MSCTO 32 YHHUIIIO)KaBaHE, M OT KPAaWHOTO MpeIHa3HaYeHUE A0 JOHOPa.

4.2. JleueOnute 3aBeneHus, u3BbpiiBamu aeitHoctu nmo 3KKK, ocurypssar npocneasBaHeTo Ha
KPBBTA M KPbBHUTE CHCTABKU Ype3 TOUHU MPOLEAYpU Ha UJICHTU(DHUKAIMS, BOJEHE HA TOKYMEHTAIUS 1
MOJIXO/SIIIA MPOLeypa HA €TUKETUPAHE U JTOKJIAJABAaT HA KOMIIETEHTHUSI OpraH 3a CEpUO3HU HEXKEITaHU
peaKIny W/WIIA CEPUO3HU UHITUICHTH.

43. (m3m. - IB, op. 37 or 2007 r.) ITX u OTX xbMm obGnactHute MBAIJI TpsibBa na
MpeanpueMar MEpPKH, KOUTO Jia TMO3BOJISBAT MPOCJEAsBAaHE Ha KPBbBHUTE CHCTABKU JO TAXHOTO
MECTOHa3HaYeHHE U eTal Ha pepaboTBaHE.

44. 1ITX u OTX xem obnmactHure MBAJI TpsibBa na mopabpikaT CHUCTEMa 3a YHHKallHA
uaeHTU(UKAIMS 32 BCEKH JIOHOP, 32 BCAKA €AMHUIIA B3€Ta KPBbB M BCAKA NMPUTOTBEHA KPbBHA ChCTaBKa
HE3aBHCHMO OT IpEIHA3HAYCHUETO UM, KaKTO U Ha OOEKTHUTE, Ha KOUTO € JOCTaBeHa JaJieHa KphBHA
CBhCTaBKa.

4.5. (mom. - JIB, Op. 35 ot 2018 r.) JleueOHuTe 3aBeacHMs, u3BbpIBamu JaeiHocTd mo 3KKK
TpsiOBa J1a UMAT CUCTEMa 3a PETUCTpAIlMs Ha BCSAKA MOJyYeHA €AMHUIA KPbB WM KpbBHA ChCTaBKa, 0€3
3HaYeHHWE Jaldu € TpepaboTeHa B JIEUeOHOTO 3aBEJCHHWE WM HE, 3a pEerucTpamus Ha KpaifHara
JIECTUHAIIMS Ha TIOJTy4YeHaTa eAuHUIA KPbB, HE3aBUCUMO /Al € MPeJsiTa, YHUIIO)KEHA WIIM BhpHATa Ha
npenocrapmnte TH LITX n OTX kbM obnactaute MBAJL. Enun mbT cemMuuHO Tasu WHGOpMALUsS B
obema, ykazan B mpuiokeHue Ne 2 or Hapenba Ne 29 or 2004 r., ce mpemocTaBsi Ha CTPYKTypara,
OCUTypuJia KPbBTa WM KPbBHUTE ChCTABKHU.

4.6. ITX u OTX xeMm obnactaure MBAJI TpsiOBa na MMaT yHHKallHA WIACHTH()HKAIIMOHHA
CHCTEMA, KOSITO MTO3BOJISIBA Jla CE HAIIPABU BPb3Ka MEXK]Y TSIX U BCSIKA B3€Ta OT TAX €AUHUIIA KPbB, KAKTO
1 Bcsika npurorBeHa oT L[TX kpbBHaA chcTaBKa.

47. ITX nu OTX kM obmactaure MBAJI TpsiOBa ja MMaT 3a ciydanTe, B KOUTO MPEIOCTABIT
€MHUIIM KPBB WM KPHBHU CHCTABKU 32 KPBBOIPEIMBAHE, MPOLIEIypa 3a MPOBEPKa, YIOCTOBEpsBAIla
JlaJy BCSIKAa €KCIIEJUpaHa €JUHULA € MpeisTa Ha PEUUIIMEHTa, 32 KOroTO € NpeJHa3HayeHa, WU B
Ciyuai, ue He € MpeJisiTa, J1a MPOBEepsT KakBa € chadara u.

4.8. [IpocnensBaneto TpsOBa 1a qaBa nHMOpMaIUs 3a 00mus Opoii Ha:

4.8.1. manyeHTuTe, MOJTYYMWIN KPbB WK KPbBHU ChCTABKU;

4.8.2. I3N0JI3BAaHUTE €AMHUIY KPbB WM KPbBHU ChCTABKU;

4.8.3. noHOpUTE, OT KOUTO Ca MOIYUYEHH MIPEIETUTE KPbB U KPbBHU ChCTaBKH.

5. BunoBe HexenaHu peakuuu Ipy MalueHTH:

5.1. HemocpenCTBEHM peaKUud, Bb3HUKHAJIM IO BpEeME€ U HEMOCPEICTBEHO Cliej
KPBBOIPEIHUBAaHE, KaTO XEMOJIHM32a, HEXEMOJIUTUYHH (GeOpuinHu TpaHCHY3MOHHU DPEaKIUH, OOpUB,
epuTeM, ypTUKapus, aHa()WIAKTHUYEH IIOK, OaKTepHaTHO KOHTAMHUHHUpAHE, CBHP3aHO C IMPETUBAHETO
OCTpO yBpekaaHe Ha Oenust 1pob u ap.;

5.2. 3a0aBeHU HEXCIIAHW PEaKIHUU CIlie[ KPBHBOIPEIHMBaHe, Karo xemonmsa, octbp GVHD,
CJICIKPBBOIIPEMBHA TypITypa, yBeanueHue Ha ALT, xemoxpomarosa u ap.;

5.3. anoumyHu3anus cpemy eputporutiu, HLA wiu TpoMOOIIUTHY aHTUTECHHU;

5.4. BCUYKY HEU3BECTHU TO-PaHO HEKEJIaHW PEaKIMU M WHIMJICHTH, CBbP3aHHU C MPEIUBAHETO
Ha KPBbBHH CHCTaBKH;

5.5. ceprO3HUTE HEXKETIAaH! PEaKIIMK BKJIFOYBAT:

5.5.1. umyHHa Xemonu3a, abjpkaiia ce Ha ABO HechbBMECTUMOCT;

5.5.2. uMyHHa XeMoJIh3a, JbJhKAllla CE HA JPYTH aJOaHTUTENa;

5.5.3. HEeMMyHHA XeMOJIU3a;

5.5.4. 6akrepuanHa uHEKIMs, MpeaaJcHa Ype3 KPbBOIIPEIUBAHE;



5.5.5. anaunakcus/CBpbXUyBCTBUTEIIHOCT;

5.5.6. CBBP3aHO C KPHBOMPEITUBAHETO OCTPO YBPEKIaHE HA Oenus 1poo;

5.5.7. BupycHa undeknus, npenaaeHa uypes3 kpbponpenusane (HBV);

5.5.8. BupycHa uHpeknms, npeaaacHa upes kpbpomnpenuane (HCV);

5.5.9. BupycHa undekuus, npenagaeHa upe3 kppponpenusane (HIV-1/2);

5.5.10. npyra BupycHa uH(MEKIINS, MpeIaieHa upe3 KpbBOIPEINBaHE;

5.5.11. mapasutHa uHekus, npeaaaeHa ypes3 kpbonpenuBane (Manapus);
5.5.12. npyra mapa3uTHa HHQEKIH, IpeaaeHa Ype3 KPbBOIpenuBaHe (IocoueTe);
5.5.13. noctrpancdy3uoHHa mypmnypa;

5.5.14. GvHD.
6. (mom. - JIB, Op. 35 ot 2018 r.) HuBa Ha OTHacsiHEe HA CEPUO3HUTE HEXKEIIAHU PEAKIIUHI
Huso Ha oTHacsHe O0sicHeHne
NA [He nmommexu Koraro HsMa 1ocTaThbuHO JAaHHH 3a
Ha OLIEHKa OIIEHKA Ha OTHACSHETO

Koraro uma ybenuteHu 1oKa3aTecTBa, Yye HexellaHaTa
peakuus ce AbJDKU Ha APYTU NPUYUHU

Korato nma sicHu 0Ka3aTescTBa, 4e HexenaHaTa

He e BeposiTHO peakuus ce AbJDKY Ha IPUYUHU, KOUTO HE €A CBbP3aHHU C
KpbBTa WU KPbBHUTE CbCTABKU

Koraro Hsima AcHU OKa3aTeNICTBa Jalld HeXeJlaHaTa

0 W3kimroueno

1 Bb3MoxHO peakus ce IbDKH Ha KPBBTA HJIM KPBBHHUTE CHCTABKH,
WA HA JPYTH IPUYHHH
2 BepositHo, Koraro moka3sarencrsara 04eBHIHO
MO3BOJISIBAT 1A C€ OIPEIEIH, e HeXKeTaHaTa PeaKius ce
[PEAIoNaraeMo
JBJDKH Ha KPBBTA HJIM KPBBHATA CHCTABKA
Koraro nma ybequTenHu qOKa3aTeacTBa, e HeeaaHara
3 CurypHo

peakuA C€ IbJKW HAa KPBBTA WJIM KPbBHATA CHCTABKa

3abenexcku: medcecm Ha Hexceranume peaxKyuu

(0) 6e3 KITUHUYHU U3SBH;

(1) HemocpencTBeHU U3sBU O6€3 OMACHOCT 3a KUBOTA U IIBJIHO Bh3CTAHOBSIBAHE;
(2) HEmocpeICTBEHU U3SIBU C OMACHOCT 3a )KUBOTA,

(3) mparoTpaitHo 3a00sBaHE;

(4) cMBPT Ha MALIKEHTA.

7. CroOmiaBaHe Ha HEXXETAaHU PEAKIUU IPU MAIUCHTH

7.1. JlekapsT, U3BBPIIMII KPHBOIIPEIMBAHETO U YCTAHOBHII HACTHIIBAHE HA HEXKEJIAHU PEaKIIHH
IIpU TAIMeHTa ¢ HUBO Ha oTHacsiHe 1, 2 u 3, chobiaBa He3a0aBHO Ype3 MOMBIHEHO MpuiiokeHue Ne 18
ot Hapen6a Ne 29 ot 2004 r. nHa:

7.1.1. neueGHOTO 3aBeieHUE, OT KOETO € MOoJTy4YeHa KpbBTa U/WIIM KPhbBHATA ChCTaBKa;

7.1.2. xoMUCUUTE 332 KOHTPOJI BHPXY Ka4eCTBOTO, O€30MaCHOCTTA M pallMOHATHATA YIIoTpeda Ha
KPBBTa U KPHBHUTE CHCTABKH B CHOTBETHOTO JIeUeOHO 3aBE/ICHUE;

7.1.3. (HoBa - /IB, Op. 35 ot 2018 1.) U3mbaHuTeIHATA areHIMs 10 JISKapCcTBaTa.

7.2. (m3m. - IB, Op. 37 or 2007 r.) UTX wmmun OTX xwm obmactHure MBAJI, kouto ca
eKCTIeIpId KPHhBTA W KPHBHUTE CHCTaBKH, W3IpamiaT He3abaBHO B V3MbJIIHWUTENHATA areHIUS I10
nekapctBata (MAJI) momydenoro npunokenue Ne 18 ot Hapenba Ne 29 ot 2004 r. 3a HacThmmia
Cepuo3Ha HeXeJIaHa PeaKkIlus IPU MalMeHTa ¢ HUBO Ha OTHACsSHE 2 U 3.

7.3. Komucusta 3a KOHTPOJ BbPXY KaueCTBOTO, O€30IAaCHOCTTA W pallOHAHATA yIOTpeda Ha
KPBBTA U KPBBHUTE ChCTABKH B CHOTBETHOTO JIEYEOHO 3aBE/ICHUE:!

7.3.1. nmepuonuyHO (Ha BCEKM 3 MeECEIa) aHAJIM3Wpa CEPUO3HUTE HEXKEIAHW PEaKIUu TpH



MAIUEeHTH, TIPaBU aHAIU3 Ha MPEINojaraéMUTe CEPHO3HU HEXENaHU PEaKIMH ChIJIAaCHO HUBaTa UM Ha
OTHACSIHE;

7.3.2. MOTBBpK/1aBa WM HE CEPUO3HUTE HEXKEIAHU PEAKIUH;

7.3.3. npeAnpUeTUTE MEPKH 3a HEIOITYCKAHETO UM;

7.34. (u3m. - JIB, Op. 37 or 2007 r.) m3roTBs AOKIAA, KOUTO Chabpxka HHPOpMALUS OT
HaTPaBEeHUs aHAIN3, TIPEIIMPUETUTE KOPSKTHBHHU U NMPOPUIAKTHYHN MEPKH, KOWTO JOKJIAJ] H3Mpalia Ha
7e4eOHOTO 3aBe/IeHUE, TOCTAaBUIIO KPbBTA /WM KpbBHATa cheTaBka, u Ha MAJL;

7.4. OTX xbMm obOmactaute MBAJI u IITX BB3 ocHOBa Ha monydeHUTe choOmeHus Nel§8 or
JeyeOHHUTE 3aBe/ieHus 32 OOMHUYHA MOMOI M JUCHAHCEpUTE C Jiera 3adb/HDKUTETHO MOMbIBAT paszel
IV ot npunoxenne Ne 3 or Hapenba Ne 29 ot 2004 .

8. BujoBe HexKeNaHU peakiuy IPH JOHOPH:

8.1. (u3m. - JIB, Op. 35 ot 2018 r.) JIOKaTHK peaKIMK, CBbP3aHU C BEHEITYHKITUSATA!
8.1.1. (m3m. - /1B, 6p. 35 or 2018 1.) yBpeK/1aHE HA CHIOBE;

8.1.1.1. (noBa - /IB, 6p. 35 ot 2018 r.) xXemarom;

8.1.1.2. (uoBa - /IB, 6p. 35 ot 2018 r.) ciryuaiiHO MyHKTHpaHE HA apTepus;
8.1.1.3. (noBa - /IB, 6p. 35 ot 2018 r.) TpomMOODIeOdHT;

8.1.2. (m3m. - [IB, 6p. 35 ot 2018 r.) yBpek1aHe HAa HEPBH.

8.1.2.1. (nomBa - [IB, 6p. 35 ot 2018 r.) yBpeK/1aHE HA HEPBHU:

8.1.2.2. (noBa - IB, Op. 35 ot 2018 r.) yBpexaaHe Ha HEPBU OT XEMaTOM;
8.1.3. (moBa - /1B, Op. 35 oT 2018 1.) ApyrH yCIOKHCHHUS:

8.1.3.1. (noBa - IB, Op. 35 ot 2018 r.) yBpexaaHe Ha CyXOXKUIIHE;

8.1.3.2. (moma - JIB, 6p. 35 or 2018 r.) anepruyna peaxuus JIOKaJIHA;
8.1.3.3. (noma - /IB, 6p. 35 ot 2018 r.) nHpeKMs JOKaTHA;

8.2. (noBa - /IB, 6p. 35 or 2018 r.) 001IM peaKIUu:

8.2.1. (noBa - JIB, Op. 35 ot 2018 r.) Ba30BarajgHu peaxIuu:

8.2.1.1. (noBa - /IB, 6p. 35 ot 2018 r.) HEMOCPEACTBEHHU;

8.2.1.2. (nomBa - /IB, 6p. 35 or 2018 r.) KbCHHU;

8.3. (oBa - /IB, Op. 35 ot 2018 r.) penku, BaXHU YCIOKHCHUS:

8.3.1. (roBa - JIB, Op. 35 ot 2018 1.) CBBp3aHU C YBpEKIaHE HA CHIOBE:
8.3.1.1. (noBa - IB, Op. 35 ot 2018 r.) nceBnoaneBpu3Ma Ha OpaxualiHa apTePHs;
8.3.1.2. (nomBa - /IB, 6p. 35 ot 2018 r.) apTeproBeHO3Ha PUCTYIA;

8.3.1.3. (noBa - JIB, 6p. 35 ot 2018 r.) cHHAPOM HA KOMIIAPTAMEHTA;
8.3.1.4. (noma - /IB, 6p. 35 or 2018 r.) TpoMO03a Ha akCHJIapHaTa BEHA;
8.3.2. (noBa - /IB, 6p. 35 ot 2018 r.) HUHIUAEHTH:

8.3.2.1. (nomBa - [IB, 6p. 35 or 2018 r.) UHIIUJIEHTH, CBBP3aHHU C Ba30BarajicH CUHKOIL,
8.3.2.2. (noBa - IB, 6p. 35 ot 2018 r.) Apyry UHIMICHTH;

8.3.3. (noBa - JIB, 6p. 35 ot 2018 r.) KapAUOBaCKYJIapHU PEAKIIUHU:

8.3.3.1. (noma - /IB, 6p. 35 or 2018 r.) aHTMHA TIEKTOPHC;

8.3.3.2. (noBa - /IB, 6p. 35 ot 2018 r.) MrOKapacH UHDAPKT;

8.3.3.3. (noma - /IB, 6p. 35 or 2018 r.) nepedpanHa ucxemus;

8.3.4. (HoBa - JIB, Op. 35 ot 2018 r.) cBBbp3anu ¢ adepe3HH MPOLICTYPH:
8.3.4.1. (noma - /IB, 6p. 35 or 2018 r.) cucTeMHa alepruyHa PeaKius;
8.3.4.2. (noBa - /IB, 6p. 35 ot 2018 r.) aHadrIakcus;

8.3.4.3. (noma - /IB, 6p. 35 or 2018 r.) Xemomnu3a,

8.3.4.4. (noBa - JIB, 6p. 35 ot 2018 r.) BB3AYyIITHA €MOOITHSI.

9. Peructpamus u cro011aBaHe Ha HEXEIAHU PEAKIUU TIPH JJOHOPH
9.1. 3a Bcska Bh3HMKHAJA HEXKEJIaHA pPeakius ce monbiBa npmwiokeHrne Ne 19 ot Hapenba Ne



29 or 2004 .

9.2. (m3m. - JIB, Op. 37 ot 2007 1.) Cepro3HUTE HEKEITAHA PEAKIIUU TIPH JOHOPH CE ChOoOIaBar
¢ mpuioxxkenuero 1o 9.1 na UAJL

9.3. O6o0ImIeHNTE TaHHH, CBBP3aHU C HEXKEIAHW PEaKIUH 10 BpEME H Clie]] KPhBOB3EMaHE Ce
HoMBJIBAT B pasznen V ot npuioxenue Ne 3 ot Hapen6a Ne 29 ot 2004 r.

10. Cepuo3HuTe MHIUIEHTH, CBbP3aHU C B3eMaHe, U3ClieABaHe, MpepadoTBaHe, ChXpaHEHUE U
eKCIIeIMpaHe Ha KPbB W KPBBHU CHCTAaBKH, KOMTO MOTarT Ja JOBEAAT 10 HEXEJIaHU pPEaKIUH IMpHU
PCLUITUCHTH WU IOHOPH, Ca:

10.1. morpenrHo eTUKeTHUpaHe Ha KPbBHU NIPOOH;

10.2. mpomnycku pu AUArHOCTHIIMPAHE HA WHPEKIIUO3HU areHTH;

10.3. rpemiku npu onpenensine Ha ABO kpbBHa rpymna;

10.4. mpomycku, CBbp3aHH ¢ IPEpadOTBAHETO U ChXPAHCHUETO Ha KPHBTA;

10.5. mpomycku, CBbp3aHu ChC ChXPAaHEHUETO Ha KPBBHUTE ChCTaBKHU;

10.6. morpenHo eTuKeTUpaHe Ha KPbBHU ChCTABKH.

11. OTX xbM o6mactaute MBAJI u LITX TpsiObBa na:

11.1. npennpuemMaT MEpKH 3a BOJEHE Ha OTYET Ha BCHUKH CEPHUO3HHM WMHIIUJCHTH, KOUTO MOTaT
Jla OKa)KaT BIUSHUE BHPXY Ka9€CTBOTO MITH OE30MaCHOCTTA Ha KPBBTA M KPBBHUTE CHCTABKH;

11.2. wu3BbpHIBAT aHaANM3 HA CEPUO3HUTE HHIMUACHTH C OIIed WJICHTH(PHUIIMpAHE Ha
MPEIOTBPATHMHUTE MPUYMHU B PaMKHTE Ha TpoIeca W IpeanpueMaHe Ha NpOoQUIAKTHYHU MEPKHU 3a
JOTTyCKaHe Ha CEpUO3HU MHIIUCHTH;

11.3. (m3m. - JIB, 6p. 37 ot 2007 r., m3m. - JIB, Op. 35 or 2018 r.) usnpariar He3abaBHO
croOmenne g0 MAJI B cnemnara ¢opMa, B KOETO ca OTOEIA3aHM JAaHHU 3a JICUCOHOTO 3aBECHHE,
Jarara, Ha KOSITO € Bb3HUKHAII CEPHO3HUAT UHITUICHT, U IPUYUHUTE, KOUTO Ca JIOBEJIN 0 UHITHJICHTA!

Cepro3eH UHIHICHT, | Crneuundukanuus

KOMTO MOXKE Ja OKaxe ne(eKTeH noBpeaa YOBEILKa JIpyro
BIIMSIHUE BBPXY Ka4ecT- MPOIYKT B 000pyn- TperiKa (mocouere)
BOTO U Oe30macHOCTTa BaHETO

Ha KpbBHATa ChCTaBKa

MIOpaJIi OTKJIOHCHHUS BBB:

B3emaneTo Ha KpbB

BsemaneTo Ha KPBBHH CHCTaBKU
upe3 adepesa

JlmarHocTukara Ha B3eTara KPbB
IIpepaboTBaneTO
CBXpaHEHUETO
Paznpenenenuero

Marepuanure

Jpyro (mocouere)

11.4. (w3m. - [IB, 6p. 37 ot 2007 r., m3m. - JIB, Op. 35 ot 2018 r.) npeacTaBsT €XerogHo Ha

WNAJI mbjieH OTYeT 3a CEpUO3HUTE UHIIMACHTH, KaTO U3IO0JI3BAT clieaHara gopma:
®dopma Ha TONUIITHO CHOOIICHNE 32 CEPUO3HU HHITUICHTH

OTYeTHO 3aBeeHNE

OTueTeH nepuo | 1 snyapu - 31 nexeMBpH (TOHHA)

00111 6poii mpepaboTeHa KPBB U KPBBHH ChCTaBKH

CepHo3eH HHIUICHT, 001 Crneuuduxanus

OKa3Balll BIUSHIEC Opoit

BBPXY Ka4eCTBOTO nedex- | moBpe- | uoemka |  apyro




n 0e30macHOCTTa HA TEH 1a Ha Tperika (mmoco-
KpbBHATa ChCTaBKa I10- MPOIYKT obopya- qeTe)
paau OTKJIOHCHUA BbLB! BAaHECTO

(3an. - 1B, 6p. 35 o1 2018 1.)

(3an. - 1B, 6p. 35 o1 2018 1.)

(3an. - 1B, 6p. 35 o1 2018 1.)

(3an. - 1B, 6p. 35 0T 2018 1.)

(3am. - 1B, 6p. 35 0T 2018 1.)

(3an. - 1B, 6p. 35 0T 2018 1.)

11.5. (u3m. - JAB, 6p. 37 or 2007 r.) mpu nHeoOxommmoct MAJI obmens unbopmaius 3a
CEPHO3HH HEXKEJIAaHU PEaKIMK U CEPUO3HU UHITMICHTH ¢ KOMIICTCHTHUTE OPraHu Ha JIPYTH CTPAHH.

11.6. (moBa - JIB, 6p. 37 ot 2007 r.) mo 30 rOHM Ha CHOTBETHATA TOAWHA HM3IBIHUTCIHUST
nupektop Ha MAJI npencraBs Ha EBporeiickara KOMUCHS TOTUIIIEH OTUYET 32 CHOOIICHUATA 32 CEPUO3HU
HEXKEJIATeITHU PEaKIUK U CEPUO3HH UHIIUICHTH, MTOJyYSHH MPe3 MPEIX0HATA TONHA.

12. TIpocnensBane U U3TETNIIHE HA TOTeHITMANHO HHMekTuBHU equauiy (HIV, HCV uwmn HBV)

12.1. CnenkpbBOIIPEIMBHU HHPEKIMH, KOUTO ce chodOmanar Ha [[TX u OTX:

12.1.1. neueGuute 3aBeneHuss uHGopmupar L[TX u OTX, Koraro nmpu pernunueHT Ha KPbBHU
MPOAYKTH CE YCTAHOBAT JIA0OPATOPHH PE3yITaTH W/WIW CHMIITOMH Ha 3a00JsiBAaHE, HACOYBAIU, Y€
JajieHa KpbBHA ChCTaBKa Ou Moruia na 0b1e nHpekTuBHa 3a xenatut (B wn C) nmu HIV.

12.1.2. IITX u OTX morar na M3UCKAT MOAXOAAIIA KIMHWYHA WH(POpMALUs OT JIeueOHOTO
3aBeJIeHUE 3a MHPEKIUATA U Pa3BUTUETO HA 3a00JISIBAHETO HA PELUIINEHTA.

12.1.3. ITX u OTX BpeMeHHO OJOKHpAT BCHYKHU CBHP3aHU JOHOPH 3a OBJCIIM B3eMaHUS Ha
KpbB, BpeMeHHO Onokupar Bcuuky HanuyHU B LITX n OTX cbcTaBKH OT CBbP3aHUTE JOHOPU M U3TETIIAT
BCUYKH MPOIYKTU B CPOK HA TOTHOCT.

12.14. UTX u OTX wusrpaxknmar IUiaH 3a IIpPOydYBaHE, pPE3yITaTHTE OT KOETO aa Obaar
JOKYMEHTUpaHu. Morar J1a ce aHaau3upar MOBTOPHO PE3yITaTUTE OT M3CIICABAHMITA HA CHOTBETHHTE
JIOHOPU WJIM J1a C€ WM3BBPIIAT JOMBIHUTEITHU WU TOTBBPAUTEIHN W3CIIECIBAHUS BBPXY apXUBUPAHU
poOY WJIM HOBH MPOOHM OT CHOTBETHHUTE AOHOPH ¢ 1iea aa ce u3kimoun HIV, HCV win HBV urdexums
MIpH IOHOPUTE.

12.1.5. KoraTo npu eIMH MOJ03MPaH JIOHOP C€ YCTaHOBH MOTBBpAeHA npoda 3a HIV, HCV wim
HBV wundexnusa, ITX u OTX tpsOBa ga MOXXOMAT MO TOAXOMASI HAYHMH TIO OTHOIIEHWUE HAa
OTCTpaHsBaHE Ha JOHOpa OT KpbBoaapsBaHe u mga mnpeanpueMar |0ok-back mnpouenypa Ha
MPEIICCTBANIN TOTEHIINAITHO HH()DEKTUBHY B3ETH CIUHUIIH.

13. IIpocnensBane Ha pEUUNHUEHTH Ha TNOTeHIHManHO WH(pekTupana kpbB (l0OK-back
npouesypa)

13.1. ITX u OTX npeanpuemar |0ok-back mporenypa ¢ mei 1a ce npociaeasT PEHUTUCHTUTE
Ha KPBBHH CBCTAaBKM OT TMOTCHIMATHO WHQPEKTUBHO KpPBBOAAPSBAHE M YBEJOMSBAaHE Ha TE3U
PELMITUEHTH OT JIEKYBAIIUTE UM JIEKapu, KOraTto JapsBaHETO € MOIVIO J1a CTaHe B MPO30PEUYEH MEepUo]
npu noBTopeH noHop ¢ morBbpaeHa HIV, HBV u HCV wundexkuus. CpMHUTENIHUTE AapsBaHUS
BKIIIOYBAT T€3U B MEPHUOJ OT BPEME, PaBEH Ha MAKCHUMAIIHUS MPO30pPEYeH Mepuo] Ha MHEEKuuara 3a
cnenu(GUIHAS TECT, MPEAIISCTBAI] OTPUIATEIICH PE3YATAT OT CKPUHHHT IIPH JapUTeIs.

13.2. ITX u OTX wuHpOpMUpaT MHUCMEHO JEUEOHOTO 3aBEJICHHWE 3a WHIMICHTA, ChBETBAT
7e4eOHOTO 3aBEICHUE J]a MIPOCIEIN PEUUITHEHTUTE HA ChbMHUTEIIHUTE KPBBHU ChCTaBKH, KaKTO U Jla Ce
nHbOpMUPA JEKYBAIIUAT JIEKap 32 NOTEHIIMAIHO HH(PEKTUBHO KPBHBOIIPEIUBAHE.

13.3. JlekyBamusT Jiekap HOCH OTTOBOPHOCT Jia MH(MOPMHpA PEIUIIMEHTA 3a IMOTCHI[HATHO
MH(GEKTUBHOTO KPBBOIMpPEIMBAHE, OCBEH aKO HSAMa MEIMIIMHCKH apryMEHTH Ja He IO HampaBH. AKO
PELMITUEHTHT € U3CIEBaH, 3a Ja ce ycraHoBH wiH u3kimoun nHdekmms, LITX n OTX tpsdBa na 6paaT



WHGOPMUPAHU 3a PE3yATATUTE OT W3CIEABAaHUATA. AKO pelHumueHThT He € uicnenBaH, [[TX u OTX
TpsiOBa CHINO Taka J1a ObJaT YBEIOMEHH OT JICUEOHOTO 3aBEICHHUE.

Paznen VI
JloOpa mpakTuka 3a LIEHTPOBE, OTICNICHUS W J1abopaTopuH MO TpaHC(y3UMOHHA XEMATONOTHUS
(M3wm. - ]IB, 6p. 35 o1 2018 1.)

1. OCHOBHH MPUHITUITH

1.1. OOwmu u3ncKBaHusA

1.1.1. Bceku TpaHCy3HOHEH MEHTHP Ch3/aBa U MOTbPKa CUCTEMA 32 KA4ECTBO.

1.1.2. 3a kpbBTa U KPHBHUTE CHCTABKH, BHECEHH OT TPETH CTPAaHU U NpeJHA3HAYEHHU 32
ynorpeba WM pasmnpocTpaHeHHe B EBpomeiickus ChIO3, € HaJluyHa CHUCTeMa 3a KadecTBO 3a
TpaHcy3HMOHHUTE LIEHTPOBE B €TANIUTE, MIPEIIECTBAIM BHOCA.

1.1.3. KauecTBOTO ce mpuemMa KaTto OTTOBOPHOCT HAa BCHUYKH JIMIIA, 3a€TH B YIPABICHUETO HA
TpaHchy3uoHHUS HEeHTHp. OcUrypsia ce CUCTEMEH MOIXO0J] OTHOCHO KaueCTBOTO, KAKTO U MpUJIaraHeTo
Y TOJIbPKAHETO HAa CHCTEMA 32 KaueCTBO.

1.1.4. TlocTuraHeTo Ha NEIUTE MO KAYECTBO € OTTOBOPHOCT Ha PBHKOBOACTBOTO. CucTeMa 3a
KadecTBoO, BKIItoUBaia /[oOpa mpakTuka u yrpaBlieHHE Ha PUCKA, € IUIOCTHO MPOEKTUPAHA U MPABUITHO
npwiokeHa. ToBa HM3WMCKBA YYaCTHETO W AHTAKHUPAHOCTTA HAa CIY)XHTEIWTE HAa BCHUYKA HHUBA B
OpraHU3alyiITa U OT JOCTABYUIINTE U AUCTPUOYTOPUTE HA OPTaHU3ALIUATA.

1.1.5. Bcekn yyacTHUK B XeMoTpaHC(]y3HOHHATa CHUCTeMa Cbh3/1aBa, JOKYMEHTHpA W IMpujara
ISUIOCTHO TMPOEKTHpaHa CUCTeMa 3a KauyecTBO, 3a Jia TapaHTHpa OCUTYPSBAHETO HAa Ka4eCTBOTO BbH3
OCHOBA Ha MIPUHIIMIIUTE HA yMpaBlieHWE Ha pUCKa 4pe3 BKIOUYBaHEe Ha J[oOpa mpakTHKa W KauyeCTBEH
KOHTPOIL.

1.2. Cucrema 3a KauecTBO

1.2.1. YnpaBneHHETO Ha KauyeCTBOTO € IIHMPOKOOOXBAaTHA KOHILIEMIIUS, KOATO 00XBallla BCHYKH
BBIIPOCH, KOUTO CAMOCTOSITEIHO WJIM KOJEKTMBHO OKa3BaT BIUSHHWE HA KaueCTBOTO Ha KPbBTA M
KPBBHUTE CHCTaBKU. 15 € cOOp OT OpraHU3alMOHHU MEpKH, MPEANPHUETH C LN J1a Ce TapaHTHpa, 4ye
KPBBHUTE CHCTABKH UMAaT HEOOXOIMMOTO Ka4eCTBO, KOETO CE M3MCKBA 3a TSIXHOTO MpEAHA3HAYCHHE.

1.2.2. Cucremata 3a KadecTBO OOXBalla yIpaBJICHHE Ha KauyeCTBOTO, OCHUTYypsBaHE Ha
Ka4eCTBOTO, HEMPEKHCHATO MPOCIEsBaHe U MOA0OpsSBaHE HAa KAYeCTBOTO, MEPCOHAJ, MOMEIIECHUS U
o0opyaBaHe, TOKyMEHTalus, B3eMaHe Ha KPbB, U3CJeIBaHEe U MpepaboTKa, CbXpaHEeHUE, pa3npeesieHue
U eKCIIeAMIINS, KaYeCTBEH KOHTPOJ, U3TENNISIHE OT yrnoTpeda Ha KPhBHU CHCTABKH, KAKTO W BHHIIEH U
BBTPEIICH OJUT, YMpaBleHWe Ha JOTOBOPH, HECHOTBETCTBHUA, OIUIAKBAHHS, HEXKEIaHW PEaKIuH,
CaMOUWHCIIEKIIUU U POBEPKH.

1.2.3. Cucremara 3a Ka4ecTBO TapaHTHpPA, Y€ BCHYKU KPUTHYHH MPOIECH ca NePUHUPAHU H
ONMCAHU B MOAXOIAIIM 3a LeNTa MHCTPYKIMU U CE€ M3BBPIIBAT B CHOTBETCTBUE ChC CTAHIAPTUTE M
crienudukanuute Ha JloOpara rpakTuka.

1.2.4. Cucremara 3a Ka4ecTBO TapaHTHpa Ka4yeCTBOTO M OE30MACHOCTTA Ha MOJYYCHUTE KPBB U
KPBBHHU CBHCTaBKH, KAKTO U OCHUTypsiBaHE Ha O€30MacHOCTTa Ha JIOHOpA, MEepCOoHaja M PEIUNUCHTHUTE.
Ta3u cucreMa u3MCKBa pa3paboTBaHe Ha SICHU TOJMTHUKH, LEIHM U OTTOBOPHOCTH. ToBa H3UCKBa
IUTAHWpaHEe Ha Ka4eCTBOTO, KAa4eCTBEH KOHTPOJ, OCHUTYpsSBaHE HAa KA4eCTBOTO W TMOJOOpsIBaHE Ha
KauecTBOTO, 3a J]a C€ TapaHTHpa KaueCTBOTO U OE30MacHOCTTa Ha KPbBTA U KPBBHUTE ChCTABKH, KAKTO U
Jla C€ OCUTYPH YIOBJIETBOPEHOCT Ha 3aMHTEPECOBAHNUTE CTPAHHU.

1.2.5. PpKkoBOACTBOTO Ha OpraHM3alysATa OTrOBaps 3a Ch3/laBaHE Ha e€Ha e(PEeKTUBHA CHCTEMa
3a Ka4eCTBO C TOAXOASIIM pecypcu. PonmuTe M OTTOBOPHOCTUTE ca ONpEICNieHH, CHOOIIEHU H
U3MBJIHSIBAHM B LsjaTa opraHu3aunus. JIuaepcTBOTO M aKTUBHOTO ydYacTHE Ha PBHKOBOJACTBOTO B
CHUCTEeMaTa 3a KaueCTBO OCUTYpsBA MOJAKpEeINaTa U aHTaKUPAHOCTTA HA CIY)KUTEITUTEe HAa BCUYKH HUBA B
OpraHu3aIusiTA.



1.2.6. PBKOBOACTBOTO Ha OpraHU3alUsATa Ch3/AaBa IOJUTHKA 32 KAYECTBO, KOSTO OIKCBa
obumure nenu u ykazanus 3a LTX, OTX u JITX (Hapuuanu no-HatrarbK "opranusaunus'), CBbp3aHu C
KadecTBOTO. OpraHu3aluuTe OCUTYpPSBAT yIpaBlIeHHE HAa CUCTeMara 3a kauecTBo U J[oOpaTa mpakTuka
ype3 HaOIIOIeHNE OT CTpaHa Ha PHKOBOACTBOTO, 32 JIa CE FapaHTHpa HEMHATa MOCTOSHHA TIPUTOTHOCT U
e()eKTUBHOCT.

1.2.7. Cucremara 3a kKadecTBO ce nchuHHMpa U JoKymMeHTHpa. Ch3maBa ce PBHKOBOACTBO 3a
KaueCcTBO WJIM EKBUBAJCHTEH TOKYMEHT, KOWTO Ja ChABbp)Ka OMHCAHHE Ha CHCTEeMara 3a KaueCTBO
(YmpaBii€HCKH OTTOBOPHOCTH).

1.2.8. Benukn HTX, OTX u JITX cwh3maBaT opraHu3anus 3a OCHTYpsSBaHE Ha KadeCTBOTO
(BbTpelIHA WM Jpyra) 3a HU3MBJIHEHHWE HAa M3UCKBAaHUSATA 3a OCHUTYpSIBaHE Ha KauyecTBOTO. Ta3m
OpraHM3allysl C€ aHraXupa ¢ BCUYKH BBIIPOCH, CBbP3aHU C KaY€CTBOTO, U C pasMIekIaHe U 0l100psiBaHe
Ha BCUYKH JJOKYMEHTH, CBbP3aHU C KA4eCTBOTO.

1.2.9. Opranuzanusta, OTTOBOPHA 3a OCUTYpPSBAHETO W 3a Ha/A30pa HAa BCUYKU IMPOIECH 3a
KauecTBOTO, € He3aBucuMa. Chljara He OTroBapsi 3a M3BBPIIBAHETO HA HAOMIONABAHUTE ICHHOCTH.

1.2.10. Bcuuku mnporeayp, MOMEIICHHs W 00OpyABaHE, KOMUTO OKa3BaT BIMSHHE BBPXY
Ka4eCcTBOTO U 0€30MacHOCTTa Ha KPbBTA U KPHBHUTE CHCTABKHU, CE BAMAUPAT IPEIN BHBEXKIAHE U CIE]
TOBA MPE3 PEIOBHU HHTEPBAJIHA OT BpEME.

1.2.11. Cw3naBa ce o0ma MOJMTHKA IO OTHOIICHUE Ha KBaJTU(HUKAIMITA HA ChOPBKEHUATA U
000pyZIBaHETO, KaKTO W BaJUAUpPAHE HA MPOIECUTE, aBTOMATU3MPAHUTE CHUCTEMH WU JTAOOPATOPHUTE
uscnenBanus. llenta Ha BalMOuUpaHeTO € Ja Ce rapaHTUpa CHOTBETCTBHE C MpEAHA3HAYCHHETO 32
ynorpe0a u U3UCKBAHUATA.

1.2.12. Cp3naBa ce oduiuanHa cucTeMa 3a KOHTPOJI Ha IPOMEHHTE, 3a [JIaHUpaAHE, OIICHSIBAaHE
U IOKyMEHTHUPAHE Ha BCHYKH MPOMEHH, KOUTO BIHSAT Ha KAY€CTBOTO, MPOCIICAIEMOCTTA, HATMIHOCTTA
WM BB3JICHCTBUETO BbPXY ChCTaBKUTE, O€30MACHOCTTA UM, KAKTO U Ta3H HA JOHOPUTE WU MAIUCHTHTE.
OneHsiBa ce MOTEHIUATHOTO BB3JCHCTBHUE HA MPEAJIOKEHUTE MPOMEHH M C€ OIpenaelis oOxBaTa Ha
MOBTOPHO BaJIUAMpaHe WK AOMBIHUTEIHO U3CIeIBaHe, KBATHU(DHUKAIMS U BaTUAUPaHE.

1.2.13. Cw3naBa ce odunmanHa CUCTEMa 3a CIpaBsHe C OTKIIOHCHHUS U HEChOTBETCTBHS, KaToO Ce
MIPUIIOKHU MOAXOISAIIO0 HUBO Ha aHANW3 Ha IbPBONPUYMHATA 10 BpEeME Ha MPOyYBaHE HA OTKIOHEHMUS,
npeanonaraeMu aeeKTd Ha MPOAYKTUTE, KaKTO U Apyru mpodieMu. Ta3um cucrema ce ompeselis upe3
U3IOJI3BaHE Ha TMPHUHIMINTE 32 YIpaBlIeHHE Ha puUCKa. AKO HEe MOXE Ja C€ OMpeleid HCTHHCKAra
IBPBONPUYUHA/M Ha TIpobiemMa, ce OOMHUCIHs ompenesissHe Ha Hail-BeposTHaTa MBbPBONPUYUHA/M U Ce
pasmiexxaa. Korato uma cbMHEHUE 3a YOBEIIKa IPelka WIK TakaBa € ONpe/esieHa KaTo NpUYrHa, TOBa
ce 00OCHOBaBa, KaTo Ce rapaHTupa, 4e TPeIIKUTe WIA MpoOJeMHUTE B Mpolieca, Mpoleaypara Hid
CHUCTEeMaTa, ak0 MMa TakKuWBa, He ca mpeHeOperHartu. OmpenensT ce W ce MpearnpueMaT MOAXOISAIIN
KOPEKTHBHU JedcTBusi w/win mnpeBaHTuBHU neiictBus (CAPAS) B OTroBOp Ha MNPOYYBAHHSATA.
EdexruBHOCTTA HA MOMOOHM JCWCTBHS CE MOHHTOPHpA W OIEHSIBA B CHOTBETCTBHE C MPUHITUIHUTE 32
yIOpaBlIeHHE Ha PHUCKA.

1.2.14. PBbKOBOACTBOTO Ha OpraHM3alUATa IMPEIViekaa IMEepUOIUYHO CHCTeMaTa, 3a Ja ce
MpoBepH HeliHaTa €(PEKTUBHOCT U Ja C€ BbBEAAT KOPEKTUBHU MEPKH, aKO € HEOOXOAUMO.

1.2.15. U3BbpmBa ce TEPHOAWYCH TPErIea OT PHKOBOJACTBOTO HA OPTraHU3ANMATA H
MOHHMTOPUHT KaKTO Ha HeWHaTa e(eKTUBHOCT C yYaCTHETO Ha PHKOBOJCTBOTO, Taka M Ha CHUCTeMara 3a
Ka4ecTBO 3a OIpeNesHe Bh3MOKHOCTHTE 32 HENMPEKHCHATO MOJOOpSIBAHE HA TPOIECUTE, CBBP3aHH C
KpBBTa U KPHBHUTE CHCTAaBKH, U Ha caMaTa CHUCTEMA.

1.2.16. U3BbpmBar ce MperiieAr HAa KA4eCTBOTO HAa TPOAYKTHTE C IENl Ja Ce TPOBEPH
KaueCTBOTO Ha CBHIIECTBYBAILUS IMPOLEC M HAa HAJIMYHUTE CHEIU(PHUKAUN C OINIe] Ja CE YCTaHOBAT
TEHCHIIMUTE U J1a C€ UICHTU(DUITUPAT TIOAOOPEHHUATA KAKTO B ChCTABKHUTE, TaKa M B MPOIIECHUTE.

1.2.17. TlpernmensT Ha KadyeCTBOTO Ha TMPOAYKTUTE CE€ TMpHEMa Karo HHCTPYMEHT 3a
MOHHTOpPUPAHE HAa KaYeCTBOTO HA KPHBHUTE CHCTABKUA W MPOU3BOACTBEHUTE MPOIECH, BKIIOUUTEITHO
B3€MAHETO Ha MU3XOAHM Marepuanu. [IpermensT ce mpoBexaa €XErogHo U ce JoKymeHTupa. Toit



BKIIIOYBA:

1.2.17.1. npernen Ha U3XOHU MaTEPHUAIIH;

1.2.17.2. npernen Ha KPUTUYHUTE KOHTPOJIM B XOZa Ha MPOLIECA;

1.2.17.3. npernen Ha pe3yaTaTUTE OT KAYECTBEHUSI KOHTPOJI U MOHUTOPHHT Ha Ka4€CTBOTO;

1.2.17.4. npernen Ha BCUYKH IPOMEHH;

1.2.17.5. nmpernen Ha KBaTu()UKAIIMOHHKS CTaTyC Ha 000pyIBaHETO;

1.2.17.6. nperieq Ha TEXHUYECKUTE CIIOPA3YMEHUS U JJOTOBOPH;

1.2.17.7. nperiieqy Ha BCUYKW 3HAYUMHU OTKJIOHCHWSI, TPEIIKA U HECHOTBETCTBUS M BHBEICHHUTE
KOPEKTUBHU JICUCTBUS;

1.2.17.8. npernen Ha pe3yATaTUTE OT BHTPEUTHU U BHHITHU OJUTH W WHCIICKIINH U BHBEICHHUTE
KOPEKTUBHU JICUCTBUS;

1.2.17.9. npersien Ha OTUTAKBAaHUS U U3TETIIIHE OT YIIOTpeOa;

1.2.17.10. mperiien Ha KPUTEPHUHUTE 3a TIOJO0P HA JIOHOPH;

1.2.17.11. mpernen Ha oTiaraHusATa Ha JJOHOPH;

1.2.17.12. mpemiien Ha ciry4auTe 3a 00paTHO MPOCIeasBaHE.

1.3. JoOpa mpakTuka

1.3.1. ToOpara npakTuka, KOSITO € 4acT OT YIPABICHUETO Ha Ka9YeCTBOTO, FrapaHTHpPa, Y& KPbBTa
U KPBBHUTE CHCTAaBKUA Ca TONy4YaBaHH M KOHTPOJIUPAHU TIOCTOSHHO CHIVIACHO HM3UCKBAaHUATA Ha
CTaHJAPTUTE 3a Ka4eCTBO, MOIXOMSIINA 3a TSIXHOTO HW3IMOJI3BaHE MO TpenHa3sHaueHue. B mporeca Ha
B3eMaHe, MpepadoTKa, W3CIelBaHE W ChXpaHEHHE Ha KPbB ce mpwiarar npuHiunure Ha [loOpara
MPaKTHUKA U Ka9Y€CTBEH KOHTPOJI. OCHOBHUTE U3UCKBAHUS Ca!

1.3.1.1. Beuuku nporecu ce aeuHHUpAT SICHO M C€ MPOBEPSBAT CUCTEMHO B CHOTBETCTBHUE C
HaTpyIaHUs OMUT M IOKa3BaT, Y€ Ca BbB BB3MOKHOCT IMOCTOSIHHO Ja OCUTYpPSIBaT KPbB M KPBBHHU
CBhCTaBKU C HEOOXOAMMOTO Ka4eCTBO M OTrOBapsT Ha CHOTBETHHUTE crnemudukanuu. Tasu crparerus
rapaHTupa, ue:

1.3.1.1.1. KpUTUYHUTE €TANU U CHIIECTBEHUTE MPOMEHU B IIPOLIECUTE Ca BAIUIUPAHU;

1.3.1.1.2. mpeaBuACHN ca BCUYKU U3MCKBAHUS, BKIIOUUTEITHO:

1.3.1.1.2.1. noaxoasmio kBaauduIupaH U 00yueH MEePCOHAIT;

1.3.1.1.2.2. nogxoasmy NOMEIIECHNS U MPOCTPAHCTBO;

1.3.1.1.2.3. moaxozasmio oOopyaBaHE M TEXHUYECKO OOCTY)KBaHE;

1.3.1.1.2.4. noaxoasuym Marepyanu, KOHTEHHEPU U €TUKETH;

1.3.1.1.2.5. onoOpeHu nponeaypy 1 HHCTPYKIIHH;

1.3.1.1.2.6. nogxoasmio cbXxpaHeHUE U TPAHCIIOPT;

1.3.1.1.3. uHCTPYKIMHTE ¥ TPOLEAYpUTE Cca HANMCAHW B CHOTBETHaTa (opma, Ha siCEH H
HEJBYCMMCIIEH €3HUK, U Ca IPWIOKUMH KOHKPETHO 32 MPEABUACHUTE CTPYKTYPH;

1.3.1.1.4. oneparopure ca 00y4eHH J1a U3BBPIIBAT MPOIEAYPUTE MPABUIIHO;

1.3.1.1.5. 3anucuTe ca HampaBeHM PHUYHO W/WIM 4Ype3 3alMCBalll YCTPOWCTBA MO BpeMe Ha
MOJIy4aBaHETO, C KOETO CE JIOKa3Ba, Y€ BCUYKHU €TalM, KOUTO C€ U3MCKBAT OT OMPEEICHUTE MPOIEAYPH
¥ UHCTPYKIIUHU, ca ACUCTBUTEIHO MPEANPUETH U Y€ KOJMUYECTBOTO U KaYe€CTBOTO HA KPHBTA U KPHBHUTE
CBhCTaBKHU Ca OYAKBAHUTE;

1.3.1.1.6. BCHUKH CBHIIIECTBEHU OTKJIIOHEHUS Ca MOIPOOHO JOKYMEHTHUPAHU U TIPOYUYEHHU;

1.3.1.1.7. nmoxyMeHTHUTE 3a MONydYaBaHETO (pa3MpeNelICHHETO), KOUTO IO3BOJISIBAT ITHIHOTO
npociensBaHe Ha KPbBTa U KPbBHHUTE ChCTABKH, CE ChXpaHSIBAT BbB (OpMHU, KOUTO ca pa3dupaeMu u
JIOCTBITHH;

1.3.1.1.8. pasnpeneiieHHeTO HA KPHBTA M KPHBHUTE ChCTAaBKM MHUHMMH3WpPa BCIKAKbB PUCK 32
TSAXHOTO KaueCTBO;

1.3.1.1.9. nannuHa e cucTteMa 3a M3TEIVISTHE OT ynoTpeda Ha BCsKa AWMHHIA KPBB WM KpbBHA
ChCTaBKa (BKJIFOUUTEIHO TE3H, IPUTOTBEHH C MOMOIITA HAa MApTUAA OT KPUTHYHU MaTepUau, KOUTO ca
O pa3npeeIICHH U €KCIICTUPaHH ),



1.3.1.1.10. omnakBaHUsATa OTHOCHO Kaue€CTBOTO Ha KPBbBTA M KPBBHUTE CHCTAaBKU C€
MpOBEPSBAT, MPHUNHUTE 3a OTKIIOHCHHUATA B KAYECTBOTO CE MPOYYBAT U CE B3EMAT IMOIXOJISIIN MEPKH 110
OTHOIIICHHE Ha KPbBHUTE ChCTABKH, 32 JIa C€ MPEJOTBPATH MOBTOPHA TPEIIKA.

1.3.1.2. KayecTBeHUAT KOHTpoJ € 4YacT oT JloOpara mpakThka, aHTaXWpaHa C B3eMaHE Ha
npoou, cnenuuKay U U3cleABaHe, KaKTO M C OpraHU3alusaTa, JOKYMEHTHPAHETO U MPOIEAYPUTE 110
OCBOOOXKJIaBaHE, KOWTO TapaHTHpaT, 4e MaTephajuTe He ca OWIM JOIyCHAaTH 3a IMOJ3BaHEe IIPH
MOJTy4yaBaHETO, a KpbBTAa U KPHBHUTE CHCTaBKHM HE ca IYCHATH 3a paslpeleieHHe, TOKaTo TAXHOTO
KaueCTBO HE CE JIOKaXe, Y€ € M3UCKYEMOTO M Ca MPOBENEHH MOIXOSIIUTE MOKA3aTeITHA U3CIICABAHUS.
OCHOBHHTE U3UCKBAaHHUS Ca:

1.3.1.2.1. HanuuKe Ha MOAXOMSAIIHN ChOPBKEHHUSA, 00yUEH MEPCOHAN U 0J0OpPEHU IPOLEAYPH 3a
B3eMaHEe Ha MpPoOU, HMHCIEKTHPAHE/M3CIIeIBAHE HAa W3XOJAHU MaTepHuald, OMAKOBbYHU MaTepHUalH,
MEXJIUHHU TIPOIYKTH/CHCTABKU M TOTOBH KPBHBHU CHCTAaBKH M aKO € HEOOXOIMMO, MOHHTOpHUpaHE Ha
yCIIOBUSITA Ha Cpe/iaTa;

1.3.1.2.2. mpobute OT W3XOJHU MaTepHalld, OMAKOBbYHH MAaTEpHalld, MEKIUHHU H TOTOBH
KPBBHHU ChCTAaBKH C€ B3eMaT OT OTOPU3HPaAH MEepCoHAll Ype3 YTBbPACHU METOM;

1.3.1.2.3. MeTonuTe 3a U3CIEIBAHE Ca BAJIUUPAHHU;

1.3.1.2.4. zanucure ca HampaBeHW PBHYHO W/WIM 4Ype3 3alMCBAIIA YCTPOKHCTBA, C KOETO Ce
JI0Ka3Ba, 4e BCHUYKU W3HMCKBAaHHW TPOIENypU 3a B3eMaHE Ha MpOOM, MHCIEKTUPAHE W M3CJIEIBaHE ca
JEHCTBUTEITHO M3BBPIICHN; BCHIKH OTKJIIOHCHHS C€ JOKYMEHTHPAT U IIPOYYBAT ISIIOCTHO;

1.3.1.2.5. rotoBuTe KpPBBHU CBHCTAaBKH OTTOBAPAT HA CHEIUPUKAUUTE H ca MPABUIHO
CTHKCTHPAHH;

1.3.1.2.6. u3roTBAT ce MPOTOKOIM 3a pE3ylITaTUTe OT MpOBEepKaTa, a H3CIEABAHETO Ha
MaTepuaH, MEXXIUHHU ¥ KpallHU KPHBHY CHCTAaBKH CE OIICHSBAT CTAHIAPTHO CIIPSMO ClieU(DUKAIIUATE;

1.3.1.2.7. HamMa 0CBOOOJCHN KPBHB MJIM KPBBHH CHCTAaBKH 3a pa3lpeleicHUE, KOUTO HE ca B
CHOTBETCTBUE C M3UCKBAHUSATA HA IMOKA3ATEIIUTE UM 32 KQ4ECTBO.

1.3.1.3. IlpoBexaar ce moOCIeAOBaTEJIHM MPOBEPKH 3a KA4eCTBO Ha KpPbBTAa M KPHBHHUTE
CHhCTABKHU (KPBBHH CHCTaBKH CaMO 3a €KCIIOPT) C IIeJT J]a C€ MMPOBEPH aICKBATHOCTTA U MOCTOSHCTBOTO HA
CHILIECTBYBAIllMA MPOLEC M CHOTBETCTBUETO HA HAJUYHUTE creuu(UKAlUU KaKTO 3a HU3XOJHUTE
MaTepuai, Taka W KpaWHUTE KPBBHH CHCTAaBKH C OIVIE]l Ja CE YCTAHOBST TEHICHIIMUTE U Jla Ce
uAeHTU(GUIIMPAT HAYMHUTE 32 MOI0OPEHUE KaKTO B IMIPOAYKTA, TaKa U B MPOLIECUTE.

1.4. YnpaBneHnue Ha pucka

14.1. VYnpaBneHHeTO Ha pHUCKa € 4YacT OT CHUCTEMaTra 3a KauyecTBO, KOSATO TapaHTHpa, ue
MPOTHUYAHETO Ha MPOIIeCUTe, HAOIIOIEHUETO HAa KAYeCTBOTO U MPOMSIHATA HA CHCTEMHUTE ca Oa3upaHu Ha
OIIEHKa Ha pucka. M3mon3Bar ce moaxXoAsiy CTaTUCTUYECKU CPEACTBA (aKo € MPHIIOKKUMO) B OIIEHKaTa
Ha TeKYIIUs MOTEHIMAN Ha MPOTUYAIINS TTPOLIEC.

1.4.2. Cuctemara 3a KadeCcTBO TapaHTHpa, Y€ OCUTYypsSiBa KOHTPOJ BBPXY JCHHOCTHTE,
M3BBPIIBAHU IO JOTOBOP OT BBHHIIHM OPraHW3allid, U KaueCTBOTO Ha 3aKyNEeHHWTE Marepuanu. le3u
MPOIECH BKITFOYBAT METOMYHO MTPUHIIUITATE 32 YIIPABJICHUE Ha PUCKA U TapaHTHPAT, Ye:

1.4.2.1. ouleHkara Ha pUCKa Ha Ka4eCTBOTO C€ OCHOBaBa Ha HAyYHU 3HAHMSI, HATPYIAH OIMMUT U €
CBBbp3aHa ChC 3aIMTaTa Ha JOHOPA M PEIUITUCHTA;

1.4.2.2. ycunusita, U3UCKBAHUATA M IOKYMEHTAIUATA, CBbP3aHU C MpoIleca 3a yrnpaBieHHE Ha
pHCKa, ca ChU3MEPHMH C HUBOTO Ha PHCKA.

2. Ilepconan u opranu3zanus

2.1. TlepcoHanbT, AOCTATHUCH MO YUCIICHOCT, U3BHPIIBA JEHHOCTUTE, CBHP3aHU C B3EMaHE Ha
KpbB, U3CJe/lBaHe, TpepaboTKa, CbXpaHEHHE U pa3lipeie]ieHle Ha KPbB U KPbBHU ChCTaBKU, U € 00yueH
Y OLIEHEH KaTo KOMIETCHTEH 32 U3BLPIIBAaHE HAa T€3U JICHHOCTH.

2.2. OpraHuzamnusaTra pasmoyiiara ¢ JOCTaTbue€H Ha Opod TepcoHall ¢ HeoOxoammara
KBaMM(UKALUg W ONUT. PBHKOBOACTBOTO oOmpedeNs W OCHUTYpsiBA MOIXOMSAIIN pecypcH (YOBEIIKH,
(UHAHCOBH, MaTepHaliv, CHOPBKEHUS W O00OpyaBaHE), 3a Ja Ipuiara ¥ MHOJIbpKa CHCTeMa 3a



yIOpaBlIeHHE HA KA4ECTBOTO M HEMPEKBCHATO Ja MoAo0psiBa HEHHUTE aJeKBaTHOCT U €(hEeKTHUBHOCT Upe3
y4JacTHe B Tperiear Ha PHKOBOACTBOTO. OTrOBOPHOCTHUTE, KOMTO C€ Bh3JlaraT Ha KOWTO M Ja €
CITy’)KHTEN, TPSAOBA J1a C€ OrpaHMyYar, Taka 4e Ja He MPEICTaBIsIBaT PUCK 32 KaueCTBOTO.

2.3. B opranorpamMa SICHO ca HM3JIOKEHU B3aUMOOTHOIICHHITA MEXIy KJIFOUOBHS IEPCOHAT B
fepapxusTa Ha pbKOBOACTBOTO. KITFOUOBHUSAT MepCcOHAN MMa CIeIHUTE (PYHKIUU U TEXHUTE 3aMECTHTEIIH:

2.3.1. "OtroBopHo julle" rapaHTHpa, Y€ BCIKa €IUHUIIA KPbB MM KPhBHU ChCTaBKH Ca B3ETH,
U3CTIeIBaHU, MPEpadOTeHW M EeKCIEeAUpaHU ChIVIACHO H3HMCKBAaHHUATAa Ha JEWCTBAIMTE HOPMATHBHU
aKTOBE; MPEIOCTaBsS Ha KOMIICTEHTHHsI OpraH wuH(popmanus, HeoOXomuma 3a aKpeAuTalus WIN
JUICH3UpPaHe; CJEeOM 3a BBBEXKJAHE HA M3UCKBAaHUATA 3a TIEPCOHAJN, CHUCTEeMa 3a KadecTBO,
JIOKyMEHTAIMs1, TPOCIIEAIEMOCT, ChOOIIaBaHE HA CEPUO3HU HEXKEJIAaHU PEAKIIMKU U UHIIUJICHTH.

2.3.2. PpKkoBOAUTENAT "MPOU3BOACTBO" OTrOBapsi 32 BCUYKU MPOU3BOJICTBEHU JEUHOCTH.

2.3.3. PbroBoguTensT "KauecTBEH KOHTPON"' OTroBaps 3a BCHYKU JIEHHOCTH, CBBpP3aHU C
KaueCTBEHHS KOHTPOIL.

2.3.4. PovkoBomuTen "ocurypsiBaHE Ha KauyecTBO' OTroBaps 3a HAJIMYMETO HA ITOAXOISIIN
CHUCTEMHM 3a KaueCTBO M MPOLEAYPH 32 CUTYPHOTO U O6e30MacHO 0CBOOOXKaBaHEe HAa BCUUKH MaTepUaH,
o0opyaBaHe, peareHTH, KpbB U KPbBHU CHCTABKHU.

2.3.5. JlexapsiT otroBaps 3a 6€30MacHOCTTa Ha IOHOPHUTE.

2.3.6. Jlekapar wiu ¢apMaieBThT OTroBapsi 3a 0e30MacHOCTTa Ha paslpeleleHUTe KPbBHU
CBhCTaBKH.

2.4. llenuar mepcoHas MPUTEKaBa aKTyalTHH JUTHKHOCTHU XapaKTEPUCTHKH, KOUTO MOCOYBAT
SICHO 3aJ]a4UTe U OTTOBOPHOCTHTE UM. OTrOBOPHOCTTA 32 yNPaBICHUE HA TPOU3BOJICTBO U OCHUTYpPSIBAHE
Ha KaueCTBOTO CE Bh3JIara Ha pa3InyHU CIYKUTENH, KOUTO PabOTAT HE3aBUCUMO €/IUH OT APYT.

2.5. TlepconanbT, 3aeMail] OTTOBOPHU MO3UITUHN, UMa TTOIXOISIIN TPABOMOIIHUS 33 U3BbPIITBAHE
Ha CBOUTE OTTOBOPHOCTH. 3aJBbJDKEHHUSTA MOTaT Ja ce JellerpaT Ha OMpPENEeIeHH 3aMECTHHUIM C
HEoOXOMMOTO HMBO Ha KBanudukanus. He ce jpomycka HEOOOCHOBAaHO MPHUITIOKPUBAHE WIH JIUTICA HA
OTTOBOPHOCT OT CTpaHa Ha MepcoHaja, CBbp3aHu ¢ npuiaraHeto Ha /loOpara mpakTuka.

2.6. lnnuBHyaTHUTE OTTOBOPHOCTH Ce€ Ne(UHUPAT SCHO U MPABHIHOTO UM pa3dHpaHe OT
CITy’)KHTEJIUTE C€ YIOCTOBEPSIBA UPE3 CIHCHIM C MOANKCH Ha MepCoHaa.

2.7. llenusaT mepcoHaN MONTyYaBa BCTHIIUTEIHO W MPOABIDKABANIO OOYYCHHE, MOIXOSIIO0 3a
HeropuTe crneuuuuHu geHocTH. ChbXpaHSBAaT ce€ JOKYMEHTH, YIOCTOBEPSBAIIM H3BBPIICHOTO
oOyuenue. Pa3paboTrBat ce nmporpamu 3a 00ydeHue, KOUTO J1a BKItoyBar JloOpara mpakTuka.

2.8. OcwurypsiBa ce oOyueHHWe 3a IEJIUs TEPCOHAJ, YHUUTO 3aJbJDKCHHUS Ca CBBbpP3aHU C
JNEHHOCTUTE 32 MPOU3BOACTBO W ¢ JaboparopuutTe (KaKTO M TEXHUYECKHS TEPCOHAI, MepcoHana o
MOJIPHKKA U TIO TIOYUCTBAHE).

2.9. TloaroTBsar ce MHCMEHM TpaBUIa M TPOIEAYPH, ONUCBAIIM METOAa Ha OOydeHue, a
JIOKYMEHT OT IIPOBEIEHOTO 00yYEHHE IMOKa3Ba HETOBOTO ChAbPKAHUE.

210. CobabpxkaHueTo Ha mporpamMure 3a oOOydeHHE Ce€ OIICHABa MEPUOIUYHO, a
KOMIIETEHTHOCTTA Ha MepCcoHaa ce MpoBepsiBa PEIOBHO.

211, Camo oOTOpU3HMpaHU JHIA, KOWTO ca TOJIYYWIH pa3pelleHue dYpe3 OIpeleieHH
JOKYMEHTUpPAHU MPOLEAYPH, MOTraT Jla y4acTBaT B IPOIECHTE IO B3EMaHE HAa KPBB, MPEepadOTKa,
M3CJIeIBaHe U pasnpeiesieHue, BKIIIOUYUTEIHO Ka9YeCTBEH KOHTPOJI U OCUTYpsIBaHE Ha Ka4yeCTBOTO.

2.12. HamuuHu ca TNUCMEHM MHCTPYKIMHM 3a O€30MacHOCT W XWIHEHa, ChOOpa3eHH C
W3BBPILBAHUTE IEUHOCTH.

2.13. TloceTuTenu 1M HEOOYUYCH TIEPCOHAJ HE CE JIOIMYCKaT B IIOMEIICHHUTA 3a pepadoTKa U B
naboparopuute. AKO TOBa € HEU30€kKHO, T€ MPEABAPUTEIIHO C€ MHCTPYKTHUpAT 3a JIMYHATA XUTHEHA U
MPEIMUCAHOTO 3aMUTHO OOJIEKIIO U CE€ CHIIPOBOXKIAT.

2.14. PBKOBOACTBOTO Ha KPBBHUTE IIEHTPOBE HOCH OTTOBOPHOCTTA 3a MPEIOCTABIHETO HA
WHCTPYKIIMM OTHOCHO XWTHEHHHUTE W 3[PAaBOCIOBHHUTE MPOOIEMH, KOWTO MOTrar Ja IMOBIUAAT Ha
Ka4eCTBOTO Ha KPBBHHUTE CHCTaBKH (10 BpEeME Ha B3eMaHE HAa KPbBB), U TapaHTUPA, Y€ MEPCOHATBT



JIOKJIaJiBa 32 CHOTBETHUTE 3/PABOCIOBHU MpoOieMu. Te3u mporenypu ce U3MBIHSIBAT CTPUKTHO OT
TeJTHS TIEPCOHAJ, 0COOSHO OT TO3H, YAUTO 3aIB/DKCHHUS ca B 30HUTE 3a MPepadoTKa U B JTAOOpaTOPHHTE.
[TepcoHaTbT C€ MHCTPYKTHPA J1a U3IOJI3BA ChOPHKECHUATA 32 MUCHE Ha PBIIE.

2.15. TlpennpueMar ce IEHCTBHUS, KOUTO TapaHTHUpPAT, Y€ TPU IOJydaBAaHETO Ha KPHBHH
CBhCTaBKM HE € aHTQXHPAHO JIUIIE, 3apa3eHO ¢ MH(EKIMO3HO 3a00JsBaHE WM C OTBOPEHU JIE3UH IO
OTKpHUTaTa MOBBPXHOCT Ha TSUI0TO. VI3BBpIIBA CE€ MEAMIIMHCKH TIPEIvIe], KOraTo € HeoO0X0IuMo, 3a Ja ce
rapaHTpa TOAHOCTTA 3a paboTa M JTUYHOTO 31paBe. HamuyHM ca WHCTPYKUWH, TapaHTHpAIIH, 4e
MIEPCOHATBT JOKJIAABA 32 3PAaBOCIOBHU MPOOIEMH, KOUTO ca OT 3HAYCHHE 32 KAYECTBOTO HA KPHBTA U
KPBHBHUTE CHCTABKH.

2.16. V3roTBAT ce MUCMEHM TpaBUila, BKJIIOYBAIIM HM3UCKBAHUATA 33 HOCEHE Ha 3allUTHH
o0nekIa B pa3nuyHuTe 30HU. M3uckBaHuATa ca ChOOpa3eHU C U3BbPIIBAHUTE EHHOCTH.

2.17. XpaHeHeTO, MTUCHETO, MYIIIEHETO, KAKTO U ChbXPAHEHUETO HA XPAaHU, HAITUTKH, MAaTePUAITH
3a MyIIeHe WM JIEKAPCTBEHU MPOAYKTU 3a JIMYHA ynoTpela, JIMYHU BEIIU U CPEICTBa ca 3a0paHeHU B
MOMEIIEHHTa 32 TpepaboTka, JUArHOCTHKA U ChXpaHeHue. Beska HechoOpa3zeHa ¢ MHCTPYKIMHUTE 3a
XUTHEHa JEeHHOCT B IOMEIIeHMsTAa 3a IOJlydaBaHE Ha KPBBHU CBHCTaBKU WMIU BbB BCAKO JAPYTO
MOMEIIeHHE, KbJIETO KPHhBTA WM KPBBHUTE ChCTABKU MOTAT Ja ObJaT 3acerHaTH, € 3a0paHeHa.

3. Ilomemenus

3.1. O0mmu moIoKEeHMUs

3.1.1. TlomemeHusATa, BKIIOUUTEIIHO 3a HM3HECEHUTE CKWITH, CE pasIojiarar, KOHCTPyHparT,
ajantupar W TOJABPKAT CHOOPA3HO HU3BBPIIBAHUTE B TiIX AeiiHOCTU. lloMerieHusiTa MO3BONSBAT
paboTara B TAX Jla C€ HW3BBHPIIBA B JIOTUYHA TIOCIEAOBATEIIHOCT, KAaTO CE CBEXJAT 10 MUHUMYM
PHUCKOBETE OT TPEIIKH, U C€ IMO3BOJIsABAa €()EeKTUBHO MOYMCTBAHE M MOIAPHKKA C Ie] HaAMaJsBaHE 0
MHUHUMYM Ha PUCKOBETE OT 3aMbPCSBaHE.

3.1.2. OcBetieHHETO, TeMIepaTypara, BIaXXHOCTTa M BEHTWIAIMATA Ca TMOAXOAAIIM U He
OKa3BaT OTPHIIATEIIHO BIIMSHUE (TPSKO MM KOCBEHO) BHPXY KPBBHHUTE CHCTABKU IO BPEME HA TEXHUTE
npepaboTKa U ChbXpaHEHHUE WK BbpPXY MPABUIHOTO (DYHKIIMOHUPAHE HA 00OPYABAHETO.

3.1.3. [TomemenusiTa ce MPOESKTUPAT U 0OOPYABAT ChC 3aMIUTA CPEIIy BIM3aHETO HA HACEKOMH
U IPYTH KUBOTHH.

3.14. Bsemar ce MepKH 3a TMPENOTBPATSIBAHE BIM3aHETO HA HEOTOPU3UPAHH JIHUIIA.
[TomemenusiTa 3a npepaboTka, 3a AUArHOCTHKA, 32 CbXpPaHEHHUE U Ka4eCTBEH KOHTPOJ HE Ce M3IO0JI3BaT
3a MPEMUHABAHE OT MEPCOHAN, KOWUTO HE pabOTH B TAX.

3.1.5. TlomemeHusaTa ce IUTAaHUPAT Taka, Y€ OTIACITHHUTE ONEpalMH Ja CE€ H3BBPIIBAT B
ompesieNieH pel, KaTo ce u30srea KphCTOCBaHE Ha MOTOIUTE.

3.1.6. CropbxeHUsATa TIO3BOJSABAT JieCHA TOMJIPHKKA W To4ducTBaHe. He ce momycka
M3II0JI3BAHETO Ha OTBOPEHA KaHATU3aIlHI.

3.1.7. IlomemenusTa 3a nmpepaboTka ce BEHTHINPAT ¢()EKTUBHO C BH3AYITHO-KOHTPOIHPAIIH
ChOPBKEHUS (Temmeparypa HW TpU HEOOXOAMMOCT BIAXHOCT U (QUIATpHpaHE), TMOAXOAAIIM 32
W3BBPIIBAHUTE ICHHOCTH M 33 BHHIIIHATA Cpea.

3.1.8. IlomemenusTa 3a npepaboTKa ce OCBETIBAT MOAXOSAII0, 0COOEHO KOTaTo ce€ M3BBHPIIBAT
BU3YQJTHU TIPOBEPKH.

3.1.9. B3emaneto Ha mpoOH OT KPBBHU CHCTABKU CE€ U3BHPIIIBA B TOMEIICHHSITA 3a MTPepadboTKa,
IIPH YCIIOBUE Y€ HE CE HOCH HUKAKbB PHUCK 32 JIPYTH ChCTABKH.

3.2. [lomeneHue 3a KpbBOJAPUTEIU

3.2.1. Heobxomumo € ja umMa MSCTO 3a KOH(pHIECHIIMATHU CchOeceqBaHUs U 3a OILCHsSBaHE Ha
KaH1/1aT-KPbBOIAPUTENH, 32 /1a C€ MPELeH! JaJli ca MOJAXOIIN 3a TOHOPU. ToBa MSICTO € OT/IEJIeHO OT
BCUYKH OCTAHAIU TIOMEIICHUS.

3.2.2. ITlomemeHusiTa OTrOBapsAT Ha OOIIONMPUETUTE W3MCKBAHUA 3a 3APABOCIOBHOCT |
0e30MacHOCT Ha TepcoHala (BKIIOUMTEIIHO HAa W3HECCHHWTE CKUIU) W Ha JOHOPUTE, C HAAJIEHKHO
OTYUTAHE HAa CHOTBETHUTEC HOPMATHBHH M3UCKBAHUSI.



3.3. IlomelieHue 3a B3eMaHe Ha KPbB

3.3.1. BzemaHeTo Ha KPBB C€ M3BBHPIIBA B MIOMEIICHHE, TPETHAZHAYCHO 32 0E€30TaCHO B3EMaHe
Ha KPBB OT AoHOpuUTe. Tazu neiHOCT € opraHu3upaHa Mo Ha4MH, OCUTYPSIBAILl OE30MACHOCT 3a JOHOPUTE
U 3a IepcoHalla, a ChIIO0 M 3a HEJOMyCKaHe Ha IPElIKM B Mpoleaypara MO B3eMaHE Ha KpPBbB.
O06opynBaHO € MOAXOAIIO 32 HAUYaTHO TPETUPAHE Ha JOHOPH C HEKEIAHU PEaKIUU W HapaHSBaHUS OT
WHIIMJICHTH, CBbP3aHU C B3EMAaHETO Ha KPbB.

3.3.2. Ilpenu na ce ogoOpAT moMelIeHHsITa 3a paboTa Ha U3HECEH €KHII, TIXHATa MPUTOIHOCT Ce
OLICHSIBA I10 CJIEAHUTE KPUTEPUU:

3.3.2.1. nocrarbueH pa3mep, 3a Jia ce MO3BOJIU MPABUIHOTO (PyHKIIMOHHUPAHE U J]a CE TapaHThpa
JMYHOTO MPOCTPAHCTBO HA JJOHOPA;

3.3.2.2. 6e30MmacHOCT 3a MepcoHaja 1 JJOHOPUTE;

3.3.2.3. HanMMYMeTO HA BEHTWIALUS, SICKTPUICCKO 3aXpaHBaHE, TOANIETHA, OCBETIICHNE, KAKTO U
CBHOPBIKEHUS 32 MUCHE Ha PBIIE;

3.3.2.4. curypH1 KOMYHHKAIIUU, CbXpaHEHUE U TPAHCTIOPT HA KPbB;

3.3.2.5. rapaHuus 3a aJIcKBaTHO MEXJIMHHO ChbXpPaHEHHUE.

3.3.3. [logpexxnaHeTo Ha MOMEIIEHUETO W MPOIEIypUTE 32 B3eMaHE HAa KPHB rapaHTUPAT, Ue
KpbBTa ce B3eMa B Oe30IacHa M YKCTa Cpefa U PUCKBT OT IPEUIKH U MUKPOOHO 3aMbpCsBaHe € CBElIEH
JI0 MUHUMYM.

3.3.4. Cepno3HO BHHMaHHE C€ OTIENIs Ha TOIPEKITAHETO Ha JieriaTa 3a KphBOB3EMaHE U
paboTara chC cakoBe, KPbBHH MPOOH U OapKOJl ETHKETH.

3.4. Ilomemenus 3a TUarHOCTUKA U TPepadOTKa Ha KPHB

3.4.1. lma crennaniHO MpeaHa3HaueHa J1adopaTopHa 30HA 3a JUArHOCTHKA HAa KPbB, OTAENEHA
OT TIOMEIIIEHHETO 3a JJOHOPH Ha KPHB W TMOMENICHUETO 33 MpepadoTka Ha KPBBHHU CHCTABKH, C JTOCTBII,
pas3pelieH caMo Ha OTOPU3HpPaH MEePCOHA, KOSITO Ce M3MO0JI3Ba CaMo 3a MpeIHa3HaYeHaTa Iell.

3.4.2. JTabopatopunTe ca MPOCKTUPAHU CHOOPA3HO U3BBPIIBAHUTE B TAX AeHHOCTH. OcUTypsiBa
Ce JIOCTaThYHO NPOCTPAHCTBO, 3a Ja ce M30erHar 3aMbpcsiBaHE OT CMECBaHE M KPHCTOCBAHE Ha
norouuTe. MiMa moaxoasiio npocTpaHCTBO 32 ChXpaHEHHE Ha MPOOU M TOKYMEHTH.

3.4.3. HeoOxogumu ca creuuajgHU TMpaBujia 3a 3alldTa Ha YyBCTBUTEIHA amaparypa oT
BUOpAINH, €NIEKTPUICCKU CMYIICHHSI, BIQXKHOCT M €KCTPEMHU TeMIIePaTypH.

3.5. [lomenieHus 3a CbXpaHEHHE

3.5.1. [lomemenusita 3a ChbXpaHeHHE OOE3MeYaBaT CUTYPHO W H30JHMPAHO CHXpPAHCHHE HaA
pa3IMyHU KaTeropuu KpbB U KPHBHU CHCTABKU M MaTepHalii, BKIIOUUTEIHO KapaHTHHA U OCBOOOAECHU
MaTepuai, KakTO W KPbBHU EAWHWUIM WIM KPBBHU CHCTABKM, B3€TH NPU CIEIHUAIHU KPUTEPUU
(aBTONIOKHO KpBBOJAApsiBaHe). JJOCTHIBT € OrpaHUYeH CaMo 3a YITbIHOMOIIEHH JINIA.

3.5.2. HanuyHu ca MHCTPYKIMH 3a IEHCTBUS MPU MOBpeaa Ha 000PYIBAHETO WM CIUpPaHE Ha
€JIEKTPO3aXpaHBAHETO B OCHOBHOTO MOMEIIIEHUE 33 ChbXPaHEHHUE.

3.5.3. ChopbxkeHusiTa 3a ChbXpaHEHHE C€ MOYUCTBAT OT OTMAIbIM, NpPax M BPEAUTEIH
(HacexoMH, TpU3aun).

3.5.4. B nomemeHusATa 32 ChbXpaHEHHE MMa BB3MOXKHOCT 32 OpraHU3UPAHO ChXpaHEHHE Ha
pa3IMYHUTE KAaTErOpHH MaTepuajd M KPHBHU CBHCTABKH, BKIIOYUTEIHO OMAKOBBYHU MAaTEpHAIIU,
MEXIUHHU U KpailHM ChCTAaBKM M MaTepuaiy B KapaHTHHA, OCBOOOJCHH, OTXBBPJICHH, BbPHATH HIIU
M3TEIJIEHU OT yrnoTpeoda.

3.5.5. KpbBHU ChCTaBKH HE c€ pUeMaT 3a IOBTOPHO pa3IpeeieHne WK eKCIIepaHe OCBEH B
Clly4auTe, Koraro:

3.5.5.1. nponienypara 3a BpblllaHe Ha KPbBHU ChCTABKH € PEIIAMEHTUPAHA C JI0TOBOP;

3.5.5.2. 3a Bcsika KpbBHA ChCTABKAa MMa JOKA3aTEJICTBA, Y€ YCIOBUATA 32 ChbXpaHEHHE ca OMIN
CIa3eHU;

3.5.5.3. uma 10CTaThYHO MaTepHall 3a U3CJIEeIBaHE 32 ChbBMECTUMOCT;

3.5.5.4. peau MOBTOPHOTO paslpe/esieHue WIH eKCIeIUpaHe Ha KPHbBHU CHCTaBKU CE BOIU



JIOKYMEHTAIHS, YIOCTOBEPsIBAIlIA, Y€ € O M3BBPIICH BU3YyaJICH O] Ha ChCTaBKUTE.

3.5.6. [TomenieHusITa 32 ChXpaHEHUE Ca MPOCKTUPAHU WU TMPUCIIOCOOCHH 332 OCHTYpsIBAaHE Ha
no0pu yCIOBHSL 3a ChbXpaHEHHE. e ca YUCTH U CyXM M B TAX Ce€ MOIIbpXkKa TeMmIeparypa B
MPEIBAPUTEITHO OMNpPEISICHH TIpaHuiy. Korato ce HM3HWCKBAT CICIHAHU YCIOBUS 33 ChXpaHCHHUE
(Temmeparypa, BIaKHOCT), T€ C€ OCHUTypsBaT, NpOBEpsBAT W MpociensBar. AllapMeHa cucrema
CBOCBPEMEHHO MPEIYyNpekIaBa IEePCOHAj]a 3a BCSIKO OTKJIOHEHHE OT MPEABAPUTEIHO 3aa/ICHUTE
napaMmeTpu.

3.5.7. MsictoTo 3a moNydaBaHe M pa3TOBapBaHE € MPOSKTUPAHO Ja MPEANa3Ba MaTCpHATUTE H
KPBBHUTE CHCTaBKUM OT arMmochepHute BiusiHUs. [lomemieHusaTa 3a MpUEeMaHe c€ MPOEKTUPAT U
o0opyaBar Ja TO3BOJSBAT KOHTEHHEPHUTE C BXOMAINIUTE MaTepUald Ja Ce€ IMOYMCTBAT, KOTaro €
HEoOXOAMMO, TMpeau chbXxpaHeHue. lloMemnieHneTro 3a mMpHEMaHe € OTIENHO OT IOMEIIEHHUETO 3a
ChXpaHCHHE.

3.5.8. AkO CHCTOSIHHETO Ha KapaHTHHA C€ OCUTYpsSBa 4Ype3 pa3fesHO ChbXpPaHEHHE B OTIEIHU
MIOMEIICHHSI, TE3U TIOMEIICHUS ca ICHO 0003HAYEeHU M JOCTBIIBT JO0 TSIX € OTPAHMYEH 32 YITHITHOMOIIECH
nepcoHan. Beska cuctema, 3ameHsiia pusnueckara KapaHTUHa (KOMIIOTpU3MpaHa CUCTEMa), TapaHTHpa
€KBHUBAJICHTHA CUTYPHOCT.

3.5.9. Otnennu 308U ca 000COOCHN M TOAXOASIIO0 0003HAYCHU 32 ChXPAHCHNE HA OTXBBHPIICHH,
OpakyBaHH, U3TEITICHH OT yHnoTpeda Wik BbPHATU MaTEePHAIU, KPbB U KPHBHHU ChCTaBKH.

3.5.10. O6ppima ce crienuaHO BHUMaHUE 32 0€30MaCHOTO U CUTYPHO ChXpaHEHHE Ha TeYaTHU
OMAKOBBbUHU MaTepHau (Habopu oT 6apKoJ €TUKETH 3a €AMHULIUTE KPbB).

3.6. ITomoniHM momMenieHus

3.6.1. [lomemeHusiTa 3a TMOYMBKAa W OCBEXaBaHE Ha MEpPCOHANA ca OTIENIICEHH OT JAPYTUTe
TTOMEIICHHSI.

3.6.2. CrbnexanHUTe, YMHUBAIHUTE M TOAJETHUTE Ca JIECHO JOCTBHIIHU M CHOTBETCTBAIM Ha
Opost Ha mon3BammTe. TOAJETHUTE HE Ca C JUPEKTHA BPB3Ka KbM TOMEIICHHATA 3a MpepadoTKa,
JTUArHOCTHKA WM ChbXpaHEHUE.

3.6.3. IlomomHHTE TOMEIICHHS ca OTACIICHH OT IIOMEIICHUATAa 3a MpepadoTka. AKo B
MOMEIICHHATA 3a MpepadoTKa U J1abOpaTOpUUTE ce ChXpaHSIBAT PE3EPBHU YACTH U MHCTPYMEHTH, T€ CE
ChXpaHsIBaT Ha MSCTO, MMPEAHA3HAYCHO 32 TOBA.

3.7. MsCTO 3a U3XBBPJISTHE HA OTHABIN

3.7.1. Onpenenst ce MacTo 3a 6€30MacHO JCTIOHUPAHE HA OTMAIBIN, MAaTePUAIN 32 €JHOKpaTHA
ynorpe0a, U3IMO0JI3BaHU [0 BpeMe Ha KPbBOB3EMaHe, TUAarHOCTUKA U mpepaboTka, U OpakyBaHU KPbB U
KPBHBHU ChCTABKH.

4. O6opyBaHe U MaTEPHATH

4.1. O0mM U3UCKBaHUS

4.1.1. llsmoto obopynBane ce MmiaHupa, KBaauduiupa, BAIUAUPa, KaaTuopupa U MoAabpxKa, 3a
Jla OTroBapsi Ha LIEJUTE, 32 KOUTO € mpeaHazHaueHo. Hanuunu ca paOoTHH MHCTPYKIIMU U C€ ChXpaHsIBaT
TIOJTXOJISITITA TTPOTOKOJIH.

4.1.2. Ob6opyaBaHeTo € M30paHO, CBEKIANKK 10 MUHUMYM BCUYKU OMACHOCTH 3a JOHOPWUTE,
MePCOHAIA WM KPBBHUTE ChCTABKH.

4.1.3. Bcuuku BaMIUpaHu MPOIECH U3MON3BaT KBanuduuupano odopyasane. Pesynrarute ot
KBalM(UKaUATa c€ JOKyMEeHTHpar. M3BBpIIBa ce peJoBHA TOMIPHKKA M KaIuOpupaHe U ce
JIOKYMEHTHpPa B CHOTBETCTBUE C yCTaHOBEHUTE Mpolenypu. ChCTOSHHETO HA MOAAPHKKATA HA BCSIKO
CHOPBIKEHUE € Ha PA3MOJIOKCHHUE.

4.1.4. Besiko KpuTHYHO 00Opy[BaHe MMa pelOBHA, IUIaHMpaHa MOJAPHKKA 32 OTKPUBAHE WUIIU
MPEeIOTBpaTSIBaHEe HA TMPEAOTBPATUMHU TPEIIKH W 3a TOAAbpKaHE HAa OOOpYIBAaHETO B HETOBOTO
ONTUMAJIHO (DYHKIHMOHAJIHO ChCTOsTHME. VIHTepBanuTe M NEeHCTBUATA 32 MOAJAPHKKA Ce OMpeAessiT 3a
BCSIKO 000pYy/IBaHE.

4.15. Karo HOBOTO W pPEMOHTHPAHOTO OOOpyIBaHE OTroBaps Ha W3UCKBaHHUATA 3a



KBaMM(UKaIIKs, KOTaTo ce MHCTAINpa U ce JIaBa pa3pelieHue 3a ynorpeoa.

4.1.6. Bcuuku MoauQUKaIy, MOg00OpeHHUS WM JIOMBIHCHHUS KbM BaJUAMPAHU CHCTEMH M
o0opyBaHe ce yIpaBlsBaT 4pe3 Mpolieaypara 3a KOHTPOJI Ha MPOMEHUTE B TpaHC(Y3UOHHUS LIEHTBHP.
EdexrhT Ha BCSKa mpoMsHA B CHUCTEMara WM OOOPYIBaHETO, KAKTO M HEWHOTO BB3IACHCTBHE BBHPXY
KauecTBOTO M 0€30MacHOCTTa, C€ Omperdelns, 3a Ja ce HIACHTH(HUIMpA CTENeHTa Ha HEOOXOAMMO
MIOBTOPHO BaJTUMPAHE.

4.1.7. Hanuuau ca WHCTPYKIMH 3a ynorpeda, MOAAPBKKA, OOCTY)KBaHE, MOYUCTBAHE U
XUTHCHU3HPAHE.

4.1.8. Hanuuam ca mpoleAypud 3a BCEKH THN OOOpyIBaHE, KOWUTO OIHKCBAT IMOAPOOHO
NEHCTBUATA, KOUTO CE MPEANpUeMar IpHu Bb3HUKBAHE HA HEM3MPABHOCTH WIIA TTOBPEIH.

4.1.9. U3non3Bar ce caMo peareHTH ¥ MaTepHalid OT YTBbPJAEHH AOCTABYHIIM, KOUTO OTTOBAPST
Ha JIOKyMEHTHUPAHWUTE W3UCKBaHUs M crenudukanuu. KpuTuaaure marepuaid ce OCBOOOXKIaBaT OT
nuie, KBaM(UIMpPaHo 32 U3BbPIIBAHE HA Ta3H JEHHOCT.

4.1.10. [TIlpowsBoguTenuTe Ha CTEPWIHM Marepuann (CUCTEMH CaKOBE 3a KPbB,
AHTUKOATyJIaHTHH pa3TBOPH) TMPEAOCTaBAT cepTU(dUKAT 3a OCBOOOXKIAaBaHE 3a BCSKa MapTUIA.
TpaHChY3MOHHUAT LEHTHP OMpeAeiis KpUTEPUUTE 3a MpUeMaHEe Ha TakuWBa CepTHU(HKATA B MHCMEHA
dopMa, KOMTO Ja BKIIOYBAT HAW-MAJIKO HMMETO Ha MaTepuaia, MPOW3BOIUTEIIS, ChOTBETCTBHETO C
M3HUCKBAHMSITA Ha JIEHCTBAIIaTa HOPMATUBHA ypenda U MOTBBbPXKACHHUE, Y€ MaTePHAIIUTE ca CTEPUITHHU U
aNMpPOTCHHHU.

4.1.11. CbcTosiHMETO Ha MarepuaiuTe (I10J KapaHTHHA, 0CBOOOJEHH, OTXBBPJIEHH) C€ IIOCOYBA
SICHO.

4.1.12. MarepuanuTe M pEareHTUTE C€ CbhXpaHSABaT MPU YCIOBUATA, OIpPENEICHH OT
MIPOU3BOUTENS, W 10 CUCTEMAaTHU3WpaH HA4YMH, KOHTO MO3BOJISABA pas3jeiisHe Ha TapTUAHM, KaKTO W
O0OHOBSIBaHE Ha 3aracuTe.

4.1.13. CpxpaHCHHETO W M3IOJI3BAHETO HA MATEPHANM CJICBAT MPUHIUNA "TBPBHU BISA3BI -
ObPBU U3IA3BA" (IBPBO CE€ M3MON3Ba MaTepualbT, KOWTO MBPBU € BHECEH 3a ChXpaHEHHE), KaTo ce
B3eMe€ MPEJIBH/I JaTaTa Ha U3TUYaHE Ha CPOKa HAa TOJHOCT HA MATEPHAIIUTE.

4.1.14. VlHBeHTapHHUTE OMKCH C€ ChXPaHsIBAT 3a MPUEMIIUB MEPUOJ, ChOOPa3eH ChC CPOKOBETE
3a ChXpaHEHHUE HA JJOKYMEHTH B YUPEKJICHCKUTE apXUBU HA IHPKABHUTE M OOIIUHCKUTE UHCTHTYIIHH.

4.1.15. ITHBeHTapHUTE OMUCH 332 00OPYABAHETO U MAaTEPHAIUTE CE€ MOIIBPIKAT KaTo CPEACTBO 3a
Ch37aBaHE HA UCTOPHS 3a MpepadoTeHaTa ChCTaBKa 3a YASCHSIBAHE HA U3TETISHUATA OT yIoTpeoa.

4.1.16. ]JleiiHOCTUTE TO PEMOHT M TOJAPHKKA HE MPEICTaBIABAT OMACHOCT 3a JOHOPA,
NepCcoHaNIa WM Ka9YeCTBOTO HA KPHBTA U KPHBHUTE CHCTABKHU.

4.1.17. OGopynBaHeTO, MPOEKTUPAHO WJIM H30pPaHO, C€ MMOYUCTBA M3IUIO (U KBICTO €
HeoOXoanMo ce oOe33apassiBa). ToBa ce M3BBHPIIBA B CHOTBETCTBHE C MOAPOOHU MUCMEHU MPOIEAYPH.
ChxpaHsBa ce Ha YUCTO U CYXO MSCTO.

4.1.18. PaztBopuTe 1 000pYABAHETO 32 U3MUBAHE/TMIOYMCTBAHE ca M30paHH U W3IMOJI3BAHH TaKa,
Ye J1a He ca M3TOYHHUIIM Ha 3aMbpCSIBaHE.

4.1.19. OGopynBaHeTO ce WHCTaNIMpa MO TaKbB HAYWH, Y€ Jla ce M30erHe BCSIKAKbB PHUCK OT
TPEIIKH W 3aMbPCSIBAHE.

4.1.20. Yactute Ha 000pyIBAaHETO U MaTEPHAIIUTE, KOUTO ca B KOHTAKT C KPbBTa M KPHBHUTE
CBhCTaBKU, HE pearupar, CheIuHSABAT WiK abcopOUpar 10 CTENEH, Y€ Jla OKa3BaT BIHUSHUE BBPXY
KaueCTBOTO Ha ChCTABKUTE U MO TO3U HAYMH J]a MPEACTABISABAT OMACHOCT.

4.1.21. Ha pa3nonoxXeHue MMa TCDIMIKH W CPEJCTBAa 3a M3MEpPBaHE C IOIXOMASAIN OOXBaT U
ToyHOCT. OOOpYABAaHETO 32 U3MEpBaHe, MPETErIsTHE, 3aliCBaHe U KOHTPOJI ce KanuOpupa U MmpoBepsiBa
Ha OTPEeCNICHN WHTEPBAIU, U3MOI3BANKY MOIXOMAIIH MeToau. [Tomabppxkar ce CbOTBETHH MPOTOKOIH 32
MOJOOHU M3CIIEIBAHUS, BKIIOYUTEIIHO CTOWHOCTHTE, MOJIyYeHU Mpeau Besika Kopekuus. Jloknmamute 3a
KanuOpupaHe BKIIOYBAT TOYHOCTTA HAa BCSIKO OOOpYIBaHE 3a M3CIEABAHE M MPOCIEASIEMOCT CHITIACHO
HallMOHATHUS CTaHAapT. JJokmaabT u/min cepTuUKaThT 3a KaaTuOpupaHe ce o100psBa U MOANKCBA, 3a



Ja ce TMOoKaxe oduIMamu3upaHe Ha JOKYMEHTa. BCHYKM HEyCHelHM KaTuOpOBKU C€ MOCOYBAT KAaTo
HECHOTBETCTBAIIIH, 32 JIa CE IIO3BOJIM MTPOYYBAHE HA MOTCHIIMATHOTO Bh3ICHCTBHE.

4.1.22. JlepexTHOTO 0OOpyIBaHE SICHO CE€ ETHKEeTHpa KaTo TakoBa M TMPU BB3MOXKHOCT Ce
IpeMaxBa OT TIOMEIICHHATA 33 TPepadoTKa.

4.2. Cuctemu 3a 00paboTKa HA TaHHU

4.2.1. Korato ce u3IMoJi3Ba KOMITIOTPU3UPAHA CHCTeMa, COPTYepPbhT, XapaAyepbT U AyOIUpaNTUTe
MPOLIEAYPH C€ MTPOBEPSIBAT PEIOBHO, 33 JIa CE OCUTYPH HAJIEKIAHOCT, J1a C€ BAIUIUPAT Ipeau ynorpeda u
Ja c€ TOIbPKAT BHB BAIHIUPAHO CHCTOSHUE. XapayepbT M COPTyephT ca 3allUTCHH CpEILy
HEpa3pelIeHo M3MOJ3BaHe WM HepaspelleHn mnpoMmeHd. [Ipomenypata 3a pe3epBeH  3aluc
MpeIoTBpaTsBa 3arydoa WM TOBpEXJaHE Ha JaHHHW TMPH TUIAHUPAHW W HEIUTAHUPAHW CPUBOBE WIIH
(GYHKIMOHATHU MTOBPEIH.

4.2.2. CucreMuTe ce MOIIbpXKAT MOCTOSHHO. Ch3gaBaT ce M C€ BBBEXKIAT JIOKYMEHTHPAHH
TUTAHOBE 32 MOJ/IPBKKA. Ta3u cTpaTerust BKIIOUYBA OJIMTH HA CUCTEMUTE 32 OCUTYPsIBAaHE HAa KaueCTBOTO.

4.2.3. IIpoMeHNTEe B KOMIIOTHPHUTE CHCTEMHU C€ BATHIUPAT, MPUIOKUMATA JOKYMEHTAIHS Ce
Mperex/ia, a ChOTBETHUAT MepcoHan ce o0yyaBa MOAXOSIIO Mpelu BbBEXkKIaHE Ha BCsSKa MPOMsHA B
pyTuHHara ymorpeba. KoMmiOThpHHTE CHCTEeMH C€ MONIbPKAT BB BalUAMPAHO ChCTOsIHME. ToBa
BKJIIOYBA TECTOBE OT IOJI3BAlIMs IMEPCOHAN, 3a Jia Ce IMOKaXe, Ye CHCTeMaTra HM3IBJIHSABA MPaBUITHO
BCUYKHU OMHMCaHHU (YHKIIMH KaKTO MPH MFPBOHAYATHO MHCTAUPAHE, TaKa U CJie]] BCHYKH MOIU(DUKALIUN
Ha CHUCTeMarTa.

4.2.4. JlocThbIbT HA TON3BAIIMs IEPCOHAT € HepapXWyHO OMpPENENIeH MO OTHOIICHHE Ha
BBbBEKJIAaHE, TIPOMSIHA, YSTCHE WJIM OTIIeYaTBAHE HA JaHHUW. V3Mmon3Bar ce METOaH 3a MpeAoTBpaTsSBaHe
Ha HEYbJTHOMOIIIEHO BIM3aHE, KaTO HAIpUMep JTUYHU HICHTU(UKAIMOHHHA KOJAOBE WIN MapOiiv, KOUTO
Ce TIOZIMEHSIT PEIOBHO.

4.2.5. B3emar ce BCMUKHU HEOOXOIUMHU MEPKH 32 OCUTYpsIBaHE 3aIMTa HA JaHHUTE. Te€3u MEpKU
rapaHTHpaT, Y& ca HAIMIE 3alIUTH CPEIly HEYITbIHOMOIICH! JO0aBSHUS, U3TPUBAHUS WIH WU3MCHCHUS
Ha JIaHHU W TIPEeXBBbpJsSHE Ha WHGOpMAIMs, MPEOAONSIBAT CE HEChOTBETCTBHS B JaHHHUTE, KAaKTO U 3a
MPEIOTBpATSIBaHE HA HEYIIBIHOMOIIICHO Pa3MpOCTpaHEeHNE Ha TakaBa HH(OpMAITHSI.

4.2.6. HanuuHa e crangapTHa oniepaTuBHA MPOLEaypa 3a:

4.2.6.1. ch3naBaHe HA HOB AKayHT;

4.2.6.2. n”3MEHEHNE HA CHIIECTBYBAI aKAyHT;

4.2.6.3. ciupaHe WK U3TpUBaHE (3aIMYaBaHE) HAa aKAyHT.

4.2.7. KommioTspHara cUCTEMa, BbBEJACHA 3a KOHTPOJ Ha PEIICHUATA 3a OCBOOOXKIaBaHE Ha
KPBBHU CBCTaBKH OT CKJIaJa, HE JOMYCKa OCBOOOXKIABAaHETO HA KPHB U KPBBHU CHCTAaBKH, KOTaro He
OTrOBapsT Ha U3MCKBaHUATA. KOMITFOThpPHATA CHCTEMa MMa BB3MOXKHOCT JIa CITUPA 0CBOOOXKIaBaHETO Ha
KPBHBHHU ChCTaBKH, MTOJIyYEHHU OT KPBB HA JAPUTEIH, KOUTO Ca OTCTPAHEHH.

4.2.8. Kputepun 3a KOHTPOJ HAa UH(OOPMAIIMOHHUTE CUCTEMH

4.2.8.1. Coryep B KpUTHUHU TOUYKH HA MTPOLIECUTE

4.2.8.1.1. CodTyepbT U €JICKTPOHHUTE TAONHIM, KOWTO C€ HW3IOJI3BAT 3a W3YHCISBAHE Ha
pe3ynTar oT BbBEICHU JaHHU, Ca BAIUIUPAHU.

4.2.8.1.2. CopTyepbT U EICKTPOHHUTE TAONHIM, KOWTO C€ HW3IMOJI3BAT 32 W3YHCISBAHE Ha
pe3yiTar oT BbBE/ICHHU JaHHU, Ca 3alIUTEHHU CPelly MPOMSHA OT HEYTbIHOMOIIIEHO JIUIIE.

4.2.8.2. ®akropu Ha pabOTHATa CpeJia, BIMSACIIM Ha HHPOpMaIlMOHHATa CHCTEMa

4.2.8.3. MecTONONIOKEHHETO Ha OOOpYABAaHETO - HOCHUTEI Ha WHGOPMAIMOHHATa CHCTEMa
(xapayep, KOMIIIOTPpH, MOHHTOPH, CHPBBPU U JpPYyTH), € B CHOTBETCTBHE C H3UCKBAaHUATA U
MHCTPYKLHMUTE 32 paboTa Ha MPOU3BOJUTENS MO OTHOIICHHWE Ha TeMIieparypa u BiaxHocT. Chuiure ca
MOJXOJISIIO 3AIIMTEHU CPEelly HEOTOPU3UpaH (M3MUYECKH JOCTBII, MOXKap, HABOJHEHHE, CIHMpAHE Ha
eJeKTpo3axpaHBaHe W Japyru puckoBe. CodTyepbT (MporpaMHHUTE TPOAYKTH) € 3allUTeH Cperry
HEOTOPU3HPAH JOCTHI (XaKePCTBO) OT JIMIIEH3UPaHa 3alUTHA ITporpamMa (¢ BB3MOXKHOCT J1a c€ OOHOBSIBA
ABTOMATHYHO CPEIly HOBH 3aIUIaXH) WU JIPYT MOAX0Ism] codryep.



4.2.8.4. Ilpomenure B codryepa u KOHPUTypalusTa Ha KOMIIOThpHaTa CHCTeMa ca
MIPEIBAPUTEITHO OOOPEHH, KOHTPOJMPAHW M BIMIUpPAHW. M3MCKBAT ce HAJIWMYHU 3alUCU OT BCHYKH
TE3U NEUHOCTH.

4.2.85. ApxuBupane Ha nanuu (backup) u cbxpaHeHHe Ha HHGOpPMAIHMS - BHBEICHHUTE
KPUTHUYHU JaHHHU CE 3alMCBaT MEPUOJUYHO M aBTOMATHMYHO HA YCTPOWCTBOTO Ha pabOTHOTO MSCTO Ha
chpBBp. Hocurenure Ha apxuBupana wHdopmarws (IUCKOBe, (ramr mamer, IpeHOCUM TBBPI JUCK U
JIp.) C€ U3ION3BAT U ChXPaHIBAT B ChOTBETCTBHE C MHCTPYKIMUTE HA TIPOU3BOIUTENS B TIOMEIICHUS C
KOHTPOJMpPaHa BIAXHOCT U TeMiieparypa. Hocurenure Ha apxuBupaHata WHGOpMAIUsS Ce Mpeara3Bar
OT ToXKap, Kpax0a u Apyru puckoBe. Hocurenure Ha apxuBupaHara HWHGOpMAIUs CE CbXPaHIBAT
OTJIEJTHO OT apXMBUPAIIUTE YCTPOUCTBA (YCTPOMCTBOTO HA paOOTHOTO MSICTO Ha ChPBBpA), TaKa 4e Ja ce
KOHTPOJUPAT U MUHUMU3UPAT PUCKOBETE U Jla C€ Ch3aJaT YCIOBHUS 3a Bb3CTAaHOBABAHE HA cUCTEMaTa B
paMKUTE HAa TMPHEMIIUB TEPUOJ] OT BpeMe MpU Bb3HHKHANA 3aryba Ha mHpopmarms. [Ipouemypara 3a
Ch3/71aBaHE HA PE3EPBHU KOIMHUS CE€ TECTBA EPUOTUUHO.

4.2.8.6. [leficTBuUS Mpy N3BBHPEIHH CUTYAIIMH, BOACIIH 10 CPUB B HH(POPMAITMOHHATA CHCTEMA.

4.2.8.6.1. Bwp3craHoBsiBaHE Ha CHCTeMara - Ch3JaBa C€ MPOIEAypa 3a BH3CTAHOBSBAHE Ha
CHUCTeMaTa B 3aBHCHMOCT OT KPUTHYHOCTTa HA CHOTBETHATa 4YacT OT cucrtemara. [Ipomemypara mo
BB3CTAHOBSIBAHE CE TECTBA MICPUOUTHO.

4.2.8.6.2. Koraro mporecuTe o 0cBoOOXk/1aBaHe OT KapaHTHHA HA KPbB U KPbBHU ChCTaBKH Ca
BKIIIOYCHH B MH(OPMAIIMOHHATA CHCTEMa, HAIMIHK Cca aJITSPHATUBHU TpOIeaypH (3allMcu Ha XapTHEH
HOCHUTEN) 3a TE3U MPOLIECH.

4.2.8.6.3. KoMImoTbpHHATE 3a1icu ¢ OOHOBSBAT (IOMBIBAT) 3aIBIDKUTEITHO, KOTaTO CHCTEMAaTa
Ce Bb3CTaHOBH.

4.3. Kpanuduxanus u BaauIupane

4.3.1. OCHOBHU NTPUHIIUIHI

4.3.1.1. CwopwmkeHusdATa W 00OpyIBaHETO ce KBanupuimpar, mpeaw Ja ce M3IMOI3Bar.
CucremMute, MpolECUTEe W HW3CIEABAHUATA C€ BaJUAMUpAT, KOETO BKJIIOUBA JEHHOCTUTE, CBBP3aHU C
KBAJIM(DUKALAATA U BATHIUPAHETO.

4.3.1.2. Ilpuanunute Ha KBATM(PUKALIKA U BATHIUPAHE Ca MPUIOKHUMHU 32 B3EMAHETO Ha KPbB,
npepaboTKaTa, U3CIEIBAHETO, PA3MPEACICHUETO H EKCIICAUPAHETO Ha KPbBHH ChCTaBKU. M3WCKBaHE Ha
Hob6pata npaktuka e L{ITX, OTX u JITX na nu3BbpiiBar BauIaliMoHHa ASHHOCT, KOSTO € He0OXoauma Jia
JIOKa)ke KOHTPOJIa Ha Ka4eCTBOTO IO OTHOIIEHUE HA KPUTUYHH TOYKU OT TSAXHATA KOHKpPETHA JIEHHOCT.
CopuiecTBEHUTE MPOMEHU IO OTHOLIEHHE Ha TOMEIICHUATa, 00OpYABAHETO, KOMYyHAJIHUTE YCIYIH U
MPOIECUTE, KOUTO MOTaT Jla TOBIUSISAT BbPXY KAYECTBOTO HAa KPBBHUTE CHCTaBKH, C€ KBaIU(UIIUPAT
W/WTH BaHIUpatr. basupaHusAT Ha pUCKa MOIXOJ Ce M3IOJI3Ba 3a ONpejelisHe 00XBaTra M CTEICHTa Ha
T€3H MMPOMEHHU.

4.3.1.3. IIpunara ce moaxoJ 3a yHpaBIeHHWE Ha PHUCKA, OCHOBABAIl C€ Ha CUCTEMEH IpPOIeC 3a
OIICHKa, KOHTPOJ, CHhOOIIaBaHe M TMperiie[] Ha PUCKOBETE 3a KA4eCTBO 4Ype3 KU3HEHHUS LUKBI Ha
KpbBHATa ChCTaBKa. Karo gacT ot cucTemara 3a ympaBJIeHHE Ha PUCKa PEIICHHATA 3a IIeNiTa U 00XBara
Ha KBanMH(UKAIMITA U BalUJAMPAHETO C€ OCHOBAaBaT Ha OMNpaBJaHa M JOKYMEHTHpaHa MpeleHKa Ha
pHCKa 10 OTHOIIICHUE HAa ChOPBHKECHUATA, 000PYIBAHETO, KOMYHATHUTE YCIYTH M IPOIIECHUTE.

4.3.1.4. JlanHuTe, MOAKPETIAIIM TPOYYBAHHUATA BbPXY KBAIH(DHUKAIIMATA W/WUIM BaTUIUPAHETO,
KOMTO Ca IMOJYYSHU OT M3TOYHHUIIM M3BBH COOCTBEeHUTE cUcTeMu 3a KauecTBo Ha L[TX, OTX u JITX, ce
U3I0JI3BAT MPU YCIIOBUE, Y€ TO3U MOAXOJ € OMpaBlIaH U MMa rapaHiys, Y€ € UMalo KOHTPOJIU Mpe3
eJIHS TIPOLIeC HA PETUCTPUPAHE HA TE3U JaHHU.

4.3.2. Opranv3upaHe 1 IJaHUpaHe Ha BaJUIUPAHETO

4.3.2.1. Bcuuku 1edHOCTH 1O KBalu(UKALKS U BaTUJAUpaHe Ce TUIAHUPAT U C€ B3eMaT MPEIBU]T
KU3HEHUAT LIUKBI HA ChOPBHKEHUATA, 000PYABAHETO, KOMYHAIHUTE YCIYTH, IPOLIECUTE U TPOTYKTHUTE.

4.3.2.2. JleliHocTUTe TO KBamuUKAUs U BAIUIUPAHE CE U3BBPIIBAT CaMO OT TOAXOJSIIO
00y4eH nepcoHal, KOWTO ClIeZiBa OJJOOPEHH MPOLEAYPH U JJOKIIA/IBA, KAaKTO € ONPE/ICICHO B CUCTEMaTa 3a



KauecTBO Ha TpaHC(Y3MOHHHUS LEHTHP. VMMa MOAXOASI Ka4eCTBEH HAA30p BBPXY LIS MPOIEC Ha
BaJIMIUPAHETO.

4.3.2.3. KirouoBUTe €JeMEHTH Ha mporpamara 3a KBalu(UKalMs ¥ BaJIHIMpaHE ca SICHO
neUHUPAHN U JIOKYMCHTHPAHU B OCHOBHHUS IUIAH 32 BAJIMIUPAHE WIH CKBUBAJICHTHHU JIOKYMCHTH.

4.3.2.4. OCHOBHUST IUIaH 32 BaJIMIMPAHE WU €KBUBAJICHTEH JOKYMEHT Ne(dUHUpa cucTeMara
3a KBaJM(UKAIKS/BAIUIUPAHE U BKJIIOYBA WJIM ChAbpXKa Moja ¢opMara Ha crpaBka WH(opmaius 3a
CJIeTHOTO:

4.3.2.4.1. monuTHKa 3a KBaTu(pUKamusa U BaluIdpaHe;

4.3.2.4.2. opranu3alliOHHA CTPYKTYpa, BKIIIOYBAILA POJUTE U OTTOBOPHOCTHUTE 3a JACHHOCTHUTE
1o KBTH(HUKAIHS U BaTHINPAHE;

4.3.2.4.3. 06001IeHNE HA CHOPBKEHUATA, OOOPYABAHETO, CUCTEMUTE U TPOICCUTE U TEXHHS
cTaryc Ha KBTH(HUKAIKS U BATHINPAHE;

43244, KOHTPOA HA TPOMEHHUTE W CIIpaBSHE C OTKJIOHCHHS TpHU KBaTUPUKAIHUSI |
BaJIMINPAHE;

4.3.2.4.5. Hacoku 3a pa3paboTBaHE HAa KPUTEPHUH 3a OI0OpEHHUE;

4.3.2.4.6. mo3oBaBaHe Ha ChILIECTBYBAIIU JOKYMEHTH;

4.3.2.4.7. crparerus 3a KkBaJu(UKaLKS U BaIUIUPAHE.

4.3.2.5. Ilpu ronemMu 1 KOMILIEKCHU MPOEKTH IIAHUPAHETO MPUI00HMBA JOMBIHUTETHA BAXKHOCT
W TIPWIAraHeTO Ha OTICIIHM IUIAaHOBE 3a BaWJAMpaHE MOXE Ja JONPHHECE 3a IO-TojisiMa SICHOTA.
OcCHOBHHTE TUTAHOBE 32 BATHIMPAHE Ca CBbP3aHH U MPOCIEIIEMHU.

4.3.2.6. Ilpunara ce moaxoj 3a ympaBlICHHE HAa PHCKa 3a ACHHOCTHUTE MO KBaIM(pHUKALUS U
Banuaupane. OIEHKUTE Ha pUCKa Ce MOBTApST, KOraTo TOBa € M3UCKBA. Ha4MHBT, MO KONTO OIEHKUTE
Ha pHUCKa Ce M3MOJ3BaT 3a MOJIKpena Ha JACHHOCTUTE IO KBATH(HUKAIMS W BaJIUAUPAHE, € SICHO
JIOKYMEHTHUPAH.

4.3.2.7. B paborara 1o kBaquuKanus U BATUANPAHE CE BKIIFOYAT ITOIXO/SIIN IPOBEPKH, 32 Ja
Ce rapaHTHpa IeJIOCTTa Ha BCUYKU MOJTyYeHH JIaHHHU.

4.3.3. JlokyMeHTaIus, OCHOBEH TUIaH 32 BaAIMIHpPAHE

4.3.3.1. CTpuUKTHOTO BOJICHE Ha JIOKyMEHTAallUs € Ba)XHO 3a MOJAbp:KaHe Ha YIPAaBICHUETO Ha
uHpOpMaIHATa 32 MPOAYKTA Mpe3 Il My XHU3HEH IUKBI. Ch3aaBar ce MPOTOKOIH 32 BAIHIUPAHE,
KOUTO OTpPEAENAT KaK Ce W3BBbPIIBA KBATH(PHUKAIMATA U BaIUAUpPAHETO, NeDUHUpAT ce KPUTHUHUTE
eTaly B CUCTEMH, CBOICTBA U MTapaMeTPHU M CBHP3aHUTE C TAX KPUTEPUHU 32 IIPHEMaHE.

4.3.3.2. Bcuuku OKyMEHTH, Ch3/IaJICHH MO BpeMe Ha KBaTH(UKAMIATA U BaJIUIUPAHETO, CE
o100psBaT M pa3peliaBaT 3a U3IMO0JI3BaHE OT MOAXO/SI MePCOHAN, KakTo € nepuHupaHo B cucTemara 3a
Ka4ecTBO.

4.3.3.3. JlokymeHTHTe 3a KBanu(uKalus MoraT Ja ce KOMOuHUpar (kBanudukamus 1o
WHCTAJIMPaHE U OTICPAIlMOHHA KBATM(UKAIINS) TaM, KbJIETO € TIOIXO/ISIIO.

4.3.3.4. Bcuuku 3HaYMMH NIPOMEHU B OJOOPEHHUS MPOTOKOI MO BpeMe Ha M3MBIHEHHETO, KaTo
KPUTEPUU 3a MPUEMaHEe U OTICPAIIMOHHY IMapaMeTpPH, ca JOKYMEHTHPAHHU KaTO OTKJIOHEHUE W ca HAYYHO
000CHOBAHH.

4.3.3.5. B3auMoaeiCcTBHETO MEXKIYy AOKYMEHTHTE NMPH KOMIUICKCHH BAJUAMPAIIA IPOCKTH €
SCHO epuHUpaHo.

4.3.3.6. Korato mpoTOKOIUTE 1O BaJUAUPAHE W JPYTH JOKYMEHTH Ca MPEJOCTaBCHH OT TpEeTa
CTpaHa, KOSITO MPEJOCTaBsl YCIYTH MO BaJIUIUpPaHE, MOAXOII] MepCoHal Ha TpaHC(HY3HOHHUS LEHTHP
MOTBBPKIAaBa, Y€ JIOKYMEHTUTE Ca IOAXOMSAIIM W OTTOBapsAT Ha BBTPEUIHUTE TMPOICIYypU MPeIn
onoOpenuero uM. [IporokonuTte Ha mpogaBaya ce ChIPOBOXKAAT C JIOMBIHUTENHA TOKYMEHTAIUs, KAKTO
U C MPOTOKOJIA OT U3CIIEABAHUS B TPAHC(PY3HOHHUS IIEHTHP, IPEIH 1a ObJaT MyCHATH B YIOTpeoa.

4.3.3.7. Pesynratute, KOUTO HE OTTOBApPAT HA MPEABAPHUTEIIHO OMPEACICHUTE KPUTCPUH 3a
npueMaHe, ce OTOeNA3BaT Karo OTKJIOHEHHE M ce MPOoydYBaT MOAPOOHO CHINIACHO MECTHHUTE MPOIEAYPH.
Benuku 3aKimr0ueHMs 32 BAIMIUPAHETO ¢ 00CHKIAT B JIOKIA A,



4.3.3.8. [lperneabT U 3aKIIOYCHUATA OT BAIHIMPAHETO CE€ OMKMCBAT B JOKIAJ U MOTYyYEHUTE
pesyiaTratid ce 0000IIaBaT CHpsAMO KpUTEPHHTE 3a TpueMaHe. BCcHUkHM TOCiIe[BaIld TPOMEHH B
KpUTEpUUTE 3a TpueMaHe ce 00OCHOBAaBaT HAyYyHO M C€ NPaBH KpailHa Mpenopbka 3a H3Xofa OT
BaJIMIUPAHETO.

4.3.3.9. OdunmanHOTO MONMyCKaHe 10 CIEABAIlUsA €Tall B Ipoleca Ha KBaTH(pUKALHAS M
BaJIMJIUPAHEe CE pas3peliaBa OT CHOTBETHUS OTTOBOPEH IIEPCOHAT Karo 4YacT OT OJOOpEHHETO Ha
MPOTOKONIa 3a BalUAMpAaHE WIM KaTo OTIeJeH o0000IIaBai] AOKYMEHT. YCIOBHO oOpo0peHue 3a
MPEeMHHABaHE KBbM CIIABAIlaTa CTHIIKA 1O KBIM(HKAIMS CE JaBa, KOTaTO HSAKOM KPHUTEPUHU 32
0o00peHHe WM OTKIIOHEHHsI HE ca W3MBJIHEHH W CHIIECTBYBa JOKyMEHTHpaHa MpeEleHKa, 4e HAMa
3HAYMMO BB3JICHCTBUE BBPXY CIIe/IBaIaTa JeHHOCT.

4.3.4. Kanu(pukamoHHH €Taru 3a 000pyaBaHe, ChOPHKECHHUSI U CHCTEMH

4.3.4.1. KpamudukanuoHHUTE JEHHOCTH OOXBalaT BCHYKH €Tamd OT IThbPBOHAYAIHOTO
pa3zpaboTBaHe Ha crenuuUKalUUTe 32 W3UCKBAHMATA Ha MOTpeOMTENs [0 KpaiHara ymnoTpeba Ha
000pyIBaHETO, CHOPBKCHHUATA WU cucTemara. OCHOBHUTE €TalmW W HAKOM TpEIJIaTaHH KPUTEPHH,
3aBHCEIIM OT YCJOBMSATA HAa BCEKHM WHIMBUAYaJCH NPOEKT, KOUTO C€ BKJIIOUBAT BbB BCEKH €Tall, ca
MOCOYCHH TMO-TIONTY.

4.3.4.2. Cnenudukaiys 3a U3MCKBAHUATA HA MOTPEOUTEINIS: Crelu(UKaIsITa 3a 000pyIBaHe,
CHOPBKEHUS, KOMYHAITHU YCIYTH WM CUCTeMH ce neduHupa B creruduKanus 3a U3MCKBAHHUATA Ha
notpeduTens u/min yHKImoHaHa crenudukanus. OCHOBHUTE €JIEMEHTH 3a Ka4eCTBO Ca M3rPaJICHU B
TO3U CTaAWii M BCHYKH puckoBe Ha JloOpara mpakTuka ce CBEXIAT [0 TMPUEMIIMBO HUBO.
Criennukanusara 3a U3UCKBAHUATA HA MMOTPEOUTENS € OCHOBA 3a CIpaBKa IO BpeMe Ha IIeNUs TPOIeC
Ha BaJIUUPAHE.

4.3.4.3. Kpamudukanuss Ha TPOSKT - CICIBAIIMAT €JIEMEHT OT BaIUIANPAHETO HA HOBH
CHOPBIKEHUS, CUCTEMH WIIM 000pyBaHe € KBanupukanusTa Ha IpoekT. ToBa BKIIIOUBA IEMOHCTpAIUS U
JIOKYMEHTUpPAaHE Ha CHOTBETCTBHETO Ha mpoekra ¢ JloOpara mpakThka (TMPOEKTHT € MOIXOAI 3a
npenHazHaueHneTo). M3uckBaHusaTa B cnenudukanusTa Ha MOTPEOUTENs ce MPOBEpSBAT 1O BpeMe Ha
KBaJM(PHUKALUATA HA IPOCKTA.

4.3.4.4. U3cnenanus 3a IPUEMIIMBOCT MPU MPOU3BOIUTEIIS

4.3.4.4.1. Vzcnensanus 3a MpUEMIUBOCT Ha MsicTo: OOOpyIBaHETO, KOETO BKIIFOYBA HOBA WIIU
KOMITJIEKCHA TEXHOJIOTHS, C€ OLEHSBA, aKo € MPHJIOKUMO, IIPU IpojaBada npeau noctaBkata. [Ipenu
WHCTAJIMPAHETO CE MOTBLPKIaBa, 4e 000PYIBAHETO OTTOBaps Ha CreIU(UKAIUATA 32 U3UCKBAHUATA HA
notpeduTenst/pyHKroHamHaTa cnenudukanus npu mnpoaaBada. [IpemiensT Ha JAOKyMEHTamusTa |
HSIKOM W3CJIE/IBAaHUSI C€ M3BBHPINBAT MPHU W3CIEABAHUATA 32 MPUEMIIMBOCT MPHU MPOU3BOAUTENS WU Ha
JIpyTH eTamu, 0e3 Ja € HeoOXOTUMO IOBTApsSHE Ha MSCTO NMPH KBATU(HUKAIUSA 10 WHCTAIHpPAHE H
oTepanMoHHa KBaTu(UKaIUs, ako ce JOKaxke, ye (PyHKIHOHAIHOCTTa HE € 3acerHara OT TpaHCIopTa U
HHCTaNMpaHeTo. M3cneaBanusTa 3a IPUEMINBOCT TIPH POU3BOIUTEISI CE JIONMBJIBAT OT U3BBPIIBAHE HA
M3CTIEIBaHUS 32 IPUEMIIMBOCT Ha MSICTO CJe]l IoJy4yaBaHe Ha 000pyIBaHETO.

4.3.4.5. Kpanudukanus 3a MHCTaIMpaHe - KBaJu(HUKAIUATA 3a UHCTAJUPaHEe Ce M3BBPIIBA 3a
HOBHM WJIH MOAU(DUIMPAHU CHOPBKEHHS, CUCTeMU U obopyaBaHe. KBanmdukanusara 3a WUHCTaIHpaHe
BKJIIOYBA, HO HE C€ OTPaHUYaBa camo J0, CJIETHOTO:

4.3.4.5.1. uncranupaHe Ha KOMIIOHEHTH, 000Opy/ABaHEe, TPHOOIPOBOAH, CEPBU3U U MHCTPYMEHTH,
KOWTO C€ MTPOBEPSIBAT CHIVIACHO aKTYaTHH WHKCHEPHU YESPTEIKHU U CrIeU(DUKAIINN;

4.3.4.5.2. npoBepka Ha MPABUIHOTO HHCTAIMPAHE CHIVIACHO IIPEABAPUTEITHO OMPEICICHU
KpUTEPUU;

4.3.4.5.3. chOupaHe U CHIIOCTABSIHE HA MHCTPYKIMUTE 3a padoTa HA JTOCTaBYMKA M M3UCKBAHHS
3a IOAAPBAKKA,

4.3.4.5.4. u3uckBaHus 3a KaIUOpHUpaHe;

4.3.4.5.5. npoBepka Ha CTPOUTEITHUTE MaTEPUAIIH.

4.3.4.6. OnepanvoHHa KBaJuM(UKANKS - 3aBbPIIBAHETO HAa YCICIIHA OIepaloHHa



KBaMM(UKALKs MMO3BOJsSIBA (DMHATM3UpPAHE HAa KaIMOpHUpaHETO, MpoIeaypu 3a paboTa M MOYHCTBAHE,
oOydeHHEe Ha ONepaTopuTe W M3WUCKBAHUSA 3a MPOPWIAKTHYHA MOAAPHKKa. OmnepannoHHaTa
KBanu(puUKanusg clefBa KBanuuUKalusaTa 3a HHCTAIUMPAaHE, HO B 3aBUCUMOCT OT CJIOXXHOCTTa Ha
000pyZIBaHETO TS C€ M3BBPIIBA KAaTOo KOMOWHHpaHA HWHCTAJAIMOHHO-ONEPAIIMOHHA KBadu(UKAIIHS.
OnepanroHHara KBanu(puKalys BKII0YBA, HO HE C€ OTpaHUYaBa camo J0, CIEIHOTO:

4.3.4.6.1. u3cnenBaHus, KOUTO ca pa3pabOTeHH Ha 0a3ara Ha IO3HABAHETO HA IPOICCHUTE,
CHUCTEeMHTE U O0OpyIBaHETO, 3a Ja Ce€ rapaHTupa, 4e cuctemMara paboTH, KaKTO € MPOEKTHUPaHa;
W3CIICIBAHUATA BKJIIOUBAT YCJIOBUSA WM TPYINU OT YCJIOBUS, BKJIIOUMTETHO TOpHA M J0jiHAa paboTHa
rpaHuia (MOHAKOTra ChOTHECEHO KbM YCIIOBHUS B "Hal-JIONIMS Cirydai'").

4.3.4.7. Kpamdukanust 3a ePEeKTUBHOCT - KBaIH(UKANusITa 3a €(EeKTUBHOCT € OTAeNHA
JNEHHOCT, HO B HSKOM CIlydad MOXE Jla C€ HU3IIBJIHSBA 3a€JHO C OMNEpaldoOHHAa KBaIU(UKAIMS WIH
BajuaupaHe Ha mnporeca. KBamudukammsra 3a €(EKTUBHOCT ClIe[[Ba YCIENTHOTO 3aBbPIIBAHE Ha
KBanu(UKalKsg 32 MHCTAIMpaHe U omnepalnroHHa kBanudukauus. Keanuduxarusara 3a eheKTUBHOCT
BKIII0YBA, HO 0€3 J1a ce orpaHuvaBa caMo JI0, CJIETHOTO:

43.4.7.1. wuscnenaBaHus, KOWUTO W3MOJ3BAaT TMPOU3BOACTBEHHW MaTepUaI, pa3pericHu
3aMECTUTEIN WU CUMYIHpPAaHU KPHBHH CBCTaBKH, 32 KOMTO € JIOKAa3aHO, Y€ Ca C PaBHOCTOWHO
MOBEJCHUE TPU HOPMAJHU W HAaW-JIOImM PaOOTHU YCIIOBHSA, KaTO YECTOTaTa Ha B3eMaHE Ha MpoOH 3a
MOTBBPKJCHIE Ha KOHTPOJIa Ha Mpolieca ce 000CHOBABA;

4.3.4.7.2. n3cnenBaHUATa TIOKPUBAT paOOTHUSI 00XBAT HA pPa3IIekKTaHUs MPOIEC, OCBEH aKo HE
CHILIECTBYBa JOKYMEHTHUPAHO [OKA3aTeICTBO Ha (pa3uTe Ha Pa3BUTHE HA TMPOIECca, MOTBHPKIABAIIO
HaJUYMEeTO HA PaOOTHU 00XBATH.

4.3.5. [loBropHa kBanupuKaus

4.3.5.1. O6opynBaHe, CHOPHKEHUS U CUCTEMH CE OLICHSABAT Ha TIOAXO/SIIN HHTEPBAIH, 32 Ja Ce
MOTBBP/IH, Y€ Cca MOJ KOHTPOJI.

4.3.5.2. Korato ¢ HeoOxXomuMa IMOBTOPHA KBATH(UKAIMSA U TS € W3BBPIICHA B crienuduyeH
nepuox OT BpeMe, W300pbhT Ha Mepuoja ce MOTHUBUpPA, a KPUTEpUUTE 3a OIeHKa ce neduHupar.
[IpoBepsiBa ce Bb3MOKHOCTTA OT HACTHIIBAHE HA MAJIKH MIPOMEHU C BPEMETO.

4.4. BanuaupaHe Ha MPOLIECUTE

4.4.1. OOy NOIOKCHHS

44.1.1. V3uckBaHWATa W TPUHIMIIATE, TOCOYEHW B TO3W paslei, ca MPWIOKHMH 3a
MIPOU3BOJICTBOTO, PA3MPEICIICHUETO H CKCIEeIMpPaHeT0 Ha KPBBHU CHCTaBKU. 1€ oOxBamiar
I'bPBOHAYATHOTO BaJUAUpaHe Ha HOBU MPOLIECH, MOCIEBAII0 BaJUANpaHe HA MOAUPHUIIMPAHU TPOLIECH
WM TIPEXBBPICHU Ha HOBO MSICTO C IIEJI MOJAbPIKaHE CTaTyca Ha BaUaupane (poIbJKaBalll Mpolec Ha
BEpUUIIPAHE).

4.4.1.2. Jloka3Ba ce, 4ye MPOIECUTE Ca CTAOWIHM U TapaHTUPAT MOCTOSHHOTO KayeCTBO Ha
KPBBHUTE CBCTABKM TIPEIM TAXHOTO paslpeleicHHe W pPyTHHHA KIMHWYHA yrorpeba. [lpum
HEOOXOAMMOCT MPOLIECUTE CE MOoJyIaraT Ha MPOCIEKTUBHA MPOrpaMa 3a Baluaupane. PeTpocnekTuBHOTO
BaJIUJIUPAHE BeUE HE € MPUEMIIUB MOAXO].

4.4.1.3. BanuaupaHeTo Ha HOBU KPBBHU CHCTAaBKH BKIIIOYBA BCUYKHU MPEABHUJICHU MPOLIECH U
MecTa 3a Mpou3BoACTBO. HayueH n ocHOBaBalll ce Ha pUCKa BAIMIALIMOHEH MTOIX0/I MOXKE /1a € OlpaBaaH
3a HOBU KPBbBHH ChCTaBKH, 0a3upalll ce Ha eKCTEH3UBHHU MMO3HAHUS 32 Mpolieca OT CTaausl Ha pa3paboTka
3a€/IHO C MPOBJDKABAIL MOAXOMAAI] CTAaTUCTUUYECKU KOHTPOJ Ha mpouecure. [Iporpamara nokassa, ye
M3BBPILIBAHOTO BAMIUPAHE € MPEACTABUTETHO 32 YCIOBUATA HA BCHUKU MTPOLECH HIIA TPOAYKTH.

44.1.4. 3a BaiuaupaHe Ha NPOLECHTE 3a TMOJydyaBaHE HA KPbBHU CBHCTAaBKH, KOUTO ca
MIPEHECeHH OT €JHO MOMEIICHHE B JPYro WM B paMKHUTE Ha CBHIIOTO NOMEIIeHHe, OpoAT Ha KPbHBHU
ChCTaBKH, M3IOJI3BAaHU 32 BaJUAMpPaHE Ha Mpolieca, CE HaMalsiBa Bb3 OCHOBAa Ha ChIIECTBYBALIUTE
MO3HAHMs 3a MpoIleca, BKIIOYUTETHO ChIBPKAHUETO Ha MPEALIECTBAIIOTO BalUIUpaHe, KOETO € Ha
pasnonoxenue. ChIIUAT TOAXOJ, aKO € OMPaBJAaHO, CE€ M3IO0JI3BA 32 CAKOBE C Pa3IU4HHU pa3Mepu WU
obemu.



4.4.1.5. BanuaupaHeTo Ha TPOIECHTE YCTAaHOBSIBA JIaJd BCHUYKH KAYECTBCHHM IPU3HALA M
nmapaMeTpu Ha IMPOIECUTE, KOUTO CE CUMTAT 332 BAXKHH 3a TapaHTHUPAHE HA BAIMIAIIMOHHUS CTATyC W
MPUEMIIUBO KauyeCTBO Ha KPHBHUTE CHCTABKH, C€ MOAABPKAT B Xona Ha mpouecure. KputnueH
Ka4eCTBCH IOKazareal ¢ (U3NIHO, XWMHYHO, OWOJOTUYHO WIIH MHKPOOHOJIOTHYHO CBOWCTBO WIIH
XapaKTEepHUCTHKA, KOUTO ca B paMKUTE Ha ONOOpEHU TpaHMIM, 00XBaT WM pas3mpeiesieHue, 3a Ja ce
OCUTYpPH JKEJIAHOTO KavyecTBO Ha ChCTaBKHTE. KpUTHUEeH mapaMeTsp HA Mporeca € mapaMeThp Ha
mpoleca, YusITO MPOMEHIMBOCT OKa3Ba BIUSHUE BbPXY KPUTHUYECH KA4ECTBEH MPHU3HAK U C€ MOHUTOPHUpA
WJIH KOHTPOJIAPA, 32 Ja Ce TapaHTHpPa, Y€ MPOIECHT BOIU JO JKEIAHOTO KauecTBo. OCHOBaTA, Upe3 KOSITO
napaMeTpuTe Ha Mpolieca U KaYeCTBEHUTE MPU3HALIM CE ONMPEAEAT KaTo KPUTUYHU WM HEKPUTHYHU, €
SICHO JIOKyMEHTHPaHA, B3EMaWKH MPEIBH]T PE3YJITATUTE OT JEHHOCTUTE TIO OIICHKA Ha PHCKA.

4.4.1.6. CropBmKEHHUATA, CHCTEMHUTE U 000pYJIBAHETO, KOMTO CE W3IMOJI3BaT, ca KBATH(PHUITUPAHT
Mpeau W3IMOJI3BAHETO MM, a aHATUTHYHUTE METOAM Ha W3CcjelBaHe ca BaMIUpaHd. ChOPBKCHHUATA,
CUCTEMHTE, 00OpY/IBaHETO, KOMYHAJIHUTE YCIyrd U MPOIECUTE C€ OLEHSIBAT NEPUOIUYHO, 3a Ja Ce
rapaHTupa, 4e paboTsT MPaBUIIHO.

44.1.7. 3a BCHUYKH KPHBHH CBHCTABKM IIO3HAHMATA 3a TPOIECHUTE OT MPOyYBAHHATA TPH
pa3paboTKara Wiu JpyTd U3TOUYHHUIM Ca Ha PA3MOJIOKEHUE Ha TPAHC(Y3UOHHUS IICHTHP, OCBEH aKoO HE €
BBBEJICH PA3JIMUCH ITOIXO0/I, KOWTO € OCHOBA 33 BaJWJIAIMOHHHUTE JCHHOCTH.

4.4.1.8. Tlo BpeMe Ha BaJIHIMPAHETO HA MPOLIECHTE pPA3NIMYEH TMEPCOHANl C€ BKIOYBA B
MOJTy4aBaHETO HAa KPBBHU ChCTaBKH. KPBBHH CHCTaBKHM Ce IOJydaBaT caMO OT OOydYeH IMepcoHal B
croTBeTcTBUE C JloOpara mpakTHka, W3Moi3Ball ogoOpeHa gokyMeHTaius. [lepcoHanbT, CBBp3aH C
MIPOM3BOJICTBOTO, CE BKIIIOYBA B TOJYyYaBAHETO HA KPHBHU CHCTABKH 10 BPEME Ha BAJIMIUPAHETO, 32 J1a
ce yJIeCHH pa30MpaHeTo Ha MPOIECUTeE.

4.4.1.9. JlocTaBUMIINTEe Ha KPUTHUYHHA MaTEepHaIM ca KBaJU(DHIMpaHHU MPEAM MOJIydyaBaHETO Ha
KPBBHU CBHCTaBKHM 0 BpeME Ha BaJUJUpaHE Ha Mpolecure. B mpoTHBeH ciayyail ce JOKyMEHTHpa
000CHOBKa, 0a3upaHa Ha MPUHIIMIIMTE HA YIPABICHNUE HA PHUCKA.

4.4.1.10. Koraro KpbBHUTE ChCTABKH, TOJYYCHH B IIpoIleca Ha BAIMIUPAHE, CE OCBOOOXKIaBaT
3a KJIMHWYHA ynoTpeba, TOBa € ONMpeNeeHO MPEeIBAPUTEIHO. YCIOBUATA, MTPH KOUTO T€ Ca MONTYYCHH,
OTroBapsT Ha M3HCKBaHUATA Ha J[oOpara mpakTuka ¢ KpUTEpUU 3a MPUEMaHE MPU BAIUIUPAHETO U C
KPUTEPUUTE 32 HETPEKbCHATO Bepu(HUIIMpaHe HA BCEKH MPOIIEC.

4.4.2. [TapanenHo BajJuIupaHe

4.4.2.1. B U3KIIOYUTEIIHH CIIy4ad M ONpaBJaHU Ha OCHOBAaTa Ha 3HAYMMa I10J13a 3a MallUeHTa,
KBJIETO UMa BUCOKO ChOTHOIIIEHHE T0J13a - PUCK 3a MalMeHTa, U ChC CUCTEMEH KOHTPOJ Ha BCsSKa KpbBHA
ChCTaBKa 3a CHOTBETCTBHE C PETYJIATOPHUTE H3MCKBAHUS MOXKE Jla C€ U3IIBJIHABA MPOTOKOIBT 3a
napalie)THO BATMINPAHE C pa3pe/Ie]ICHHEeTO Ha SUHHIINTE, TIOJYYSHH 110 BPeMe Ha BATUANPAHETO, KaTo
HE ce JOBBpIIBAa MporpaMara 3a BalUWIUpaHe MpPedu PYTUHHOTO MPOU3BOACTBO. PemieHueTo 3a
MPOBEXIAHEe HA TMapajellH0 BaJIHIUPAaHE C€ JOKYMCHTHpa B OCHOBHHUS IUTAaH 3a BaJWJIHpaHe 3a
MPO3PAYHOCT U € OJOOPEHO OT OTOPU3UPAH MEPCOHA.

4.4.2.2. KpieTo e mpHueT Mmoaxoj 3a MapajellH0 BaIHIUPaHe, Ca HAJTWYHU JOCTAThYHO JIAaHHHU,
KOWUTO J1a TIOAKPETISIT 3aKII0UYEHUETO, Y€ BCsAKa KPhbBHA ChCTaBKa OTTOBAps Ha OINpPENelIeHUTE KPUTEpUU
3a mpueMaHe. PesynaTarure W 3aKIIOYEHHUETO O(PUIIMAIHO C€ JOKYMEHTHPAT M JIaBaT Ha OTTOBOPHOTO
JIUIIE TPed 0CBOOOXKAaBaHE 3a KIMHUYHO MPUIIOKEHHUE.

4.4.3. TIpoCrIeKTUBHO BaJIUIUPAHE

W3non3Baiiku TO3W TOAXOA, OmpeAeNeH Opoil KpbBHU CHCTAaBKM C€ IMOydyaBaT IpHU
MPEUIOKEHUTE HOBU YCIOBHS. BposiT Ha M3BBPIICHUTE MPOU3BOACTBEHU MPOIECH, OPOST Ha B3ETUTE
npoOu U OpOSAT Ha HalpaBeHHUTE HAONIIOACHHS CE€ OCHOBABAT HA MPUHIUIINTE 32 YIPaBIECHUE HA PUCKa U
ca JOCTAaThYHU 33 YCTAHOBSIBAHE HAa 00XBaTa Ha BapHAIMHUTE U TEHACHIIMUTE U AaBaT JOCTATHYHO JaHHU
3a oueHka. Bceku TpaHCy3MOHEH LEHTHp OMpeieNs U apryMeHTHpa Opos Ha KPbBHU CBHCTaBKH,
HEOOXOMMH 3a YIOCTOBEpsIBAHE Ha TOBA, Y€ MPOLECHT € B CHCTOSHUE IOCTOSIHHO Ja BOIU JIO
Ka4eCTBCHHU KPHBHU ChCTABKH.



4.4.3.1. TlomydyaBaHeTO Ha KPBHBHU CHCTABKU MO Bpeme Ha (pasara Ha BajauaupaHe OTpassiBa
Oposi, IpeTHa3HAuEeH 32 ToJTyYaBaHe MPU PyTHHHU IIPOU3BOJICTBEHH YCIIOBHSL.

4.4.3.2. VI3roTBsi ce MPOTOKOI 3a BajJHIWpaHE Ha MPOIECUTE, KOWTO OMpeneNss KPUTHUYHUTE
nmapaMeTpu Ha Ipoleca, KPUTHYHUTE KAYSCTBCHH ITOKA3aTeIM W CBBP3aHUTE C TAX KPUTEPHUU 32
preMaHe, KOUTO CE OCHOBAaBaT Ha JIaHHUTE OT (pa3ara Ha pa3BUTHE WIHM JOKYMEHTHPAHO MO3HAHUE Ha
nporeca.

4.4.3.3. [IporokonuTe 3a BaJuAUpaHE HA MPOLIECUTE BKIIIOYBAT, HO 0€3 J]a ce OrpaHuYaBar caMo
J10, CJIETHOTO:

4.4.3.3.1. kpaTKo oNnMcaHUE HA MPOIIECa;

4.4.3.3.2. pyHKIIMH ¥ OTTOBOPHOCTH;

4.4.3.3.3. 00001IeHNE HA KPUTHIHUTE KaueCTBEHH TMOKA3aTENH, KOUTO IIIe CE TPOyYBarT;

4.4.3.3.4. 06001IeHIE HA KPUTHYHUTE MMapaMeTpHy Ha MPoIleca U CBbP3aHUTE C TAX IPaHUIIY;

4.4.3.3.5. o600menne Ha Apyrd (HEKPUTHUYHHM) TPHU3HAIM M TIApaMETPH, KOWUTO Ie ObaaT
MPOy4YBaHU WM MOHHTOPUPAHH MO BpeMe, BATHIAIMOHHUTE JEHHOCTH W MPUYMHUTE 32 TAXHOTO
BKJIIOYBAHE;

4.4.3.3.6. cnuchbk Ha O0OPYIBAHETO, CHOPBKCHHSTA, TEPCOHANA, KOWTO IIe C€ H3MOJI3BaT
(oGopynBane 3a W3MepBaHe, HAOMIOACHHE, 3aITMCBAHE), 3a€JHO ChC CHCTOSHUETO Ha KaJIMOpUpaHE HA
000pyIBAaHETO U CHOPHKECHUSATA;

4.4.3.3.7. cIUCHK HA AHATTUTUYHUTE METOJW U BAJIUIUPAHE HA METOJIUTE;

4.4.3.3.8. mpennoxeHuTe B Mpoleca MEXJAUHHUA KOHTPOJIM C KPUTEpPUHM 3a MpHEMaHe Ha
pe3yiITaTuTe ¥ MPUIHHUTE 32 TIOA00p Ha BCSAKA MEXKIUHHA KOHTPOJIA,

4.4.3.3.9. nOnbIHUTEIHU U3CJEIBaHUS, KOUTO III€ CE€ U3BBHPILBAT, C KPUTEPUHUTE 32 TIPUEMAHE;

4.4.3.3.10. maH 3a B3eMaHe Ha IPOOHM U MPUYUHATA 33 HETO;

4.4.3.3.11. MmeToau 3a TOKYMEHTHpPAHE U OIICHKA Ha pe3yJTaTUTE;

4.4.3.3.12. mpoueaypa 3a 0CBOOOKIaBaHE M CEPTUPUIMPAHE HA STUHHUIINTE, AKO € MPUIIOKHUMO;

4.4.3.3.13. 3akmroueHue.

4.4.4. TlocTossHHO BEepH(pUIMPAHE HA MPOICCUTE U MOAAbPKaHE HA BaJTUIUPAHOTO ChCTOSHHE

444.1. TlocrosHHOTO BepuduIMpaHe Ha TMPOIECUTE TMPEAOCTaBsA JIOKYMEHTHPaHHU
JIOKA3aTeNICTBA, KAaTO CE€ M3MOJI3BA CTATUCTHYECKH KOHTPOJ HA TPOICCUTE, Y€ CHIIUTE OCTaBaT B
KOHTPOJIUPAHO ChCTOSHUE IO BPEME HA PEIOBHOTO MPOU3BOICTRBO.

4.4.4.2. Bcuuky KPUTHYHU MPOIIECH Ca TIOCTOSTHHO MOHUTOPUPAHU M TIEPUOAUYHO OIICHSBAHHU,
3a Jla ce MOTBBPIM, Ye Te ca BanuaHu. Koraro He ca HampaBeHH 3HAYMMH IPOMEHH BbB BAJIUIUPAHOTO
CBHCTOSIHHE, TIPETIIe]] C OKA3aTeJICTBO, Y€ MPOIECHT OTTOBapsl Ha MPEANHUCAHUTE U3UCKBAHUS, MOXKE J1a
ce TpreMe 3a IPUEMITUB BMECTO IIBJIHO PEBaTHINPAHE.

4.4.4.3. Tpancdy3MOHHUTE LIEHTPOBE MOHHUTOPUPAT KAau€CTBOTO HA KPBHBHUTE CHCTaBKHU Upe3
CTAaTHCTUYCCKHA KOHTPOJI HA MPOIECHUTE, 3a Ja Ce TapaHTHpa, 9 Ce MOUIbPKAa ChCTOSHUE HAa KOHTPOI
npe3 ULenusl >KU3HEH IHMKBJI Ha KPBBHUTE CBHCTAaBKU C MPEIEHKAa Ha CHOTBETHUTE TEHICHIMH B
MPOIIECUTE.

4.4.4.4. O6XBaTbT U YeCTOTaTa Ha TOCTOSIHHOTO BepudUIMpaHe Ha MPOIECUTE Ce MPeriexKaaT
MEePHOANIHO. BBB BCEKM MOMEHT Ha KU3HEHUS IUKBJI HA TIPOYKTa CE MPOMEHST U3NCKBAHUATA, KaTO CE&
B3eMe€ MPEIBU]I HACTOSIIIOTO HUBO Ha pa3OupaHe Ha Mpoleca U U3MbJIHEHHE Ha Mpoleca.

4.4.4.5. TTocTOSHHOTO BepH(PHUIIUPAHE HA MPOIECUTE CE MPOBEXK A ChINIACHO 0JJ00pEH ITPOTOKOI
WM €KBUBAJICHTHU JIOKYMEHTH U C€ M3TOTBS CHhOTBETEH JIOKJIAJ, 3a J1a C€ JIOKyMEHTHUpPAT MOJyYeHUTE
pesynraru. M3mon3Bar ce CTAaTHCTUYECKH CPEACTBA, 32 Ja CE TMOJKPEISIT BCUYKH 3aKIFOYCHHS TI0
OTHOILIEHHE Ha MPOMEHJIMBOCTTA U BH3MOXXHOCTHUTE Ha JaJIeH MPOIIEC, U J1a C€ TapaHTHUpa ChCTOSHUETO
Ha KOHTPO.

4.4.4.6. OCHOBHUTE ACHHOCTH 3a MOAIbPKAHE HA BATMAUPAHO ChCTOSHHUE BKIIFOUBAT:

4.4.4.6.1. xanuOpupaHe ¥ MOHUTOPHHT;

4.4.4.6.2. npodunakTuIHA TOJAPHKKA;



4.4.4.6.3. 00yyeHHE U KOMIIETEHTHOCT;

4.4.4.6.4. pexBanuduKkanus Ha JOCTABIUIIUTE;

4.4.4.6.5. nepuoauyeH mperies;

4.4.4.6.6. MOHUTOPHHT Ha U3IIBIHEHUETO;

4.4.4.6.7. u3TerisiHe Ha CUCTEMH.

4.4.4.7. TlonnppkaHETO HA BaJUIUPAHOTO CHCTOSHHE HA KPBBHHUTE CHCTABKHU CE€ OIKMCBA B
JOKYMEHTAIMATa 32 Ka4eCTBOTO Ha MpoaykTa. [locTeneHHUTEe MPOMEHH C BPEMETO Ce pa3mIekaar U ce
OIICHSIBA HEOOXOUMOCTTA OT JOIBITHUTEITHH JICHCTBUS (B3€MaHE HA MTOBEUE IPOOH).

4.4.4.8. OneparvBeH KOHTPOJ Ha MPOMEHHUTE, KOHTPOJ Ha JOKYMEHTHUTE U TpOIeIypuTe Ha
Ka4eCTBEHUSI KOHTPOJI JIOMIPUHACST 32 MOAIbPKAHE HA BAIUIUPAHOTO ChCTOSTHUE.

4.5. BanuaupaHe Ha METOIM 3a U3CJI€/IBAaHE

45.1. BcUYKM aHATUTUYHA METOAM 3a H3CIEABaHE, W3IOJI3BaHU NpU KBaTU(pUKALUI U
BaJIMIMpaHe, ce BaJIUIMPAT B MOAXOSIIN KaUeCTBEHH U KOJIMYECTBEHU I'PAaHUIM chIviacHO T. 11.2.

4.5.2. Kpaero ce u3BbpIIBA MUKPOOHUOIIOTUYHO M3CIIEIBaHEe HA KPBBHHU CHCTABKU, METONBT CE
BaJMAMpa, 3a Ja Ce MOTBBPAM, Y€ MPOAYKTHT WJIM OCTAaThbLU OT HEro (aHTUOMOTHMIIM) HE MpeyarT Ha
M3CIIEJIBAHETO U HE BIIUSAT 32 I0Ka3BAaHETO HA MUKPOOPTaHU3MHU.

4.5.3. KpneTo ce M3BBpIIBa MUKPOOHOJIIOTUYHO H3CIIE/BaHE HA MOBHPXHOCTH, CE HM3BHPIIBA
BaJIMIMpaHe Ha TECT METO/a, 3a /1a ce€ MOTBBbPAM, Ue Ne3UH(EKTAaHTUTE HE BIUSAT 3a JOKA3BAaHETO Ha
MHUKPOOPTaHU3MH.

4.6. Kontpon Ha mpoMeHHTE

4.6.1. Tlpouenypute 3a KOHTPOJ HA MPOMEHUTE TapaHTUPAT, Y€ Ca CH3IAJCHH JOCTATHUHO
MOJKPETSIIIY JaHHH, 332 J1a C€ JOKa)xe, Y€ aKTyaJIH3UpaHUTE MPOIECH BOASAT O KPBBHU CHCTABKU C
JKEJIAHOTO KadyeCcTBO, KOETO € B CHOTBETCTBUE C omoOpeHmTe crenupukanuu. [logkpensmure TaHHHA
(komusl OT AOKYMEHTH) C€ MpEerIeKIaT, 3a J1a ce MOTBbPIHU, Y€ BIMSHHUETO Ha MpOMsHATa € JoKa3aHa
IIPEIY OKOHUYATEIHOTO 0/100pEHUeE.

4.6.2. BeBexxaar ce MMCMEHHU MPOLIEYPH, ONMKCBAIIH JACUCTBUATA, KOUTO Ca MPEINPUETH, aKo €
MpeUIoKeHa TUTAHWPaHa MPOMSIHA 3a M3XOJIeH MaTepual, crienn@uKanys Ha KpbBHA ChCTaBKa, MPOIIEC,
o0opyaBaHe, OKOJMHA cpena (WM OOEKT), METOJ] Ha MPOW3BOACTBO HIIM H3CJEIBaHE WM BCsAKa Jpyra
MPOMSTHA, KOSTO MOXKE JIa TIOBIUsiC Ha OE30MMaCHOCTTAa Ha JIOHOPUTE, KAYeCTBOTO Ha KphBHATA ChCTaBKa
WM BH3IIPOU3BOAMMOCTTA Ha Mpolieca.

4.6.3. [IpomeHuUTE ca pa3pelieHn U 0I00pEeHH OT OTTOBOPHUTE JIUIA WIH CHOTBETHUS ITEPCOHAT
Ha (YHKIMOHAJICH IPUHLIUII B ChOTBETCTBUE ChC CUCTEMATA 3a KaUeCTBO Ha TpaHC(Y3UOHHHUS UEHTHP.

4.6.4. V3non3Ba ce ympaBlICHUETO HA PHCKA 3a OICHKA Ha TUIAHUPAHWUTE MPOMEHH, 32 Jla Ce
ompeney TOTEHIIMATHOTO BB3ACHCTBHE BBPXY Ka4eCTBOTO Ha KPBBHUTE CBHCTAaBKH, CHCTEMara 3a
KauecTBO Ha TpaHC(Y3MOHHUS IEHTHDP, MOKYMEHTAlUATa, BalUAMPAHETO, PETYIATOPHHUS CTaTyc,
KaMOpHupaHeTo, MOAIPHKKATa U BCSIKA APyra CUCTEMA, 3a JIa CE€ MPEAOTBPATIT HEXKEIAHH TTOCIICICTBH
M Jla ce IUIAHMpaT BCHYKM HEOOXOAMMH BaJMAWPaHHs Ha TMpolecure, BepuUKaLUI WU
pexBanuduKaIms.

4.6.5. Cnex mnpunaraHe Ha TpoOMSHAaTa, ako € TOAXOMASIIO, Ce TpaBH TMpelreHKa Ha
e(heKTUBHOCTTA HA IPOMSIHATA, 32 J]a C€ IOTBHP/IM, YE MPOMSHATA € YCIICIIHA.

4.6.6. Haxon mpoMeHH W3HMCKBAT HOTHU(HUIMpPAHE WIM MPOMSHA Ha JIMIEH3a OT HAI[MOHAJIEH
pEryJiaTopeH OpraH.

4.7. KoHtpon Ha 00opyaBaHE U MaTepraIn

4.7.1. OOy NpUHIUTTN

4.7.1.1. Hanuuau ca TOKyMEHTHUPAHU CHCTEMH M MPOIEAYPH 3a 3aKyllyBaHEe Ha 00OpyaBaHE U
Marepuain. B Tax ce ompenenst crnelnudUIHITe U3UCKBAHUS 32 Ch3/IaBaHE W MpETIe] Ha JOTOBOPH 3a
JIOCTaBKa Ha 000py[BaHe, KAKTO U Ha MaTepua.

4.7.1.2. IlporiechT 10 Bbh3JIaraHe BKIIIOYBA:

4.7.1.2.1. npoBepKHu TIpeIu Bh3JIaraHeTO HA JIOTOBOpa, 3a Jia CE rapaHThpa, Y€ JOCTABUHITUTE



OTrOBapsT Ha HYXKIUTE HA OPTaHU3AIHATA;

4.7.1.2.2. chOTBETHHUTE TIPOBEPKU HA TOJYYCHUTE CTOKH, 32 JIa C€ MOTBBPAM, Y€ OTrOBapsT Ha
crerupUKaIUITE;

4.7.1.2.3. N3UCKBAHETO MPOU3BOIUTEIIATE J]a IPEIOCTABAT CEPTU(UKAT 32 aHAIIN3 HA KPUTHUYCH
Marepua;

4.7.1.2.4. nmpoBepkH, 3a Ja Ce TapaHTUPA, Y€ CTOKUTE, KOUTO CE M3IOJI3BAT, MPOABIKABAT Ja
OTrOBapsT Ha CHEIU(PUKAIUHUTE;

4.7.1.2.5. penoBeH KOHTAKT C JOCTABYUIINTE, 33 J]a CIIOMOTHE 3a pa30MpaHETO U pa3perraBaHeTo
Ha TIpoOIeMH;

4.7.1.2.6. u3BBpILIBAHE HA PEAOBHU OJUTH.

4.7.1.3. OueHka Ha e()eKTUBHOCTTA Ha 0OOPYABAHETO CE€ MPABU B CIACAHUTE CUTYaIUU:

4.7.1.3.1. npu BbBEXKTaHE B CKCILUIOATAIIMS HA HOBO 00OpyIBaHEe, KOSTO BKIIIOYBA MPOCKTHUPAHE,
WHCTaIUpaHe, eKcIuioaTanus U e(peKTUBHOCT, KAKTO U IIBJIHU JAHHU 32 BaJUAUPaHe OT MPOU3BOAUTEIS;

4.7.1.3.2. cnen BCSKO MPEMECTBaHE, PEMOHTH WJIM KOPEKIIUU, KOUTO € BH3MOXKHO Ja MPOMEHST
(YHKIIMOHUPAHETO HA 000PYIBAHETO;

4.7.1.3.3. mpu Bb3HUKBaHE Ha CbhMHEHUE, Y€ 000PYIBaHETO HE ()YHKIIMOHUPA MTPABIITHO.

4.7.1.4. Cpobpa3siBa ce KauecTBOTO, 0€30MacHOCTTa U e(UKACHOCTTAa Ha KPbBHUTE CHCTABKH,
MIPOU3BEICHH MPEAN OTKPUBAHETO HA TPEIIHUTE HACTPOIKH Ha 0OOPYIBAaHETO.

4.7.2. Kanubpupane u MOHUTOPUHT Ha 00Opy/BaHe

4.7.2.1. Cwp3naBa ce MeXaHU3bM, KOMTO Ja rapaHThpa aJeKBaTHOCTTa Ha MPOrpaMUTE 3a
KalIuOprpaHe W MOHHTOPHHI, KaKTO M Y€ MMa KBadu(UIMpaH TEPCOHAN 3a TIXHOTO NpHIaraHe.
W3non3Ba ce miaH 3a KaluOpupaHe U MOHUTOPUHT, 33 J]a C€ OMpEeeNaT U3MCKBAHUATA 33 Ch3JAaBaHE U
MpUIarane Ha Imporpama 3a KaJImOpupaHe, KOSITO BKJIIOUBA YeCTOTaTa HA MOHHTOPHHTA.

4.7.2.2. OuepraBaHeTO HAa TEHIACHIMUTE M AaHAIW3UTE HA PE3yIATaTUTE OT KalubOpupaHe u
MOHUTOPHUHT ca HEMpeKbCHAT mpouec. MHTepBanuTe Ha KaJIMOpUpaHEe ¥ MOHUTOPHUHT CE OINPEACIAT 3a
BCEKH BHJ 00OpyIBaHE, 3a Ja C€ MOCTUTHE U MOAAbpiKa KETaHOTO HUBO HAa TOYHOCT U KAa4eCTBO.
[Ipouenypara mo xaauOpupaHe ¥ MOHUTOPHHI CE€ OCHOBaBa Ha NPHU3HAT MEXKIyHApOAECH CTaHAapT.
CrartychT Ha KanmuOpupaHe Ha ISUI0TO 000py/ABaHEe, KOETO U3UCKBA KaduOpupaHe, € HaJu4ueH.

4.7.2.3. 3a na ce ocurypu noaxozsimara e(eKTHBHOCT Ha JIaJicHa CHCTeMa Wi 000pyaBaHe, ce
pa3paboTBa W mpuiara IjaH 3a MOHMTOPUHI. B miaHa ce B3ema MO BHUMaHHE KPUTHYHOCTTA Ha
cucTeMara WiIH OOOpyIBaHETO W Ce€ OdYepTaBaT MEXaHW3MH 32 MOHUTOPWHT, HW3BECTSIBaHE Ha
norpeduTenM W paspemaBaHe Ha mnpobrnemu. [Ipm HeoOwyaitHO CHOWTHE TIEPCOHANBT CleABa
CTaHJapTHATa OlepaThBHA MpOIleNypa, ONMUCaHa B IUIaHAa 32 MOHUTOpPWHT. CTaHAapTHATa ONepaTHBHA
MpoIIeIypa BKJIIOYBA YBEIOMSBAHE HA 3aCETHATHS MEPCOHAT M €BEHTYAJHO 3all0YBaHE Ha JCHCTBUSA IO
paspeiaBaHe Ha mpoOiemMa U OlleHKa Ha pPHCKa Ha 3aCErHaTUTe KPHBHU CHCTaBKH. B 3aBUCHMOCT OT
CEpUO3HOCTTA HA MpoOJieMa W KPUTHYHOCTTA HA CHCTEMaTa MM OO0OpYIABAaHETO CE BHBEXKIA PE3EpPBEH
TUTaH, 32 Ja ce 3ana3u PyHKIMOHUPAHETO Ha Mpolieca Uil cucTeMara.

4.7.2.4. B nombiHEHHE KbM H3CJICIBAHETO, KOCTO OIICHSIBA IPUTOJHOCTTa Ha BBHBEIACHUTE
MIPOMEHH, ce MPOBEX/Ia BaTuAUpaHEe Ha IlsylaTa CUCTEMa, 3a J1a ce JIOKaXke, Y€ YacTUTE OT CHUCTeMara,
KOMTO HE y4acTBaT B IPOMSIHATA, HE Ca MOBJIUSIHU HEOIAronpusTHO.

4.7.2.5. Ilporpamara 3a o0yueHHE C€ MPEOIEHsABA 3a BCSIKAa KpPUTUYHA MPOMSHA B OKOJHATa
cpena, oOopyaBaHeTo wiHM mpoliecute. IIporokomuTe oT o00ydeHue (TIaHOBE W IPOTOKOIHM 3a
CBhCTOSTHUETO Ha OOYy4YEeHHMETO) TapaHTUpPaT, Y€ HYKIUTe OT OOy4deHHE ca ONpEeeNIeHHU, IUIaHWPaHHU,
OCBIIECTBEHU U JOKYMEHTHUPAHMU MO M3UCKYEeMHs HAUMH 32 MOJAbpXKAHE HA BaTUIUPAHU CUCTEMH M
obopynBaHe.

4.7.2.6. CiocoOHOCTTa Ha JOCTaBYMKA Jia MOIbP)Ka CBOMTE JICMHOCTH, CBbP3aHU C JajcHa
cucTema uiu o0opyaBaHe, ce OlEHsIBAa OBTOPHO Ha PErylisipHa OCHOBA, 3a J]a C€ MPEABUIAT clab0CTUTE
B YyCIyrUTe WM 3a YIpaBJICHHWE HA MPOMEHUTE B CHUCTeMara, OOOpYABAHETO WM JIOCTaBUHMKA.
[lepuoguyHOCTTa W JETAIMTE HA TpoIleca MO IMOBTOPHO OIEHSBAHE 3aBHCAT OT HUBOTO HA PHCKA OT



M3II0JI3BaHE HA CUCTeMaTa Wi 000pyIBAaHETO U C€ TUIAHUPAT 32 BCEKHU JI0CTABYHK.

4.7.2.7. Cp3maBa ce Mpolec Ha IMEPUOAMYHO MpepasmIekKIaHe, 3a J1a Ce TapaHTUupa, dUe
JOKYMEHTAIUATa 3a CUCTeMara Wi 000pyIBaHETO € MbJIHA, aKTyalHa U TouHa. Ch3/aBa ce U JOKIa] 3a
mpoiieca Ha mpepasmiexaane. Koraro ce yCTaHOBSAT OTKJIOHEHHMSI WJIM MPOOJIEMHU, C€ OMpPENesT,
TUTAHUPAT U IPUOPUTETHO C€ UBIIBIHSBAT ACHCTBHUS.

5. JlokyMeHTauus

5.1. OOy TpUHITUITN

5.1.1. JIobpe u3roTBeHaTa JOKYMEHTAIUs IMPEACTABIIsIBA CHIIECTBEHA YacT OT CHUCTEMaTa 3a
KauecTBO M € OT ChIIECTBEHO 3HAa4YeHHE 3a paboTara B ChOTBETCTBHE C M3MCKkBaHHATa Ha [loOpara
MpaKTHKA. Pa3nuuHuTe BUAOBE M3MON3BAHU JOKYMEHTH M CPEJICTBA Ca M3ISUIO ONPE/ICTICHH B CUCTEMAaTa
3a yrnpaBJeHHe Ha KaueCTBOTO Ha OpraHU3alusTa.

5.1.2. JlokyMeHTauATa CBHIIECTBYBA B pa3NUYHUA (OpPMHU: HAa XapTUCH, EINEKTPOHEH WIH
dororpadcku Hocuten. OcHOBHATa IIeJ1 Ha HW3MOJI3BaHAaTa CHUCTeMa Ha JOKYMEHTAIUsl € Cbh3/laBaHe,
KOHTPOJI, MOHUTOPHUHT U 3alTUCBAaHE HA BCHUKH JEHHOCTH, KOUTO MPSKO MIIM KOCBEHO BB3JIEHCTBAT BHPXY
BCUYKHU aCIEKTH Ha Ka4yeCTBOTO M 0€30MacHOCTTa Ha KpbBTAa U KPHBHUTE CHCTABKU, KAKTO M BCUYKHU
MOJTyYeHU JICKapCTBEHU NpoaykTu. CucTemara 3a ymnpaBieHHE Ha Ka4eCTBOTO BKJIFOYBA HEoOXoaumara
uHpOpMAIUS 32 HHCTPYKTaX, 32 Jla Ce YJIIECHH 00I0TO pa30upaHe Ha U3NCKBAHUATA, B JOITBIHCHAE KbM
OCHUTYpPSIBAHETO Ha a/ICKBaTHO 3alMCBaHE HA PA3IMYHUTE MPOIECH U OIICHKA Ha BCUYKHU HAOIIONEHUs, 3a
Jla MOKE Ja C€ JIOKa)Ke MPOABJDKABAIIIOTO NIPHIaraHe Ha N3UCKBAHUATA.

5.1.3. Ima nBa OCHOBHU BHJA JOKYMEHTAllMs, W3MOJI3BaHA 3a yIpaBICHHE M 3alUCBaHE Ha
ChOTBETCTBUETO ¢ JloOpara mpakTuka: WHCTPYKIUHU (yKa3aHWs, U3UCKBAHHS) W TPOTOKOJIH/IOKIIAIIH.
[Tpunarar ce MOAXOMSIIM MPAKTUKU MO OTHOIIEHUE Ha BUJA Ha JOKyMEHTa. BbBexkIaT ce MOAXOAsIIN
KOHTPOJIH, 3a Jla C€ TapaHThpa TOYHOCTTA, LEIOCTTA, HAIMYHOCTTA M YETIMBOCTTA HA JIOKYMEHTHUTE.
JIoKyMeHTUTE ¢ MHCTPYKIMHM Ca HAJIUYHU B MUCMEHa (popMa U ca MPOBEPEHH 3a TPEHIKU. TepMUHBT
"mucMeH" O3HAuaBa 3aMKMCaHO WM JIOKYMEHTHUPAHO B CPEICTBO, OT KOETO JIaHHUTE MOTar Jaa ce
MPEIOCTaBAT B yeTnBa ¢hopMma 3a MOI3BATENH.

5.2. 3agpmxuTenHa ToKkyMeHTanus 3a J{oOpa nmpaktuka (1o Bu1)

5.2.1. PEKOBOZCTBO 3a Ka4e€CTBO

PBKOBOACTBOTO 3a KA4eCTBO WM JIOKYMEHTHUTE, ChIbPXKAIIHM CHeHu(UKALNNK, TPOICIypU U
IIPOTOKONIM 3a BCSIKA €HA JEeWHOCT, M3BBpPIIBAaHA B TPAHC(Y3UOHHHUS IEHTHP, Ca HAJIUYHU U Ce
MOJTBPIKAT B AKTYATHO ChCTOSIHHE.

5.2.2. Muctpyknuu (yKa3aHUS UM U3UCKBAHUA).

5.2.2.1. CnenudukanuuTe OMUCBaT MOJAPOOHO M3UCKBAHUATA, HA KOUTO JIa OTIOBapsAT KPbBTa U
KPBBHUTE CBHCTAaBKH WJIM MaTepHaI, W3MOJI3BAaHU WU TOIYYCHH IO BpeMe Ha IOJyYaBaHe |
pasmpenenenue. Te ciykar 3a OIleHKa Ha Ka4eCTBOTO Bb3 OCHOBA HA ChHIIECTBYBAIIUTE MOHOTpaduu Ha
CHhCTaBKHUTE.

5.2.2.2. VHCTpyKUMHUTE 3a U3CIEABAHE OIMCBAT TMOAPOOHO BCHYKH HW3XOJHU MaTepHaIH,
0o0opyJIBaHe W KOMITFOTBPHH CHCTEMH, KOUTO C€ H3IOJ3BAaT, W YTOYHSBAT BCHYKH WHCTPYKIMH 32
B3eMaHe Ha MPOOU U u3cjelBaHe. AKO € MPUIOKUMO, C€ YTOUHSIBAT MEXKAMHHUTE KOHTPOJIHU 3aeIHO C
TEXHHUTE KPUTCPUH 32 TIPUEMaHE.

5.2.2.3. CranaapTHUTE OMEpPaTHBHH MPOLIEAYPH OMUCBAT MOCIIEIOBATEIHOCTTA 32 U3BbPIIBAHE
Ha OIPEAEIEHU JEUHOCTH.

5.2.2.4. TIpoTokonuTe MPeJOCTaBsIT MHCTPYKIMM 32 U3IBJIHEHUE Ha OINpeleleHH KOHKPETHH
JNEHHOCTH U B TSX CE 3aIKCBA PE3YATATHT (MIPOTOKOJIU 32 KBAIM(DUKALINS U BATUIUPAHE).

5.2.2.5. XKypHanu 3a TOKyMEHTUpPAHE Ha MPOLEAYPHUTE.

5.2.2.6. IlpoTokonu 3a MpOBEPKHU, PEKIaMallid, TPEIIKA U UHIIUJCHTH.

5.2.2.7. IlpoTokonu 3a o0y4ueHne Ha TIEPCOHAIA.

5.2.2.8. UadopMaiioHHU JINCTOBKY 32 POIYKTUTE, MIPEeIHA3HAYCHHU 32 IOTPEOUTEITUTE.

5.2.2.9. TexHuyeckuTe CIOpPa3yMEHHUs CE JIOTOBAPAT MEXKIY BB3JIOKHTEIU IO JIOTOBOP H



U3ITBIHATEIH TPU BHHIITHO JOTOBapsHE.

5.2.3. [Iporokonu/moxmaan

5.2.3.1. TIporokonuTe MPEAOCTABAT IOKA3aTEJICTBA 3a IMPEANPHETUTE JEHCTBUS, KOWTO Ca B
CBHOTBETCTBUE C HMHCTPYKLHUUTE, Karo JAEWHOCTH, CbOUTHS, MpOCIEsIBaHEe B Cilydail Ha mpepaboTeHu
KPbB U KPBBHH CHCTaBKH, MCTOpPUS Ha BCSAKa €AMHMIIA (M HEHMHOTO pa3mpelesieHHe) B Ciydaid Ha
npepaboTeHN KpbB M KPBBHH CHCTaBKH. [IpoToKoiIMTEe BKIIOUBAT HEOOPAOOTEHW [aHHU, KOUTO CE
M3II0JI3BAT 32 TEHEPHpaHe Ha APYTU MPOTOKOIHU. 3a eNEKTPOHHUTE MPOTOKOIN OTOPU3UPAHUST MEPCOHAT
oTIpesiesis KOM JJaHHU C€ M3IOJI3BAT KaTto HeoOpaOoTeHn qaHHW. BCHYKYM JaHHU, HA KOUTO C€ OCHOBABAT
peIIeHUATa 32 Ka4eCTBO, CE ONMPEALISIT Karo "HeoOpaboTeH! JaHHH".

5.2.3.2. Ceprudukarure 3a aHAIH3 MIPEIOCTABAT 0000IIEHNE HA PE3YATATHTE OT U3CIIEABAHETO
Ha MPOOM OT peareHTH, MPOIYKTH WJIM MaTepuajl 3aeQHO C OICHKaTa 3a ChOTBETCTBUE C MOCOYEHATa
crenuuKaIys.

5.2.3.3. JloxiaguTe JOKyMEHTHUpAT H3BBPIIBAHETO HA KOHKPETHU ACHHOCTH, MPOEKTH WU
IIPOCIENABAHE 3a€JHO C PE3YJITAaTUTE, U3BOIUTE U NMIPEMIOPHKUTE.

5.3. 'enepupaHne 1 KOHTPOJI HA IOKYMEHTAIUATA

5.3.1. Bcuuku BHIIOBE TOKYMEHTH ce neduHupar u ce cras3par. V3uckBaHUsTa Ce€ Mpuiarar
€/IHAaKBO 3a BCUYKHU (popMH Ha JoKyMeHTanusi. KoMmiekcHuTe cucTeMH ce JOKYMEHTHpAT U BaJIUIUpaT
MOCPEIICTBOM aJICKBAaTHH KOHTPOJIU. MHOTO TOKYMEHTH (MHCTPYKIIMH W/ MU TMPOTOKOJIN) CHIIIECTBYBAT B
KOMOMHMpaHu (GopMH (HSIKOU €JIEMEHTH ca eJIeKTPOHHH, a IPyruTe ca Ha XapTHUeH HocuTten). Bpb3kure
U KOHTPOJHHUTE MEPKHU 332 OCHOBHU JIOKYMEHTH, O(PHUIIMATHU KOMHs, 00pabOoTKa Ha AaHHU W MPOTOKOIU
ce IocoYaT KakTo 3a KOMOMHUPAHH, TaKa U 3a €JHOPOIHHU CUCTEMHU.

5.3.2. Cp3aBa ce cucTema 3a KOHTPOI Ha JIOKYMEHTH, OINpe/eieHa B MUCMEHa Mpoleaypa, 3a
npepasriexiaHe, UCTOPUsS HAa KOPEKIUHUTE U apXMBHpPAHE Ha JOKYMEHTH, BKJIIOUUTEIHO CTAHIAPTHU
OTepaTHBHHU Tpolenypu. BbBexxgar ce MOAXOAIIM KOHTPOIHH MEPKH 3a €NEeKTPOHHU JTOKYMEHTHU
(mabmonu, HopMyISIpH U OCHOBHU JOKYMEHTH). [10AX0aMIIMTE KOHTPOIHH MEPKH rapaHTHPAT LEI0CTTa
Ha MPOTOKOJIA MPe3 LEeNHs MEPHOI Ha ChbXPaHEHHUE.

5.3.3. JIokyMeHTUTe ce MPOEKTHpaT, W3TOTBST, MPEISKIAT U Pa3MPOCTPAHIBAT OTTOBOPHO.
Bb3npousBexnanero Ha pabOTHH JOKYMEHTH OT OCHOBHHU JOKYMEHTH HE IMO3BOJISIBA JOIMYCKaHETO Ha
IPELIKU IIPe3 Npolieca Ha Bb3IIPOU3BOACTBO.

5.3.4. JloxymeHTHTE, CHABPKAIIM HHCTPYKIMH, C€ Oa00psBaT, MOMANWCBAT WU JaTHUPAT OT
MOJXOMASIIA M YITBJIHOMOIIEH! Juia. ToBa ce M3BBpPIIBA M IO €JIEKTPOHEH MbT. JIOKyMeHTUTe ca C
HE/IByCMHCIICHO ChIbpIKaHHUE U Ca YHUKAJIHO pa3no3HaBaemu. Ompesens ce Jarara Ha BIM3aHEe B CHIIA.

5.3.5. JIokyMeHTUTE, ChIbPKAIIKU WHCTPYKIUHU, ce OQOpMAT MO MPErie[IeH Ha4MH, 33 Ja Ce
npoBepsBar JiecHO. CTUABT M €3UKBT Ha JIOKYMEHTUTE OTroBaps Ha TSIXHOTO MpelHa3HAYeHUE.
CraHgapTHUTE OINEpPaTUBHHU MPOIEAypH, pPAOOTHUTE WHCTPYKIMM U METOOM C€ HalucBaT B
3aJIBJKUTENIEH CTHIL.

5.3.6. [lokyMeHTH, BKJIIOYEHH B CHCTEMaTa 3a YIpaBleHHE Ha KauyeCTBOTO, C€ TMperiexiaar
PEIOBHO U C€ MOJABPXKAT B aKTYaJTHO ChCTOSTHHE.

5.3.7. Bcuuku ChHIIECTBEHH TMPOMEHH B JIOKYMEHTUTE C€ U3BBPIIBAT CBOEBPEMEHHO,
IIpepasmIek/IaT ce U ce MOCTaBs JaTa U MOJIKC OT JIULE, OTOPU3UPAHO 32 U3BbPLIBAHE HA Ta3U JEHHOCT.

5.3.8. JlokyMeHTHTE C MHCTPYKTa)X HE C€ HamucBaT Ha pbka. Korato 1OKyMEHTHUTE HM3HCKBAT
BBbBE)KJIAHETO HA JIaHHU, NPEABIK/A CE TOCTAThYHO IPOCTPAHCTBO 32 TE3U 3aIUCH.

5.4. JIoOpu NMpakTHUKH 3a JOKYMEHTHpPAHE

5.4.1. [IpoTokonHTE Ca YETIMBU WIN PHKOMUCHH, TpaHCHOPMUPAT ce B APYT BUI (MHUKPODHIM)
WM C€ BbBEXKJIAT B KOMIIOThPHA CHCTEMA.

5.4.2. TlpoTokonuTe ce MPaBAT WIH MPUKIIOYBAT B MOMEHTA Ha MpEINpPHEMaHe Ha BCSKO
JeiicTBHEe W 1O TakbB HAaYMH, Y€ BCHYKM 3HAYUMHU JEHHOCTH, CBbP3aHU C JapsBaHETO, B3EMAaHETO,
npepaboTKaTa, U3CIEABAHETO U PA3MPEISICHUETO Ha KPbB H KPBBHU ChCTABKH, Ca MPOCIIEASICMH.

5.4.3. Cucremara 3a JIOKYMEHTHPAaHE OCHUTYpsSiBa TOCTOSHHO 3allICBaHE HA W3BBPIICHUTE



IpOIEAYpH OT JOHOpa Ha KpBB JI0 peUUIIMEHTa. Bcska BakHA CThIKA CE€ OTYMTA MO HAYMH, KOUTO
M03BOJIABA MIPOCIICIIBaHE HA Ja/IeHa ChCTaBKa WM MPOIIEAYypa M B IBETE MTOCOKH, OT ITbPBATa CTHITKA JI0
KpaitHata ynotpeba/yHHII0KaBaHe U 0OpaTHO.

5.4.4. Bedka npoMsiHa TpU BIMCBAaHE B JaJieH JOKYMEHT cCe€ IMOJIMCBA U C€ MOCTaBs JaTa.
[TpomsiHaTa mo3BOMNsiBa YyeTeHe Ha opuruHaiHata mHpopMmarus. Korato e nenecrobpa3Ho, ce 3amucBa
MPUYUHATA 32 IPOMSHATA.

5.5. CpxpaHeHHe Ha JOKyMEHTH

5.5.1. Ompenens ce Kol TOKYMEHT C KOsl IGMHOCT € CBbP3aH U KbJE C€ ChXpaHsiBa. BuBexaarT
Ce CHUTypHH KOHTPOJIHHM MEpKH, 32 Jla C€ rapaHThpa LeJoCcTTa Ha JIOKyMEHTa Mpe3 IMepuoja Ha
chxpaHeHue. Te3u KOHTPOIHN MEPKH CE BAITUANPAT, aKO € HEOOXOIMMO.

5.5.2. 3a onpeneneHu JOKYMEHTH ce Mpuiiarat CenupuIHA U3UCKBAHUS 32 ChXpaHEHUE.

5.5.2.1. llepuogbT Ha CHXpaHEHHE HA JOKYMEHTUTE € B CHOTBETCTBHE C HOPMATHBHHUTE
M3HUCKBAHMUS.

5.5.2.2. Jlanaute 3a TPOCIEAIEMOCT, KOWUTO TO3BOJISIBAT MPOCIEASBAHE OT JOHOpa [0
penunuenTa u o0paTHo, ce ChXpaHsBar 3a Hal-mManko 30 TonuHY.

5.5.2.3. JlokymeHTaIusiTa OTHOCHO pa3CielBaHUSl 32 CEPUO3HUTE HEKEITAHW HHIUICHTH H
CEPHO3HHTE HEXKEJIaHHW PEaKIUU Ce ChbXPaHsBa B MIPOIBDKCHNE HA MUHUMYM 15 TOIHHU.

5.5.2.4. JlokymeHTanusaTa OTHOCHO CHCTEMara 3a KadeCTBO U CHOTBETHUTE JOKYMEHTH Ce
ChXpaHsBaT B MPOABDKCHNE Ha MHHUMYM 10 rogwHH.

5.5.2.5. 3a gpyru BuAOBE NOKyMEHTU MEPUOABT HA CHXpPAHEHHE CE€ OMpeAelis Bb3 OCHOBAa Ha
JNEHHOCTTA, KOSATO JOKYMEHTAIIUATA OITUCBA.

5.6. Crenudukanuu

5.6.1. CrierudmkanuuTe Ha U3XOTHUTE M OMAKOBRYHHUTE MaTePUAIIH, KAKTO U 32 KpalHUTE KPHB
U KPBbBHU CHCTaBKU C€ OTOPU3UPAT U AATUPAT.

5.6.2. Crnemudukanuure 3a W3XOIHH W IBPBUYHH WU TICYATHH OTAKOBBYHU MATCPUAIH
BKJIIOYBAT WJIM MPEIOCTABSAT CIIPaBKa 3a CIEHOTO, aKO € MPHII0KUMO:

5.6.2.1. onucanue Ha MaTepUAIIUTE, KOETO BKJIIOYBA:

5.6.2.1.1. 0603HaU€HOTO HAMMEHOBAaHUE U TOCOYBAHE HA BHTPELTHUS KOJI;

5.6.2.1.2. omoOpeHuTe JOCTABYUIIM U IHPBOHAYATHHS [TPOU3BOAUTEN HA MaTepUaa;

5.6.2.1.3. MOcTpa Ha IEYaTHU MaTepHaIIH;

5.6.2.2. yka3aHus 32 B3eMaHe Ha MPOOU U U3CIICABAHE;

5.6.2.3. KaUe€CTBEHH U KOJIMYECTBEHU M3UCKBAHUS C OTPAaHUYCHHUS 32 IPUEMAaHE;

5.6.2.4. ycnoBus 3a ChbXpaHEHHE U MPEANa3HUu MEPKU;

5.6.2.5. MakcUMaJIeH NEPUOJ HA ChbXPaHEHHE MPEIA MOBTOPEH MpErie/.

5.6.3. CrnernudukanuuTe 3a ChCTaBKUTE B MPOIEC Ha MpepadoTKa U KpailHUTE ChCTaBKU Ca Ha
pas3MoyIoKeHNEe BH3 OCHOBA Ha ChHINECTBYBAIUTE MOHOrpadum Ha cbcraBkuTe. ChCTaBKHATE Ce
ETHKETHPAT B ChOTBETCTBUE C M3MCKBAHUATA HA HAIIMOHAIIHOTO 3aKOHO/IATEJICTBO.

5.7. UuCcTpyKIMK 3a IpepadoTKa

5.7.1. Hanuunu ca omoOpeHN MUCMEHU MHCTPYKIMU 32 TMOATOTOBKA HA BCEKU THUIl ChCTABKa,
KOSITO C€ MPOU3BEKIa. Te BKITFOUBAT:

5.7.1.1. xoxa Ha mpolieca 3a BCEKU €Tam IpU MPOU3BOJICTBOTO HAa CHCTABKATa, BKIHOYUTEIHO
KBJIE CE U3BBPIIBA U BCAKO U3MOI3BAHO KPUTUIHO 00OPY/IBaHE;

5.7.1.2. metoqu (WM mpernpaTka KbM METOAMTE), KOUTO IE CE€ M3IOJI3BAT 3a CTapTUpaHE
MOJIPHKKA Ha KPUTHYHOTO 000py/IBaHe (TIOYHCTBAaHE, MOHTAXK, KATMOpUPAHE);

5.7.1.3. u3uckKBaHuATa 3a MPOBEpKAa HAa OOOPYIBAHETO 3a YHUCTOTAa M TOAHOCT 3a W3IMOJI3BaHE,
KaKTO U JINICATa BEPXY 00OPYIBAHETO U BHPXY paOOTHUTE MECTa HA KPHBHU CHCTABKHU, JOKYMEHTH WU
MaTepuaiy, KOUTO He ca HeOOXOAMMH 3a IJIaHUPAHUS MPOIIEC;

5.7.1.4. mompoOHM TMOETAHU WHCTPYKIMK 3a mpepaboTka (TMPOBEpPKHM HA MaTepuaii,
npeaBapurTenHa oOpaboTKa, MOCIENOBAaTEIHOCT 3a J00aBsSiHE HA Marepuaid, KaKTO U KPUTUYHUTE



napaMeTpu Ha Mpolieca, KaTo BpeMe U TeMIEpaTypa);

5.7.1.5. VHCTpYKIIMHTE 3a BCUYKN KOHTPOJIHHU MEPKH T10 BpEME Ha ITpolieca C TEXHUTE IPAHUIIY;

5.7.1.6. W3UCKBaHUS 3a CBhXpAaHEHHE HA CHCTABKUTE M BCUYKU KPUTUYHHU MaTepHald H
KOHCYMAaTHBH;

5.7.1.7. BCUYKM crienMaIHy MPEANna3Hu MEpPKHU, KOUTO CE CIa3Bar.

5.8. Etukerupane

Ha Bcuuku eranu ot mpepaboTKaTa €TUKETUPAHETO OMpeeNis OTIACIHUTE ChbCTaBKH U TIXHOTO
€CTECTBO.

5.8.1. M3uckBaHus 3a €eTUKETHUPaHE B XOJa Ha mpoieca. ETHKETHT BbpXy MEXIWHHA ChCTaBKa
MO3BOJISIBA OTIPEJICTITHE HA eTarna Ha MpepadoTKa U BKITIOYBA:

5.8.1.1. uMe Ha ChCTaBKaTa;

5.8.1.2. yaukanes nudpoB win OyKBeHO-IU(PPOB HICHTUDUKAITMOHSH HOMEP HA JapsBaHETO;

5.8.1.3. ume Ha mpou3BeK AU TPAHC(HY3UOHEH IICHTHP.

5.8.2. Tlporokon 3a mpepaboTka. Bcska eauHHMIIA TPEACTaBIsIBA YHHUKAJIHA MapTUIA.
[TpoTokonuTe 3a mpepaboTKa MPEAOCTaBAT AOCTAThbuHO MHOpMAIMs, 3a Ja C€ Ch3IaZe UCTOPHS U
BB3MOXKHOCT 3a MpPOCIEAsSBaHE HA TIOJYYCHHTE KPBBHU ChcTaBkU. WHbopmamusta ce Hamupa B
KOMITIOTBPHUTE CHCTEMH Ha TPaHCPY3HMOHHUS I[EHTBHP. B TpaHC(y3WOHHUS ICHTHP CE€ OCHTYypsBa
JOCTBHII 0 CIETHUTE MPOTOKOIU 3a pepaboTKa 3a BCSAKA €AMHUIIA!

5.8.2.1. uMeTO M yHUKaJIEeH UACHTHU(PHUKAIIMIOHEH HOMEDP Ha ChCTABKATa,

5.8.2.2. nara u yac Ha 3alMoyYBaHe, Ha 3HAYMTEITHH MEXIWHHU €Taly W Ha MPHUKIIOYBAHE Ha
npepaboTKara;

5.8.2.3. uneHTudukanys Ha oneparopa, KOWTO U3BBPIIBA BCEKM KPUTHUYEH €Taml OT Ipolieca
(KOHTpOJIH Ha TIPOIIeca), U UMETO Ha BCSIKO JIUIIE, KOGTO € TIPOBEPIIIO KPUTUIHHUTE CTHITKY;

5.8.2.4. mapTuzeH HOMEp Ha BCHYKM KOHCYMAaTHBU W/WIHM aHAJUTHYEH KOHTPOJIEH HOMEp Ha
BCEKH KOHCYMAaTHB;

5.8.2.5. mpoToKoJ 32 KOHTPOJIM B X0JIa Ha TIpolieca U UACHTU(DUKAIMS Ha JUIETO/aTa, KOeTO TH
OCBIIECTBSABA, KAKTO U MOJTyUYECHUTE PE3yATATH;

5.8.2.6. pesynTaTtu OT NMPEANPUETOTO HM3CJCABAHE HAa CIMHMIIATA KPBHB W/WIM ChCTaBKara (C
U3KIIFOYCHIE HA MOHUTOPUHT Ha Kau€CTBOTO);

5.8.2.7. Oenexxku 3a BCSAKO OTKIOHEHHWE, BKIIOYUTEITHO MOAPOOHOCTH 3a MPOIEAYPHUTE, C
MOJIITUCAHO 0JI00peHue;

5.8.2.8. undopmarnms OTHOCHO TpepadOTBAHETO HA HECTAHIAPTHH CHCTABKU C TOAMHCAHO
ono0peHue.

5.9. [Ipoueaypu u MpOTOKOIU

5.9.1. [lonyyaBane

5.9.1.1. HannyHu ca MICMEHU MPOIETypH B MTPOTOKOJIN 32 TIOTy9aBaHETO Ha BCSKa IOCTaBKa Ha
MaTepuaIy U peareHTH, KOUTO MOTaT Jia OKa)KaT BIMSHUE BbPXY KQYECTBOTO M 0€30MaCHOCTTA Ha KPHBTA
U KPBBHHUTE CHCTABKU. [IpOTOKOIUTE 32 MMOTy9YaBaHe BKITFOYBAT:

5.9.1.1.1. umeTo Ha MaTepHalia BbPXy U3BECTHUETO 3a JJOCTaBKa M KOHTEHHEPHTE;

5.9.1.1.2. "BpTpemien" kox Ha Marepraia B TpaHCQY3UOHHUS LIEHTBD (aKo uMa);

5.9.1.1.3. nara Ha noyiyyaBaHe;

5.9.1.1.4. umeHara Ha JOCTaBUYMUKA U IPOU3BOAUTEIIS;

5.9.1.1.5. maptuneH uinu pedepeHTeH HOMEp Ha TPOU3BOIUTEIS;

5.9.1.1.6. 00110 KOTMYECTBO U OO HA TIOTYYEHUTE MIPOAYKTH;

5.9.1.1.7. napTuueH HOMEp, ONPEICIICH CJIE]] TIoJTydaBaHe (aKo € MPUII0KHUMO);

5.9.1.1.8. ume/uneHTuUKaAIMOHEH HOMEP Ha JIUIETO, TOTYYHIIO TPATKATa;

5.9.1.1.9. BcaKkakBU CHOTHOCHUMHU OEJIEHKKH.

5.9.1.2. Hamuueu ca NHUCMEHU TPOIEIypU 3a BHTPEHIHOTO ETUKETHpPaHE, KapaHTUHA H
ChXpaHCHHE HA U3XOIHUTE MaTEPHAJH, ONTAKOBBYHH U JAPYTH MaTEPHAIIN, aKO € ITOIXOJISIIO.



5.10. Bzemane Ha nmpobu

5.10.1. HannuHu ca MUCMEHHU TPOIIEAYPH 32 B3EMaHETO Ha IPOOH, KOUTO BKIIFOYBAT METOJUTE U
000pyaBaHETO, KOUTO III€ CE€ HM3IMON3BaT, KOJMYECTBaTa, KOMTO II€ C€ B3€MaT, KaKTO M CIa3BaHE Ha
BCUYKH IIPEIIIa3HA MEPKH, 3a J1a ce n30erHe 3aMbpCsiBaHe HA MaTepraa WiIH BIOIIaBaHEe Ha KAY€CTBOTO
My.

5.10.2. MOHUTOPHHTPT Ha KAY€CTBOTO HA KPHBHUTE CHCTABKHA CHOTBETCTBA HAa AKTyalTHUTE
crierupUKaIUy 32 MEXKIUHHU U KpaltHU ChCTaBKH.

5.10.3. HanuuHu ca MHCMEHM MPOICAYPH 3a M3CICABAaHE HAa MaTepuajd U KPbBHU ChCTaBKH B
pa3jMyYHUTE eTalu Ha IpepaboTKa, OMHUCBAIIM HM3MOJI3BAaHUTE METOOU U oOopyaBaHe. M3BbplieHHTe
U3CIIEJIBAHUS CE€ IOKYMEHTHPAT.

5.11. lpyru

5.11.1. Hannunau ca mMCMEHU MPOLEAYPH 32 0CBOOOKAaBAHE U OTXBBPJISHE.

5.11.2. ITogabpkaT ce MPOTOKOJIU 32 pa3NpeAesieHUeTO Ha KPbBHU ChCTaBKH, 32 Ja C€ YJIECHU
U3TETNISTHETO Ha BCSAKA €IUHMIIA, aKO € HEOOXOIUMO.

5.11.3. Hannuau ca MUCMEHM MOJIUTHKU, TIPOLECTYPH, TPOTOKOIHN, OTYETH U CBBP3AHHUTE C TAX
MIPOTOKOIIH 32 MPEANPUETUTE NEHCTBUS WIIM JOCTUTHATUTE 3aKITIOUCHUS 32 CICTHUTE BBIIPOCH:

5.11.3.1. Banuaupane 1 KBaIUQUKAIKs Ha IPOLECH, 000pY/IBaHE U CUCTEMU;

5.11.3.2. moHTaX Ha 00OpyABaHE U KaTUOpPUpPAHE;

5.11.3.3. monapbKKa, MOYMCTBAHE U IE3UH(DEKITUS;

5.11.3.4. BpIpoCH, CBHP3aHU C MEPCOHANA, BKIIOYUTEIHO CHHCHIM C MOANUCH, o0ydeHHe 3a
JloOpa TpakTHKa W TEXHUYECKH BBIIPOCH, OOJIEKII0O W XWUTHECHA M JOKa3BaHE Ha ¢()EeKTUBHOCTTA Ha
00y4eHueTo;

5.11.3.5. MOHUTOPHUHT Ha OKOJIHATA CPeJa;

5.11.3.6. KOHTPOJI HAa BPEAUTEIIUTE;

5.11.3.7. onnakBaHus;

5.11.3.8. uztenissHus OT yrnoTpeoa,

5.11.3.9. BpbIanus;

5.11.3.10. KOHTPOJ HA IPOMEHUTE;

5.11.3.11. mpoy4BaHe Ha OTKJIOHCHHS U HECHOTBETCTBHUS;

5.11.3.12. BbTpEIIHU OIUTH 3a CHOTBETCTBHE ¢ JloOpaTa mpaKkTHKa;

5.11.3.13. pe3roMeTa Ha MPOTOKOJIU 32 MPENIe]] Ha KaUeCTBOTO HAa KPbBHUTE ChCTABKU;

5.11.3.14. oquTH HA JOCTABYMUIIH.

5.11.4. TIporokonu ce MOAIBPKAT 32 OCHOBHO WM KPUTUYHO AHAJUTHYHO W3CIICIBAHE,
oOopynBaHe 3a TpepaboTKa W TOMEIICHUSATa, KBIETO KPBBHUTE CHCTaBKH ce mpepaborBar. Te ce
M3M0JI3BAT 32 OTYUTAHE B XPOHOJIOTHYEH pell Ha BCSKO M3MOJI3BAHE HA MOMEIEeHUE, 000pyaBaHe/METO,
KaauOpupaHe, MoJAPHKKa, TTOYHCTBAHE WIM PEMOHTHH JICHHOCTH (JJAaTHTE W CAMOJIMYHOCTTA HA JIUIATa,
KOWTO Ca U3BHPIIUIHN T€3U IEHHOCTH).

6. Bzemane Ha KpbB, U3clieiBaHE U IpepaboTBaHe

6.1. Kputepun 3a mogdbop Ha ToHOpH

6.1.1. BeBexkaar ce u ce MoaabprKaT MPOLEIYyPH 3a IOaA00p Ha JOHOPH, BKJIIOUBAIIK Oe30MMacHa
uaeHTU(UKAIMS Ha JOHOPH, UHTEPBIO MO KPUTEPHHUTE 3a MOAOOP M OIEHKA 3a JOMYyCTHUMOCT. Te3u
MPOIEAYPH CE€ U3BBPIIBAT TPEAN BCSIKO KPHBOAAPSBAHE W CHOTBETCTBAT HA W3UCKBAHUATA HAa
JeficTBaIlMTE HOPMAaTUBHU aKTOBE.

6.1.2. Hanu4yHa e cuctema 3a CUTYpHA WACHTU(UKALNS, KAKTO ¥ PETUCTPUPAHE HA NaHHUTE 3a
KOHTaKT ¢ JJoHOpuTe. HannuHu ca mpoueaypu 3a KOHTpoJd Ha MH(OpMalusaTa, CBbp3Balla JOHOPUTE C
BCSIKO TSXHO KPBHBOJAPSIBAHE.

6.1.3. Ilpu mpucturane B TpaHC(HY3UOHHHUS MEHTHD IOHOPUTE NPEIOCTABIT IOKYMEHT 3a
TAXHATA CAMOJIUYHOCT. BCHUYKM NOHOPH MpEeMUHABAT CUCTEMATHYCH CKPUHUHT MPOIEC 3a OICHKA Ha
TSAXHATA TPUTOTHOCT.



6.1.4. Camo nuua B 100po 3paBOCIOBHO CHCTOSIHUE C€ MPUEMAT 3a IOHOPU Ha KPBB M KPBBHU
CHhCTaBKH.

6.1.5. IlporechT Ha MOAOOP BKIIIOYBA OIICHKA HA BCEKU JOHOP, M3BBPIIEHA OT Jiekap. Taszu
OIICHKAa BKIIFOYBA WHTEPBIO, JCKJIApaIlvs 3a 3IPABOCIOBHO CHCTOSIHHE M JOIBIHHTCIHH JIUPESKTHU
BBIPOCH, aKO ca HEOOXOTUMHU.

6.1.6. [lexnapamusita 3a 34paBOCIOBHOTO CBHCTOSIHUE CHABpPXKa BBIIPOCH, KOUTO Jla CHOWpPAT
UH(OpMAIHs, CBbP3aHa ChC 3PABOCIOBHOTO ChCTOSHHUE M HAUMHA HA XUBOT Ha JIOHOpa. Jlekmaparusara
e pasOmpaema 3a JOHOpPa W C€ MPENOCTaBd HAa BCHYKM JIOHOPU BCEKH ITBT, KOTaro ce SBAT 3a
KpbBonapsiBane. Clie/i MOMTbJIBAHETO M CE MOMUCBA OT JOHOPA.

6.1.7. TpaHCpy3HOHHUST MEHTHP pa3moiiara ¢ MOIXOSMIIN KPUTEPHH 32 JIOTYCKaHe/OTXBbPIISHE
Ha JIOHOPH, 32 JIa € KOHTPOJIUPa JOIMYCKAaHETO JI0 KPhBOAAPSIBAHE U OTXBBPIITHETO HA JOHOPHTE.

6.1.8. IHTEpBIOTO C JOHOpA CE MPOBEXK /1A IO HAUYWH, KOHUTO TapaHTHpa KOH(UICHIIHATHOCT.

6.1.9. [ToBepuTEITHOTO MHTEPBIO C€ MPOBEXK/A OT CIEIUATHO OOY4YEeH MEIUIIMHCKH TEepPCOHAl,
KOWTO 3a/1aBa JOMBIHUTEIHU JUPEKTHU BBIIPOCH 3a JIOMBIBAaHE Ha MH(OpMaNUATa B JEKIapanusaTa 3a
37paBOCIIOBHOTO ChCTOsIHUE. JlekapsiT, KOWTO W3BBPINBA OICHKATa, TOTBBPXKIAaBa, Y€ ca 3aaa/IcHU
MOJIXOJISIIIIUTE BHIIPOCH.

6.1.10. TIporokonuTe 3a TPHUTOAHOCT W KpalHATa OIEHKA HA JIOHOPUTE CE TOAMKMCBAT OT
KBaJTU(UIIUPAH 3IPABEH CIICIIUAHCT.

6.1.11. CexpaHsaBaT ce MPOTOKOIHM 3a BCSKa JEWHOCT, CBbp3aHa C IMoabopa Ha JIOHOpA.
[TpoToKONBT OTpa3siBa PEUICHHETO 3a JOMYCKaHEe Ha JOHOpA, OCHOBABAIlO CE HA JeKJIapanusaTa 3a
37IPaBOCIIOBHOTO CHCTOSIHHE, HCTOPHS 3a MPEIXOAHO OTJIaraHe, MHTEPBIOTO C JIOHOPA U PE3YNTaTHTE OT
buznueckus nperiea. OTXBBPIASHETO HAa IOHOP U MPUYMHATA 3a OTJaraHe Ha JOHOp ce 3amucsar. Mma
CHUCTEMa, KOSTO Jia TapaHTHpa, Y€ JOHOPBT € IMOCTOSHHO OTCTPaHEH OT OBJCHIN IapsBaHUS WU
BPEMEHHO OTJIOXKEH (II0COYBa C€ CPOKBT HA BPEMEHHOTO OTJIaraHe).

6.1.12. JloHopute ce MHCTpYKTHpAT Jaa wH(GOpMHUpAT TpaHCHY3HMOHHUS IICHTHP, aKO CE TOSIBSIT
NpU3HAIM WIH CHUMIITOMH CJell KpbBoiapsiBaHe. JlapeHaTa KpbB MOXE Ja € 3apa3Ha WIH JApyra
uHpOpMaIus, KOATO He € Omia pa3KkpuTa MO BpeMe Ha Mmoadopa, MOXKe Ja HalpaBU MPEIBAPUTEIHO
JapeHara KpbB HETOIXO/IAIIIA 32 TPEJIUBaHE.

6.1.13. Hanuuna e mporenypa, KOSTO TapaHTUpPa, Y€ BCHYKH OTKJIOHEHWSI, MPOU3THYAIIH OT
nporieca Ha 1Mox00p Ha JIOHOPUTE, Ca MPABHIIHO Pa3TIefaHu OT KBATU(HUIMPAH 3[paBeH CIEIHATUCT U
ce IpernprueMar MoIXOSIIN TSHCTBUSI.

6.2. B3emaHne Ha KpbB U KPbBHHU ChCTAaBKHU

6.2.1. Tlpu mpouenypara Mo B3eMaHE Ha KPHB HJICHTUYHOCTTA HA JOHOpA € MPOBEpEHA H
peruCTpHUpaHa Mo CUTYPEeH HauYWH U Bpb3KaTa MKy IOHOPA M KPBBTa, KPBBHUTE ChCTAaBKU M KPHBHHTE
npoOu € SICHO yCTaHOBEHA.

6.2.2. UneHTHYHOCTTa Ha JIOHOpA CE MOTBBPKIaBa MPEIH BCAKa KPUTHYHA CTHITKA B MpoIleca,
HO 33IBJDKUTENTHO TPEAH Mo100pa Ha JOHOPUTE U BEHEYHKIIUATA.

6.2.3. M3non3Ba ce cucTemMa 3a YHUKAJIHA WACHTU(UKAMS Ha JapeHaTa KPbB - YHUKAJICH
HOMEp CBBP3Ba JIOHOpA C JlapeHaTa KPbB W BCHYKU CBBP3aHH C HEs CHhCTAaBKH, MPOOU M TPOTOKOIIH,
KaKTO | 32 CBhP3BaHE HAa BCEKHU €IMH OT TSIX KbM BCEKH OT OCTAHAJIHTE.

6.2.4. Tlo Bpeme wiM cliel JapsSBAHETO HAa KPbB BCHYKH NPOTOKOJIM, CAKOBE C KPbB U
nabopaTopHu TMPOOM Cce€ TpoBepsSBaT 3a M3MOJI3BAaHMSA HOMEpP Ha JapeHa KpbB. ETuketn ¢
UICHTU(QHUKAIIMOHHN HOMEpa 3a JapeHa KPbB, KOUTO HE Ca M3IMOJI3BaHU, CE YHUIIOKABAT C TIOMOIITA Ha
KOHTpPOJIPaHa MpoLeaypa.

6.2.5. CucremuTe ChC CTEPUIIHU CaKOBE 3a KPbB, M3MOJI3BAHM 332 B3€MaHE Ha KPBB M KPHBHU
CBhCTAaBKU W TAXHATa mpepadoTka, mputexkaBar CE mapkupoBka WM MapKUpPOBKa, CHOTBETCTBAIa Ha
W3UCKBAaHMSTA CHIIACHO €KBUBAJICHTHH CTAHIAPTH, aKO KPHBTA U KPHBHHUTE CHCTABKHU Ca B3ETH B TPETH
CTpaHU. YHUKAIHUAT UACHTH(DHUKAIIMOHEH HOMEp Ha BCEKH CaK 3a KPBB € MPOCIEIsieM 3a BCSKa KpbBHA
ChCTaBKa, TIOJIy4eHa OT HEro.



6.2.6. Pabortara ¢ MaTepuaiay M pEarcHTH, MOJy4YaBaHE M KapaHTHHA, B3eMaHE Ha MpooOw,
ChXpaHEHHe, eTHKeTUpaHe, mpepadoTKa, MakeTHpaHe W paslpeelieHHe Ce M3BbPIIBA B ChOTBETCTBHE C
MUCMEHH MPOLETYPH W HHCTPYKIIUH U C€ JOKYMEHTHpA.

6.2.7. M3non3Bar ce caMo peareHTH W MaTepuaid OT OM0OpPEHH TOCTABYMIIN, KOUTO OTTOBAPST
Ha JIOKyMEHTUPAHUTE W3UCKBaHUS U CIIeIU(UKAIIIH.

6.2.8. Ilpouexypure 1o B3eMaHe Ha KPbB HaMasgBaT 0 MHUHUMYM pPHCKa OT MHKPOOHO
3aMbpCSBaHE.

6.2.8.1. M3mon3Bar ce CTEpPWIHU CHCTEMHU 3a B3eMaHE M NMpepadoTKa Ha KPbBTAa M KPHBHUTE
cbcraBku. CHCTEMHTE 3a B3eMaHE Ha KPbB C€ M3IOJ3BAaT B CHOTBETCTBHE C HHCTPYKIMHUTE Ha
TIPOM3BOAUTEIIS.

6.2.8.2. Tlpenu BeHENMyHKIMS C€ MpaBU MPOBEpKa, 3a Ja Ce TrapaHTHpa, 4e CHUcTeMmara 3a
B3eMaHEe Ha KpPbBB, KOSATO IIe CE€ H3IMON3Ba, HE € MOBPEICHA WM 3aMbpCeHa W € IOIXOJsINa 3a
IUTAHUPAHOTO B3eMaHe Ha KpbB. HeecTecTBeHaTa Bllara Wi mpoMsiHa Ha I[BETa Mperoarar 1eexT.

6.2.8.3. HaiimyHu ca moAXoAsIiy Ipolenypu 3a Ae3uHeKIus Ha PhIeTe U JIMYHA XUTUEHA,
KOWTO C€ M3ITBJIHSABAT OT MEPCOHAA MPEIN BCIKO B3eMaHe Ha KPbBB.

6.2.8.4. Koxxata Ha KpbBOJApUTEIIsl HA MACTOTO HAa BEHEIMYHKLUATA € 0€3 JIe3UH, BKIIOYUTEIHO
eK3ema.

6.2.8.5. MsCcTOTO Ha BEHEMYHKIIUSATA C€ MOJATOTB, KATO C€ M3IMOJI3Ba OIpeie]ieHa U BaluAupaHa
nporenypa 3a Ae3MH(EKIHs. AHTHCENTHYHHUAT pa3TBOP C€ OCTaBi Ja HM3CHXHE HAITBIHO IPEIu
BeHenyHKIus. [lonrorBeHara 30Ha He ce JOKOCBA C MPBCTH MPEIX BbBEKIAHETO HA UITIATa.

6.2.8.6. EdexTuBHOCTTAa Ha TIpoIeayparTa 3a Ae3uH(EKIUS Ce MOHUTOPUPA U C€ TpeATprueMar
KOpUTHpAIIX JEHCTBHSI, KOTAaTO € MOCOYEHO, Ye € Hee(heKTHUBHA.

6.2.8.7. CpokbT Ha TOOHOCT Ha JAC3MH(EKTAHTHTE Ce MpoBepsaBa. /laTara Ha MPOU3BOACTBO U
JlaraTa Ha OTBapsiHE Ha IPUTOTBEHHU HA MSCTO JIe3UH(PEKTAHTH CE MIOCOYBAT BHPXY TEXHHUTE CTUKETH.

6.2.8.8. CakbT ¢ KpbB ce MpoBepsBa clie] aapsaBane 3a aedexru. Hepasmennara TphOrUKa KbM
caka ¢ KpbB ce cwiupa (ciemBa) B Kpas M Bb3MOXHO HAi-OJMM30 /0 caka C KPBB M CIIEJ TOBa Ce
OTCTpPAaHsBA.

6.2.8.9. CranmapTHu ONEpaTUBHHU MPOIEAYpH 3a paboTa OMHCBAT JACHCTBUATA, KOUTO CE
npeArnpreMaT Ipy HEYCHEIIHO B3eMaHe Ha KPBbB. Te MocouBaT Kak ce MpoIeIupa ¢ Bede eTUKETHpPaH
Marepuai U 00CTOsTEIICTBaTa, TPH KOUTO MOXKE J1a € Bb3MOYKHA ITOBTOPHA BEHETYHKIIHSI.

6.2.9. JIaboparopHuTe MPOOH ce B3eMar 10 BpeMe Ha B3€MaHETO Ha KPBB M C€ ChXPaHsBAT I10
MOAXO/ISAI HAUYWH MTPEIN U3CIIeIBAHETO HA KPHBTA.

6.2.10. IIpouenypara 3a eTUKETHpaHE HA MPOTOKOIHU, CAKOBE C KPBB U JTAOOPATOPHU MPOOH C
YHHUKaJTHHUSI HOMEp Ha JapeHaTta KpbB Ce Ch3/aBa, 3a Ja ce M30erHaT BCAKAKBH PUCKOBE OT TPEIKa FITH
00bpKBaHe B UACHTHPUKAIHATA.

6.2.11. Cnex B3eMaHETO Ha KPBB ChC CAKOBETE C KPBB C€ padOTH 1O HAYWH, KOMTO rapaHTHpa
KauecTBOTO Ha KpbBTa MPHU TeMIIeparypa Ha ChXpaHEHHE U TeMIleparypa Ha TPAHCHOPT, MOAXOISIIN 32
M3UCKBAaHMTA Ha MOCIIEABAIIATa pepadoTKa.

6.2.12. KpbBTa U KPBBHHUTE CHCTABKHU CE€ MOCTABAT MPH KOHTPOJIUPAHH M BAIUIUPAHH YCIOBUS
BB3MO)KHO HAH-CKOpO Ciiell BeHEMmyHKIuATa. JlapeHara KpbB B IpOOUTE Ce TPAHCIIOPTUPAT O MICTOTO
Ha MpepadoTKa B ChOTBETCTBHE C MPOIICYPUTE, KOUTO TapaHTUPAT IMOCTOSIHHA 0JJ00peHa TeMIeparypa u
CUTYpHO CBhbXpaHeHHe. J[aHHWTe OT BaJMAMPAHETO JOKA3BaT, Y€ METOABT Ha TPAHCHOPT MOMIBbPXKA
KpPBbBTa B PaMKUTE Ha OIPEICNICHHUs] TEMIepaTypeH Iuara3oH 3a IeJHs MEPHOJ Ha TPaHCIOPTHUPAHE.
Morar na ce HW3MON3BaT NPEHOCHMH YCTPOMCTBA, KOMTO 3alMCBaT TeMIlEpaTypara IO BpeMe Ha
TPAHCIIOPTHPAHE Ha KPBBTA JI0 MACTOTO 3a MpepadoTKa.

6.2.13. [Ipu OTKIIOHEHHWE TPAaHUIUTE HA OTKJIOHEHHE ce Oao0psBaT B mucMeHa (opma oOT
KOMIIETEHTHO JIUTIE.

6.2.14. Koraro kpbBTa HE C€ TPAHCIOPTHUPA OT CaMHUs IEHTHP 3a MpepadoTka, a € CKIOYCH
JIOTOBOP C TPAaHCHOPTHO JIPY)KECTBO, B KOWTO OTTOBOPHOCTUTE HA JIPYKECTBOTO Ca ONPEACIICHH, CE



MPOBEXK AT IEPUOTUIHH OJTUTH 32 CHOTBETCTBHE.

6.2.15. Hanmmuna e cucreMa, KOsITO rapaHTHpa, Y€ BCIKO KPBBOAAPSABAHE € CBhP3aHO C MSICTOTO,
KBJIETO TO € U3BBPIICHO U KBJIETO Ca MPOU3BEICHU ChCTABKHU OT HETO.

6.3. JJaGoparopHo u3cneaBaHe

6.3.1. Bcuuku napeHu eIuHUIM KPBB C€ M3CIE/ABAT, 3a J1a OTTOBAPSAT Ha crelUUKAIMUTE U Aa
OCHUTYpSIBaT BUCOKO HHBO Ha 0€30MacHOCT 32 PEIMITHCHTA.

6.3.2. Bcuuku npoueaypu 3a 1abopaTopHO H3CIEIBAHE Ce BalUANPAT Mpeau ynoTpeoda.

6.3.3. B gombiiHeHNE KbM BaJWAMPAHETO HA CHCTEMaTa 3a W3CJCIBaHE OT MPOU3BOAMTENS, CC
M3HCKBA BAIMUpPAaHE HA MSICTO HA CUCTeMara 3a U3clie[iBaHe B Jlaboparopusra rpeau HeifHata ynorpeba
3a pyTUHHH H3clieaBanus. ToBa BaluaupaHe J0Ka3Ba, de:

6.3.3.1. naboparopusiTa oTroBaps Ha creruuUKaIMUTe 3a paboTaTa Ha cUCTeMara, yCTAaHOBEHHU
OT TIPOU3BOIUTENS HA TECTA;

6.3.3.2. mabopaTOpHUAT TEPCOHAN € HABJIHO HHCTPYKTHpaAH, OOy4eH M KOMIIETEHTEH Ja
paboTu che crcTeMara 3a U3CJIeABaHE.

6.3.4. [lefinocTuTe 3a M3CJIeIBaHE HA IapeHa KpbB, 00paboTKa Ha TOHOPCKHU POOH, B3eMaHE HA
npoOu, aHanmu3 U oOpaboTka HA JAHHU C€ M3BBPIIBAT OTIEITHO OT JAMATHOCTHYHOTO HU3CJE/BaHE Ha
TIAI[UCHTH.

6.3.5. Besika cTpnka B pabotara u oOpaboTkara Ha mpoOU ce OMUCBA, KAKTO U YCIIOBHUSATA 3a
npeaBapuTeaHaTa aHajduTHYHa oOpadoTka Ha npoOute (LeHTpodyrupaHe), CbXpaHEHHE W TPAHCIOPT
(IPOOBIKUTETHOCT, TEMIIEPATYpa, BUJl HA KOHTEHHEpa, ChbXpaHEHUE CIIe/ U3CIICABAHE).

6.3.6. Ilpu mnonyyaBane Ha TpPoOUTE B JaboOparopusATa Ce€ W3BHPIIBA IMOJOKHUTEITHA
uAeHTU(UKAIMS HA TIOTYYEHUTE MPOOH Cpelly OYaKBaHUTE.

6.3.7. Hanuueu ca maHHM, TOTBBPIKIABAIIN TIPUTOIHOCTTA HA BCUYKH J1a00OpaTOPHU pPearecHTH,
W3MOJI3BAaHU MIPH U3CIIeBaHE HA IPOOH JapeHa KPbB U KPbBHU ChCTABKHU.

6.3.8. M3crnenBaneTo Ha KPBBHU CHCTABKU CE M3BBPIIBA B CHOTBETCTBHE C MPEMOPBHKUTE HA
MIPOM3BOIUTENS HA peareHTH 1 Habopu 3a u3cienBaHe (OCBEH ako HE € BalUANpaH aITepHATUBEH METOJ
Mpeu TSIXHATa ynorpeda) mpear 0CBOOOKIaBaHETO Ha KphBHATA ChCTABKA.

6.3.9. [IpaBu ce mpeaBapUTEIHO U3CJEIBaHE HA MPOOM MpPEau 3aKyIMyBaHETO HA MapTUIN OT
peareHTu OT mpou3BoauTelNl. [loTEHIIMAIHNUTE KYyIMyBauyd M3UCKBAT OT MOTCHIIMAIHUTE JOCTABUUIU J1a
MPEIOCTaBAT IMBIHU JaHHU 3a BalUAMpaHE 3a BCUUKH MapTHIIM peareHTH. Beska mapTuaa oT peareHTu
ce kBanu(puIrpa OT KyIyBaua, 3a Jja e JIOKa)Xe TOJHOCTTa M 32 HEHHOTO MpeAHa3HaYCHIE B pAMKHUTE Ha
cUCTeMara, U3IM0JI3BaHa 3a U3CJe/IBaHe.

6.3.10. HanwueHn e HajexIeH MpOIEC 3a 3alKiCBaHe, CHIIOCTABIHE W HMHTEpIpEeTalus Ha
pe3ynTaTure.

6.3.11. KagecTBOTO Ha 1aOOPATOPHOTO M3CIEABAHE CE OIEHSIBA MEPUOIUIHO Upe3 BKIIOUBAHE B
oduIMaiHa CHCTeMa 33 U3CJIe/IBAaHe HAa YMEHUsATA (BBHIIIHA ITPOrpaMa 3a OCUTYpPsSBaHE Ha Ka4eCTBOTO).

6.4. UzcnenBane 3a UHMEKIIMO3HA MapKepu

6.4.1. MscienpaHeTo Ha JgapeHaTa KpbB 3a WH(EKIMO3HW arcHTH ¢ KIIIO4YoB (HaKTop 3a
rapaHTHpaHe, Y€ PUCKBT OT IpeaBaHe Ha 3a00ysiBaHe € CBEJCH JO MHHUMYM U KPbBHHUTE ChCTAaBKH Ca
TIOJTXOJISIIIIH 33 U3IIOJI3BAHETO MM I10 TIPEAHA3HAYCHHE.

6.4.2. Bcsika enuHuIa 1apeHa KPbB ce M3cle[Ba ChOOpa3HO M3MCKBAaHUATA HA JEHCTBAIOTO
3aKOHOZAATEJICTBO.

6.4.3. JIONbIHUTEIHN U3CIEABAHUA 3a JAPYI'M areHTH WIM MapKepHu c€ BbBEXJIAT ChOOpPA3HO
SIHIEMUOJIOTUYHATA CUTYAIUs B IaJICH PETHOH WK CTPaHa.

6.4.4. CeponOrMYHOTO H3CIIEBAHE CE€ M3BBPIIBA BbpPXY MNPOOH, MPEXBBPICHH IUPEKTHO B
aHaMM3aTopa OT OpPUTHMHATHATA eNpyBeTKa. BTopuuHuTe anwkBOTHH mpobOu ce m3mom3Bar 3a NAT
u3cJeIBaHe Ha MUHUITYJIOBE OT MHIUBUAYATHH MTPOOH.

6.4.5. Axo NAT wuscnenBaHeTo ce H3BBPIIBA UYpe3 IMyAUpaHe HA WHAUBHIYaTHU TpoOH B
MUHUIYJIOBE, MMa HAIbJIHO BaJMJApPaHa CHUCTEMa 3a CTUKETUPAHE/HJCHTHU(UKAIUS HA TPOOHTE,



BaJIMIMpaHa CTPATEeTUsi U MPOIeC Ha MyJIHMpaHe, KAKTO U BAIUIUPAH alrOPUTHM 3a MPEXBBPISIHE Ha
pe3yNITaTUTE OT MyJIOBETE KbM OT/ACTHHUTE SIUHHIIN TapeHa KPbB.

6.4.6. Hamuuau ca ompeneneHd MPOIEAypd 3a paspelllaBaHe Ha HEChOTBETCTBAIIM Ha
W3UCKBaHUATA pe3ynTard. KpbB M KpbBHU ChCTaBKH, KOUTO JAaBaT IIOBTOPHO MOJIOKHUTEICH PE3yATaT IPH
CEpOJIOTHYEH CKPUHMHT 32 MH(EKIHUS ¢ BUPYCH M OaKTEpHUH, TIOCOUYCHU B JICHCTBAIIMTE HOPMATHBHU
aKTOBE, HE C€ M3MOJ3BAT 3a TEPAleBTUYHM IEJIM M C€ CBhXPaHSIBAT OTICIHO Ha CIECHHAIHO
npeaHa3HaueHo MscTo. I3BbpiiBa ce MOAXOASIIO TOTBBPAUTENHO H3cienBaHe. B ciydaii Ha
NOTBBP/ICHU TIOJIOKUTEITHH PE3YITaTH C€ TMpeanpueMa IOIXOJSII0 TOBEIEeHHE KbM JIOHOpa,
BKJIFOYUTEITHO MPeI0CTaBsHE Ha HH(OpMaIKs Ha IOHOPA U MOCJIEBAIIO MPOCIesBaHe.

6.4.7. AnropuTMuTe 3a CKPUHUHT Cca TOYHO OIpeAeNieHH B MucMeHa (opMa (CTaHAapTHH
OTIepaTHBHU MPOIIEIypH) 3a CIPaBIHE C MbPBUYHO MOJIOKUTEIIHU NMPOOHU U 32 B3€MaHEe Ha pelIeHUs Npu
NPOTUBOPEUUBH PE3YITATH OT TOBTOPHO M3CIIC/IBAHE.

6.5. UMyHOXeMaTOIOrMYHO U3CIIeBAHE HA JOHOPH U JIapeHa KPbB

6.5.1. MyHOXeMaToJOTMYHOTO H3CJIEABAaHE 3a KpPBbBHA TIpyla BKIIOYBA IPOLEAYPU 3a
u3cje/iBaHe Ha CHEU(pUYHU TPYIU TOHOPH (IOHOpH 3a IBPBU I'BT, TOHOPH C AHAMHECTUYHH JaHHU 32
KPBBOIIPEJINBAHNUSA).

6.5.2. Besika enmunniia nqapena kpbuB ce uscnensa 3a ABO u RhD kpbBHU Ipyrid, a BCHYKH
KPBBOJAPSBAIIY 32 ITbPBU BT Ca U3CJIEIBAHU 33 KIMHUYHO 3HAYUMU aHTUEPUTPOIIUTHUA aHTHUTENA.

6.5.3. ABO u RhD kpbBHU rpymu ce npoBepsBaT Npu BCAKO MOCIEABAIIO AapsSBaHE Ha KPbB.

6.5.4. IIpaBu ce cpaBHEHHE C XPOHOJIOTUYHO OMpeeeHuTe KpbBHU Ipymnu. [Ipu ycTaHoBsiBaHe
Ha HECHOTBETCTBUE CHOTBETHUTE KPBHBHH CHCTaBKM HE C€ OCBOOOXKIABAT, JIOKAaTO HECHBIIAJCHUETO HE
ObJe U3SICHEHO.

6.5.5. JloHopuTe C aHAMHECTMYHM [aHHA 3a KPBBONIPEIWBAHE WIH OPEMEHHOCT Clel
MOCJIEHOTO MM JapsiBaHE Ha KPBB C€ M3CIEABAT 3a KIMHUYHO 3HAYMMU AHTUEPUTPOLMTHU aHTUTEINA.
AKO ce OTKpHSAT KJIMHUYHO 3HAYMMH aHTUEPHUTPOIIMTHU AHTHTENA M aKO € MPUIOKHMO, KPBBTA WIH
KpbBHATA ChCTaBKa C€ €TUKETUPAT ChOTBETHO.

6.5.6. M3momsBar ce caMO TeCT peareHTH, KOUTO NpUTEeKaBar cepTuduKar, U3AaneH OT
HoTu(uuupan opraH. B pamkure Ha EBpomelickus cbi03 Te3M pEareHTH ce CYUTAT 32 HHBUTPO
JUArHOCTUYHU u3zienus u nputexasar CE mapkupoBka.

6.5.7. UMsnomssauure ABO, Rh (C, ¢, D, E, € wu auru-Ken peareHtn oOTroBapsaT Ha
W3HUCKBAHMSITA HA JACWCTBAIINTE HOPMATHBHH Pa3opeaou.

6.5.8. Ilpumarar ce mporeaypu 3a KadeCTBEH KOHTPOJI 1O OTHOIICHHE Ha OOOpYIBaHETO,
pearcHTUTE U METOAUTE, M3Mo3Banu 3a onpenensie Ha ABO u RhD kpbsBHU TpyIiu, GEeHOTHITU3UPAHE,
KakTO W 3a OTKpHUBaHE W WICHTH(HKAIWS Ha alo-aHTHTeNa. Yectorara Ha KOHTPOJ 3aBUCH OT
U3I03BaHMsI METOI.

6.6. [IpepaboTBane u BaMIupaHe

6.6.1. Llsmoro oOopyaBaHe M TEXHUYECKH CpPEICTBA C€ M3MOJI3BAT B CHOTBETCTBHE C
BAJIMIPAHH MTPOLETYPH.

6.6.2. TlpepaboTkara Ha KPHBHHM CBHCTAaBKH C€ HM3BBPIIBA Ype3 MOAXOASIIM U BaJIHIUPAHU
NPOIEYPH, BKIIOYHTEIIHO MEpPKM 3a HM30sTBaHE HA PUCK OT 3aMbpCSIBAHE W MHUKPOOEH pacTeX B
MOJy4YEHUTE KPbBHU CHCTABKHU.

6.6.3. 3aTBOpeHH CHUCTEMH C€ W3IIOJI3BAT MPU BCUYKH CTHIIKH B IMOJIYYaBAHETO HA ChCTaBKH.
OTBOpeHU CUCTEMHU IO M3KJIIOUYEHHE ca HEOOXOAUMH, CBEXKIAWKU JO MUHUMYM PHUCKa OT OaKTepUaTHO
3ambpcesaBane. [Ipu W3MON3BaHETO HAa OTBOPEHH CHUCTEMH ce O0Opblia OCOOCHO BHHMMAaHHE Ha
M3I0JI3BAHUTE ACENTHYHU MPOLETYPH.

6.6.4. BamuaupaneTo Ha TpOIECUTE MO 3aMpa3sBaHe OTYWTA MHHUMATHH U MaKCUMATHH
HATOBapBaHUS U MO3UIMH B 3aMPA3UTEs], BKIIOUYUTEIIHO U HAH-JIOIINS Bh3MOXKEH CLIEHAPHIA.

6.6.5. CrepunHu CcBBp3BallM YCTPOHCTBA C€ H3MON3BAT B CHOTBETCTBHE C BaJHAWpaHa
nporenypa. Koraro ca BajnumupaHu, HanpaBEeHUTE BPB3KM C TOMOIITa HA CTEPHIIHH CBBP3BAIIA



YCTPOWCTBA Ce€ pa3IIexaaT KaTo 3aTBOPEHA cucTeMa 3a npepadboTka. [lomydenara Bpb3ka ce mpoBepsiBa
3a ISUTOCT.

6.7. ETuketupane

6.7.1. [Ipe3 Bcuukyu eTany BCUYKA KOHTEHHEPH Ce €THKETUPAT ChC ChOTBETHATa MHQOPMAIUI
3a TAXHATa UJIEHTUYHOCT. [Ipu oTChCcTBHE HA BamuAMpaHa KOMITIOThPHA CHCTEMA 32 KOHTPOII Ha cTaTyca
eTHKETHUPAHETO pa3rpaHrnyaBa 0CBOOOJCHNUTE OT HEOCBOOOIEHUTE KPBB U KPBBHU CHhCTaBKH.

6.7.2. TunbT Ha eTHKeTa, KOWTO Ce U3IO0NI3Ba, KAKTO M METOAMKATa 3a ETHUKETHpaHE ce
OTIPEJIeNIAT M BKJIIOYAT B MMCMEHH CTaHIAPTHH OTIEPATUBHU MPOLIEAYPH.

6.7.3. ETukeruTe, MPUIOKEHU BbpPXY KOHTEHHEpH, 0OOpyIBaHE WM TOMEIICHHS, ca SICHH,
HEJIBYyCMUCIIEHH U B ChIvIacyBaHUs (OpMaT Ha TpaHC(HY3MOHHUS LIEHTBD.

6.7.4. Cuctemara 3a eTUKETUPaHE Ha B3eTaTa KPbB, MEXJAUHHUTE U KPaHUTE KPbBHU ChCTaBKU
U npoOu Oe3morpemHo uaeHTuGUIMpa BUIAa Ha ChIBbP)KAHUETO M CHOTBETCTBA HAa M3UCKBAHUATA 3a
eTUKETHPaHE U MPOCIEASIEeMOCT ChOOPa3HO AEUCTBAIIOTO 3aKOHOAATEIICTBO.

6.7.5. Tpancdy3nmoHHHTE ILIEHTPOBE, OTTOBOPHH 3a IPOU3BOJACTBO HAa KPHBHU CHCTABKH,
MPEIOCTaBAT Ha KIMHUYHUTE MOTPEOUTENN KPBbBHH CHCTAaBKM ¢ MHGOpMAIMs 3a TAXHAaTa ynorpeoda,
ChCTaB, KAKTO U BCSIKAKBH CIICI[UATTHU yCIOBUS, KOUTO HE Ca BKIIFOYEHH B €TUKETa Ha ChCTaBKarTa.

6.7.6. 3a aBTOJO)KHA KPHB M KPBHBHH CHCTaBKM €THKETHT CHOTBETCTBA HAa W3UCKBAHHSTA Ha
JeiicTBAIMTE HOPMATUBHU pa3nopeoun.

6.8. OcBoOOXX1aBaHE HA KPBB U KPbBHU ChCTaBKU

6.8.1. Hanuuna e Ge3omacHa U CUTypHa CHCTEMa, KOSITO MPEAO0TBpaTsBa OCBOOOKIaBAHETO Ha
BCSIKa KPbBHA Mpo0a M KPHhBHA CHhCTABKa, MPEMN /1a Ca M3ITBIHEHU BCHYKHU 3aIbJDKUTECITHH W3MCKBAHUS
Ha JIeHCTBAIIUTEe HOPMATUBHU pa3nopendu. Becexu Tpancdy3noHeH IIEHThp J0Ka3Ba, Ye BCSIKa €AMHUIIA
KPBB WJIM KpPBhBHA CHCTaBKa € OCBOOOAEHA O(UIIMAIIHO OT OTOPU3MpaHo juie. [Iporokomure q0Ka3Bar,
4ye Mpeau OCBOOOXKIaBaHE BCsKa €Ha KPbhbBHA ChCTaBKa OTroBaps Ha KPUTEPHUHUTE 32 OCBOOOKIaBaHE
CBIJIACHO BCHUYKHM AaKTyallHH JEKJIapaliy, CHOTBETHUTE MEIWIMHCKH TPOTOKOIM W PE3YITaTH OT
U3CIIe/IBaHuS.

6.8.2. HannuHm ca cTaHAapTHH ONEPATUBHU MPOLIEAYPH, KOUTO TOJPOOHO OMKCBAT ACHCTBHSITA
U KpUTEPUHUTE, KOUTO OMPENENAT Jajdu KPbBTa WM KpbBHATa ChCTaBKa MOXe Ja ObJe 0cBOOOjEHA.
Kpurepunre 3a ocBoOOXK1aBaHE U CrIEUPHUKAIMUTE HA KPBBHUTE ChCTABKU CE ONPENENAT, BaUANPAT,
JOKYMEHTHUPAT U 0100psBaT.

6.8.3. Hannyna e omnpezeneHa nporeaypa 3a 0CBOOOKIaBaHE 10 U3KIIOYCHHE HA HECTaHIapTHH
KPBbB M KPbBHHU CHCTaBKM B PaAMKUTE Ha IJIaHMpaHa CHUCTEMa 3a HeChbOTBEeTCTBHs. PemeHuero na ce
MO3BOJIM TaKOBa 0CBOOOX/1aBaHE ce JOKYMEHTHPA U C€ TapaHTUpa MPOCIEAIEMOCTTA.

6.8.4. Ilpemu ocBoOOXKIaBaHE KPHBTa W KPHBHHUTE CHCTABKH aJIMHHHCTPATUBHO U (HU3HIECKU
ce I'bpXKaT OTIENHO OT Beue OCBOOOJEHM KPBB M KPBBHHM ChCTAaBKU. [IpM OTCHCTBHE Ha BaluaupaHa
KOMIIOThPHA CHUCTEMa 3a KOHTPOJI Ha CTaryca €THKEThT Ha CAMHWIA KPHB WIH KPHbBHA CHCTaBKA
UICHTU(UIMpPA CTaTyca Ha 0CBOOOKAaBaHe.

6.8.5. Hannuna e cucrema 3a aAMHHUCTpaTHBHA W (hU3MYECKA KapaHTHHA HAa KPBB M KPHBHU
CBhCTaBKM, TapaHTHpalla, Y€ CHhCTAaBKUTE HE c€ OCBOOOXKIaBaT, JOKATO HE C€ M3MBJIHAT BCUYKU
3a]IbJDKUTEITHN H3UCKBAHMUS.

6.8.6. B ciyuail ue kpaiiHara chCTaBKa HE € OCBOOOJEHA MOpPAaU MOTBBPACH IMOJIOKUTEICH
pe3ynTar OT HM3CIIe[ABaHUATA Ha MapKepUTE 3a TPAHCMHUCHUBHH HH()EKINH, TIOCOYCHH B JIEHCTBAIIOTO
3aKOHOZATEJICTBO, CE€ MPaBH MPOBEPKA, 3a Jla Ce rapaHTUpa, Y€ ca UIECHTU(PUINPAHU IPYTUTE CHCTABKU
OT ChIlIaTa €AMHUIIA JapeHa KPbB M CHhCTABKUTE, MPOM3BEIEHHU MPHU MPEIUIIHO JApsBaHE HA KPbB OT
noHopa. JIokyMeHTalusTa Ha JOHOpa CE aKTyalu3upa He3a0aBHO.

6.8.7. B ciyuaii 4ye nmajmeHa KpaiiHa ChCTaBKa HE c€ OCBOOOXHaBa TOpaJHM TOTEHIIHMAIIHO
BB3CHCTBHE BbpXy 0€30MacHOCTTAa Ha MAlMEHTUTE, JOKYMEHTAalUsATa Ha JIOHOpa Ce aKTyalu3upa
He3a0aBHO, 3a J]a Ce rapaHTUpa, 4 TOHOPHT/UTE HE MOXKE Ja apsiBa KPbB B ObJeIIe.

7. CbXpaHEeHUE U pa3npeeacHue



7.1. Cucrtemata 3a KauecTBO B TpaHC()Y3MOHHHS LIEHTHD TapaHTHpa, Y€ KPHBTA U KPHBHUTE
CBhCTaBKH, MPETHA3HAYCHH 3a TIPOU3BOJICTBO HA JIEKAPCTBEHH MPOIYKTH, CE ChbXPAHIBAT M PA3IPEIALCIIAT
CHINIACHO M3MCKBAHUATA HA JEHCTBAIINTE HOPMATUBHU PA3IOPEI0H.

7.2. TlpornemypuTe 3a CBhXpaHCHHE H pasNpeieiicHue Ce Baluampar, 3a Ja Ce OCUTYpPH
Ka4eCTBOTO HAa KPbBTA M KPBBHUTE CHCTABKM IO BpPEME Ha €M NMEPHOJ] HAa CbXpaHEHUE U J1a ce
M3KJIIOYM CMECBaHE Ha KPBBHU CBHCTaBKU. BCHYKM JACHCTBUS 1O TPAHCHOPT W ChbXpaHEHUE,
BKIIFOYUTEITHO MIPHEMaHe U pas3npeieNieHue, ce OMpeAeNsaT Ype3 MUCMEHH MPOLEAYPH U Crielu(UKaLUH.

7.3. YcnoBusTa 3a ChXpaHEHHE C€ KOHTPOJIUPAT, MOHUTOPHPAT M TpoBepsiBar. IloctaBsar ce
MOJXOMASIIMA aJapMEHU CUCTEMU M C€ NPOBEPSABAT PEIOBHO. BCHUKM MpOBEpKM ce€ JOKYMEHTHpAT.
Ornpenenar ce MOAXOASIIM ISUCTBUS 32 aJapMEHUTE CUCTEMH.

7.4. HanuuHa e cucTtema, KOATO rapaHTupa OOHOBSBAaHETO Ha Jerara KPbB Upe3 PEelOBHU U
YeCTH MPOBEPKHU 3a KOpEKTHaTa paboTra Ha cucremara. KpbB M KPHBHU CHCTaBKH C U3TEKBI CPOK Ha
TOIHOCT WJIM CPOK HAa ChbXPAHEHHE CE€ OTACINIAT OT U3I0JI3BAEMUTE Jlena.

7.5. Ilpenu paznpeneneHue KpbBHUTE ChbCTABKU CE MPOBEPSIBAT BU3YATHO.

7.6. ABTONIO)XKHU KPBB U KPBbBHU ChCTABKH, a ChIIO U KPHBHU CHCTaBKH, B3€TU U MPOU3BEIACHU
3a crieU(UIHH [ENH, C€ ChbXPAHSIBAT OTICITHO.

7.7. Boou ce nmoaxonsina J0KyMEHTalUsl 32 HAJIMYHOCTUTE U Pa3NpeICICHUETO.

7.8. Bonu ce JOKyMEHTaIus 3a pa3mnpeneieHneTo Ha KpbBHU cbeTaBku Mexay LITX, HITX u
OTX, UTX u JITX u mexnay JITX. Tasu mokymeHTanus IOKa3Ba jJaraTra Ha JOCTaBKa, YHHKaJICH
UACHTU(DUKAIIMOHEH HOMEp W HMMETO Ha KpbBHAaTa CbHCTaBKa, IONYYEHOTO WM THPEIOCTaBEHO
KOJIMYECTBO, UME U a/IpeC Ha JOCTABYMKA U TIOTydaTes.

7.9. KouTteitHepuTe mOAAbpKAT ILIETOCTTa M TeMIepaTypara Ha ChbXpaHEHHE Ha KPbBTa U
KPBBHUTE ChCTABKH IO BPEME Ha pa3NpeeICHUETO U TPAaHCTIOPTUPAHETO.

7.10. Bepuduxaiys Ha TpaHCTIOPTUPAHETO

7.10.1. KpbBHUTE CHCTABKHU CE€ TPAHCTIOPTUPAT B CHOTBETCTBUE C OMPECICHUTE YCIOBUSI.

7.10.2. BanunupaHeTto Ha mpoleca Ha TPAHCHOPTHPAHE € BB3MOXKHO Ja Ce 3aTpyIHH MOopaau
HAJTMYUETO HA TPOMEHJINBH (pakToOpH (MIPOABIKUTEITHOCT HA TPAHCIIOPTUPAHETO, ce30H). HeoOxoammo e
Ja ce W3MOJd3BaT SICHO ompeneiaeHu MapumpyTu. lIpomenure BbB (akTopuTe Ha cCpenara, Karto
TEeMIIepaTypa, BIAXKHOCT U BaJIeXkKH, CE UMAT MPEABUJ IPU OPraHU3UPAHETO HA TPAHCIIOPTA.

7.10.3. M3BbpiiBa ce OIEHKAa Ha PHUCKa, 3a Jla C€ pasmiefa BIMSHUETO Ha IMPOMEHJIUBHUTE
dakTopu MpH TpoIeca HAa TPAHCIOPTHUpPAHE, PA3THYHU OT Te3u (PAKTOPH, KOUTO ca TOCTOSTHHO
KOHTPOJUPAHU WM MOHUTOPUPAHU (3a0aBSHUS MPHU TPAHCIIOPTUPAHE, MOBPEIN Ha OXJIAXKAALIUTE 1/UIn
MOHHTOPHUPAIIN YCTPOMCTBA, TOAATIIMBOCTTA HA KPBBHUTE ChCTABKU M BCHUKH JPYTU (HAKTOPH).

7.10.4. Tlopagu oOdYakBaHWUTE MPOMEHJIMBH YCIOBHS IO BpEeME Ha TPAHCIOPTHPAHETO Ce
M3BBPIIBA MTOCTOSSHHO MOHUTOPUpPAHE U 3alKMCBaHE HAa BCUYKM KPUTHUYHU YCJIOBHS Ha OKOJHATa Cpena,
Ha KOWTO Ca MOJJIOKEHU KPHBHUTE CHCTABKH.

7.11. Bpbiiane Ha KpbB M KPBBHU CHCTaBKU B JIENAaTa 3a MOBTOPHO EKCIIEAMPAHE CE JOMycKa
CaMO aKO Ca U3MBJIHEHW BCUYKM HW3UCKBAHMS U TPOILEAYyPHU, CBBP3aHH C KAue€CTBOTO, KAKTO €
MPEIBUICHO OT TpaHC(Y3UOHHHSI LIEHTHP, 3a Ja CE TapaHTHpa IENOCTTa Ha KPhbBHUTE ChCTABKHU.

7.12. KpbBHUTE CBCTAaBKM HE C€ BpBIAT B TPaHCPY3HMOHHUS MEHTHP 3a IOBTOPHO
pasnpezeseHre, OCBEH aKO HE ChILECTBYBa IMPOLEIypa 3a BPBIIAHETO HA KPbBHU CHCTABKH, KOSTO €
pernamMeHTupaHa C JIOrOBOp, U aKO MMa JOKYMEHTHPAHO JO0Ka3aTeJICTBO 3a BCSKAa BbpHATa KpPbBHA
ChCTaBKa, Y€ ca CMa3eHHU OJ0OpeHuTE yCIOBHUS 3a chXpaHeHue. [Ipenu MOBTOpPHO pasmpeneieHHe B
MPOTOKOJIUTE CE€ JOKYMEHTHpA, Y€ KphBHATa ChCTaBKa € OWiia MpoBepeHa Mpeaud IMOBTOPHOTO
EKCIIeIUpaHe.

8. YmpaBiieHre Ha BHHIIHU ACHHOCTH

8.1. OOM TPUHITUITH

8.1.1. JleitHOCTH, KOUTO C€ HM3BBPIIBAT OT BHHIIHH OPraHU3AIMH, CE ONPEACTSAT B MHCMEH
JIOTOBOP.



8.1.2. JleliHOCTH, KOWTO CE€ W3BBPIIBAT OT BBHHIIHK OPraHW3alldd M MOTaT Jia IMOBJIMSIBAT Ha
Ka4eCTBOTO, OE€30MMACHOCTTAa WJIM MPHJIOKUMOCTTa Ha KPBBHUTE CHCTABKH, Ca OIMHCAHH B JIOTOBOP WU
CIopazyMeHHe, BKIFOYUTETHO BCHUKU TEXHUYECKH CIIOpa3yMEHUsl, HalpaBeHH BbB BPB3Ka C HETO.

8.1.3. Bcuuku BBHITHU JOTOBOPEHOCTH 3a B3€MaHE HAa KPbBB, IpepaboTKa W H3CIICIBaHE,
BKIJIFOYUTEITHO ¥ BCUYKH MPEJIOKEHU MPOMEHH, Ca B CHOTBETCTBUE C MHUCMEHUS JOTOBOP, C TIO30BABaHE
Ha crielu(HUKAIUUTE 32 ChOTBETHUTE KPHBHU ChCTaBKH.

8.1.4. OTroBopHOCTHUTE Ha BCSIKa CTpPaHa ce JOKYMEHTHpAT, 3a Ja Ce TapaHTHpa Clia3BaHe Ha
npuHIUnUTe Ha JloOpara mpakTHka.

8.1.5. BB3I0XKHUTENAT 1O JIOTOBOpA, LEHTHPHT WIM CTPYKTypaTa Bb3jlara 3a IMOAU3IBIHCHHE
KOHKpETHA JCWHOCT WJIM YCIYTH Ha Jpyra WHCTHTYIMS M € OTTOBOPEH 3a ChCTAaBSIHETO HA JIOTOBOD,
OTpeIeIA 3aAbJDKEHUATA 1 OTTOBOPHOCTUTE Ha BCSAKA CTpaHa.

8.1.6. VM3mbJHUTENAT MO JOTOBOpa, LEHTHPHT WM CTPYKTypaTa H3MBIHSABA KOHKpETHATa
JIEHHOCT WJIM YCJIYTH TI0 IOTOBOP 3a JIpyra CTPYKTypa.

8.2. Bp3oxuTes 1Mo J0roBopa

8.2.1. BB370XUTENAT TO JOrOBOpa € OTIOBOPEH 3a OIEHSBaHE Ha KOMIIETEHTHOCTTAa Ha
M3MBJIHUTEISA 110 JIOTOBOPAa 3a YCIHCIIHO M3BBPIIBAHE Ha BB3JIOKCHATAa JACHHOCT W Cla3BaHE Ha
MIPUHIIAIIITE ¥ HACOKUTE 3a J[oOpa mpakTrka ChINIACHO YCIIOBUATA Ha JIOTOBOPA.

8.2.2. BB3I0XKUTEIAT IO JOTrOBOpa MPEAOCTaBs Ha W3IBIHUTENS IO JIOTOBOpa Iisjiara
uHpOopMaIHs, HeoOX0AMMa 33 H3BBPIIIBAHE HA JOTOBOPHUTE JCHHOCTH MPABUITHO U B CHOTBETCTBUE ChC
crienuduKanuaTa ¥ BCIKAKBU JPYTH MPaBHU M3UCKBAHHUA. BB3IOXKHUTENIAT 1O JOrOBOpa rapaHTHpa, 4ye
U3IBJIHUTEIAT 10 JIOTOBOPA € HAIIBJIHO HASICHO C BCHUKH IPOOJIEMH, CBbP3aHM C MaTepualiu, IpoOH HiIx
JIOTOBOPHHU JIEWHOCTH, KOUTO MOTAT Jia MU3JIOKAT Ha OMACHOCT MOMEIIEeHUsTa, 000pyABaHETO, IIepCcoHAIA
U IPYTH MaTepHAU MW APYTH KPBBHHU ChCTAaBKH HA MU3ITBJIHUATEIS 110 JIOTOBOPA.

8.2.3. BB310OXKUTENAT IO JOTOBOpa rapaHTHpa, Y€ BCHUYKUTE KPbB U KPBBHH ChCTaBKH,
AQHAJUTUYHU PE3yITaTH M MaTepHalid, JOCTABEHH OT H3MIBJIHUTEISA IO JOrOBOpa, ChOTBETCTBAT Ha
crienuuKaIMUTE U ca 0CBOOOICHH CHIVIACHO CHCTEMa 3a Ka4eCTBO, 0I00PEHA OT OTTOBOPHOTO JIUIIE HUITH
JPYTO YII'BIIHOMOIICHO JIHIIE.

8.3. 3mbJHUTEN MO I0TOBOpa

8.3.1. M3nbaHUTEIST 10 JOrOBOpa pasmojara ¢ MOAXOAIIN TOMEIICHHUS, 000py/IBaHe, 3HAHHMS,
OTUT ¥ KOMIIETEHTEH TIEPCOHAJT 32 U3BBPIIBAHE HA JEHHOCTTA, M3MCKAaHA OT BB3JI0OKHUTEIS TI0 JJOTOBOPA.

8.3.2. IBIBJIHKATEIIAT 110 JI0TOBOpa rapaHTUpPa, Y€ BCHUKH MPOAYKTH, MaTEPHAIIH HIIH PE3yITaTH
OT M3CJIC/IBAHMSI, TOCTABEHH OT BB3JIOKHUTEIS 110 JOTOBOPA, ca MOAXOISIIH 3a ITPeIHa3HAYCHATa UM T1eJ1.

8.3.3. M3mbJIHUTENST 1O JOTOBOpa HE MPEIOCTaBs Ha TpeTa CTpaHa KakBaTo W Ja € JCWHOCT,
BB3JI0KEHA TT0 CHJIaTa Ha TO3H JIOTOBOp, Oe3 MpeBapuTeIIHaTa OIEHKA U 0JJOOPEHHE Ha CIIOpa3yMEHHUATA
OT CTpaHa Ha BB3JIOKHUTENS 10 JoroBopa. CriopasyMeHus, CKIOUCHH MEXIY H3IIBIHUTEIS 10 JOroBOpa
U BCsAKa TpeTa CTpaHa, rapaHTHpar, 4e ChOTBETHAaTa MH(OpMAIMS 3a B3eMaHE Ha KpbB, pepadboTKa U
U3CIeIBaHEe € TMpeNoCTaBeHa MO ChIIUA HAYWH, KAaKTO MEXIY I[ThbPBOHAUAIHUTE BB3IOKUTEN U
U3MBJIHUATEN TI0 JJOTOBOPA.

8.3.4. 3nbaHUTESAT 10 JOTOBOPA HE JOMYyCKa M3BBPIIBAHETO HA JICHHOCTH, KOUTO CE€ OTPa3sT
HEeOIaronpusATHO BHPXY KadeCTBOTO Ha KPHBTA U KPHBHHUTE CHCTaBKH, MOJYUYCHHU W/WIIM U3CJICIBAaHU 32
BB3JIOKUTEIIS TIO JIOTOBOPA.

8.4. JloroBop

8.4.1. CbcraBs ce MHUCMEH JOTOBOP MEXIY BB3JIOKHUTENS IO JOTOBOPAa W HM3IBIHHUTENS 10
JIOTOBOpA, KOMTO OMpEIe/sl TEXHUTE ChOTBETHH OTTOBOPHOCTH, CBBP3aHH C JOTOBOPHUTE JICHHOCTH.
Bcuuku 10roBopeHOCTH TI0 B3eMaHE Ha KPBB, MpepadOoTKa M M3CJICABAHE OTIOBAPAT HA M3UCKBAHMITA Ha
JloOpara mpakTHKa 1 HOPMATUBHUTE U3UCKBAHUS U Ca OJOOPEHHU U OT JIBETE CTPAHH.

8.4.2. B noroBopa ce mocouBa mpoleaypara, BKIIOYUTSIIHO HEOOXOIUMUTE U3UCKBAHHUS, KOUTO
Ce MTPEIOCTaBAT OT M3IBIHUTEIS II0 JOTrOBOpa, YpPe3 KOATO OTrOBOPHOTO JIMIIE WM JPYro
VI'BJIHOMOIIICHO JIMIIE, OCBOOOXKIABAIIO KPBB M KPBBHH CBHCTABKH 3a pa3MpeieiiCHUe WIH JIETO,



rapaHTupa, Y€ BCAKA ChCTaBKa € IMOJIy4YeHa W/WIK pas3mlpeselieHa B ChOTBETCTBHE C M3UCKBAHUATA 32
Jobpa mpakTuka © HOPMAaTUBHUTE U3UCKBAHMUS.

8.4.3. JloroBophT OmMHUCBa KOM € OTTOBOPEH 3a 3aKyllyBaHe Ha MaTepHhalid, W3CIelBaHE U
ocBOOOKJ]aBaHE Ha MaTepualy, B3eMaHe Ha KPbB, KAaKTO U 3a IpepaboTKaTa M U3CJIeIBaHeTO (KOHTPOIU
10 BpeMe Ha mpolieca). B ciyyail Ha Bb3narane 3a NOAU3MBIHEHUE HA M3CIEBAHUS JOTOBOPHT MOCOUBA
JIOTOBOPEHOCTHUTE 32 B3eMaHE Ha MIPOOH, U3ITBIHUTEIISAT 10 JOTOBOPA IMOJIC)KH HA WHCTICKITUU OT CTpaHa
Ha KOMIIETEHTHUTE OPTaHU.

8.4.4. IlporokoauTe 3a mpepadoTKa M paslpeAcsieHHe, BKIIOUUTEIHO pedepeHTHH IpoOH, ce
ChXpaHsIBaT OT UJIU Ca Ha Pa3IOoJIOKEHUE Ha Bh3JIOKHUTENS MO JOroBopa. Bcuuku mpoTokonu, CBbP3aHu €
OIICHKA Ha Ka4eCTBOTO HAa KPHBTA WM KPBbBHA ChCTAaBKA B CIIyYail Ha OTUTAKBAHUS WIIM IIPH ChMHEHUE 32
nedekt, ca JOCTBIIHU M JedUHUPAHU B TPOIENypUTE 3a TMOBEACHHE NpU AePEKTU/U3TEITISIHE OT
ynorpeda OT BB3JIOKHUTEIS TI0 JOTOBOPA.

8.4.5. JloroBopbT IMO3BOJIIBA HA BB3IOXKUTENS Jla U3BBHPIIBA OJUT HAa CHOPHKEHUSATA Ha
W3ITBTHUTEJIS 110 JIOTOBOPA.

9. HechoTBeTCTBUS M M3TEIVISTHE OT ynoTpeda

9.1. JleueOHUWTE 3aBeACHHS, KOUTO B3eMar, NpepabOTBaT, CHXPaAHSIBAT, EKCIEIUPAT WIH
MPeJIMBAT KPbBHU CHhCTABKH, M3TPAXKJIAT CHCTEMA 3a JIOKYMCHTHpPaHE Ha HEChOTBETCTBHUS, OTKIIOHCHHUS,
OTUIAaKBaHUS U U3TEIVISIHE OT ynoTpeoda.

9.2. HecwoTBeTcTBUATA Cce KiIacUUIIUPAT KaTo:

9.2.1. KputnyHau HECHOTBETCTBUSA: BCEKH HEAOCTATHK B MPOIIEC WM B MUCMEHA MPOLEAypa,
KOWTO IMPSIKO C€ 0Tpa3siBa Ha 0€30MAaCHOCTTA Ha JOHOPA WX MAIlUCHTA.

9.2.2. 3HayNTEeNTHU HECHOTBETCTBUSA: CEPHO3HU OTKJIOHEHUS M TPOMYCKH B TMPOILEC WIH
MUCMEHA TIPOIeypa, KOUTO CaMH IO cede CHM He 3acsarar ITUPEKTHO Oe30MMacHOCTTa Ha JIOHOpa WU
MaueHTa.

9.2.3. [lpyru ChIIECTBEHU HECHOTBETCTBHS: HEAJCKBATHOCTH B €IHA CHCTEMa HIIU MPOIIEC WIIH
Jurca Ha JOCTaThbuHO HMH(pOpManus, 3a Ja ce Kilacuuuupar Te Karo KPUTUYHM WIH CEPHO3HU
HECHOTBETCTBUSI.

9.2.4. KomOuHaIusi OT HSIKOJKO "NMpyru" ChINECTBEHW HECHOTBETCTBHS, HUKOE OT KOUTO CaMo
1o ce0e ¢l He € OCHOBHO WJIM KPUTHUYHO, HO 3a€HO Ca OCHOBHU WJIM KPUTHYHHU.

9.3. OTKI0HEHUSA

9.3.1. KpbBHU CBCTaBKH, KOUTO C€ OTKJIOHSBAT OT 3aAb/DKUTEITHUTE CTaHAApPTH, Ce
0CcBOOOKaBaT 3a MPEJIMBAaHE CaMO MPU U3KIIOUUTEIHU OOCTOSTENICTBA U C JOKYMEHTHPAHOTO ChIVIACHE
Ha TPEANHUCBAIIUS JIEKAp U JIeKap OT TpaHC(HY3UOHHUS LIEHTBP.

9.3.2. Ompenens ce mporeaypa 3a OCBOOOKIABAHETO Ha HECTAaHJAPTHH KPBB W KPHBHH
CBhCTaBKM CHIVIACHO IUIAaHMpPaHA CHCTEMa 32 HECHOTBETCTBUA. PemieHHeTo 3a OCBOOOXIAaBaHETO Ce
JIOKYMEHTHUPA U pa3peliaBa OT OMPE/ISIICHO JIUIE U C€ TapaHTUPa MPOCIIEAIEMOCTTA.

9.3.3. HanuuHu ca cucTeMH, KOUTO TapaHTHpAT, Y€ OTKIOHEHHSTA, HEKEJTaHUTE WHIIMJICHTH,
HEeXEJIAaHUTE PEaKIuy U HEChOTBETCTBUATA Ca IOKYMEHTUPAHH, BHUMATEITHO MTPOYUYCHH 32 IPUIHHATE 32
BCeKH JIe(heKT U OCIeABAHM OT MpHJIaraHe Ha KOPEKTUBHU JICUCTBUS, 32 Ja ce 30erHe MOBTOPEHUE.

9.3.4. Cucremara 3a xopexktuBHu u mnpeBanTuBHM aciictBus (CAPAS) rapantupa, de
CBHILIECTBYBAIIIOTO HECHOTBETCTBUE WJIM MPOOJIEMH C Kaue€CTBOTO HA CHCTABKUTE Ca KOPUTHPAHU U €
MIPEIOTBPATEHO TIOBTOPEHUE HA MTpodIiemMa.

9.3.5. OTkiOHEHUsI OT YCTaHOBEHUTE MPOLEAYpPU C€ TOKYMEHTUpAT U oOsicHsBar. Bcuuku
TPEUIKY, UHIMICHTH WA 3HAYUTEITHH OTKJIOHEHUS, KOUTO IMOBJIMSABAT HA KAYECTBOTO M OE30MacHOCTTA
Ha KPbBTa M KPbBHUTE CBHCTaBKM, Ca MOAPOOHO OMHMCAHM M TMPOYUYEHHU, 3a Ja ce HACHTU(UUUpAT
CHUCTEeMATUYHH TPOOJIIEMH, KOUTO H3UCKBAT KOPEKTHBHH JeicTBUs. OmpenensT ce W ce Mpuiarar
MOJXO/SIIIM KOPEKTUBHU U MPEBaHTUBHU JIEUCTBUS.

9.3.6. IlpoyuBaHusATa, CBBpP3aHH CBHC CEPHO3HM HENOCTATHLM, 3HAUUTEIHU OTKIOHEHHS H
ceprio3HH Je(eKTH B CHCTABKUTE, BKJIIOYBAT OICGHKA Ha BB3JICHCTBUETO BBHPXY ChCTABKATa,



BKIIFOYUTEITHO TIperviel M OlEHKAa Ha ChOTBETHaTa pabOTHA JOKyMEHTAllMs, KAKTO M OIEHKa Ha
OTKJIOHEHHUSI OT OTIPEIEIICHUTE TIPOTICTyPH.

9.3.7. HanuyHu ca npoueaypH 3a CBOEBPEMEHHO YBEIOMSBaHE Ha OTTOBOPHOTO PHKOBOJCTBO 3a
HEOCTaThIIN, OTKIIOHCHHS WJIM HEChOTBETCTBHSI C HOPMATHBHHUTE U3NCKBAHUS (B KOMEHTAPH U OTTOBOPH
BBB BPb3Ka C MHCIIEKIIUU OT PETYJIaTOPHU OpPTraHu), Ne(heKTH B ChCTaBKU WIIM MPOAYKTH WIIH TPEIIKU TPU
W3CJICIBAHE W CBBP3aHUTE C TAX JACHCTBHS (OIUTAKBAHUS, CBBP3aHH C KauyeCTBOTO, W3TCIVISIHHS OT
ynotpeba, 1elicTBUS Ha PEryIaTOPHUS OpraH u JIp.).

9.3.8. PbKOBOACTBOTO M OTTOBOPHOTO JIMIIE C€ YBEAOMSBAT 3a CEPHO3HHM HEIOCTaTbBIIH,
3HAUUTEJIHH OTKJIOHEHHS U CEpUO3HU Ae(PEeKTH B CHCTABKUTE WM MPOAYKTUTE U C€ MPEIAOCTaBAT
MOAXOJSAIIN PECYPCH 32 CBOEBPEMEHHOTO UM pa3pellaBaHe.

9.3.9. UzBppmiBa ce peooBeH TMperiell Ha BCUYKM 3HAYUTENHW OTKJIOHEHHUS WIH
HECHOTBETCTBHUS, BKIIFOYUTEITHO CBHP3AaHUTE C TAX MPOYYBAHHS, 33 JIa CE TOTBBPAN €PEKTUBHOCTTA HA
MPEIIPUETUTE KOPEKTUBHH U MIPEBAHTUBHHU JCHCTBHUSL.

9.4. OntakBaHus

9.4.1. Bcuuku oriakBaHUS U Ipyra HHGOpMaIUs, BKIIOYUTEIIHO CEPUO3HN HEXKETIaH! PEaKITNN
U CEpUO3HU HEXKEJIaHW WHIMJEHTH, KOMUTO JaBaT OCHOBAaHHE Ja C€ MPEANOIOXKH, Y€ ca eKCIeIUpaHu
ne(eKTHU KPBBHU CHhCTABKH, C€ JOKYMEHTHpPAT, MPOyYBaT ce 3a (paKTOpHTE, KOMTO Ca TW NMPUYNHHUIIH,
U3TEIVIAT ce OT ymoTpeba W ce MpuiaraT KOPEeKTUBHU JEHCTBHS, 3a Ja ce HM30erHar MOBTOPEHUS.
Hamnyan ca mporenypy, KOUTO TrapaHTHpaT, Y€ KOMIIETCHTHUTE OpPTaHU Ca YBEAOMEHH HAJUICKHO 3a
CEepPHO3HM HEXEJIAaHW PEaKlIUd WM CEPUO3HM HEeXElNaHW HWHIUACHTH ChIIACHO HOPMATHUBHUTE
W3UCKBAHMS.

9.4.2. TlocouBa ce nuIle, KOETO Ja OTroBaps 3a pa3MIekJaHe Ha OMIAKBAHMUATA U KOETO Ja
B3€Ma PEIIeHHE 3a MPEIIpUeTHTe MEpKH. ToBa JIHIle pa3mnoiara ¢ 10CTaTbueH MOMOIICH MEPCOHA. AKO
TOBa JIMIIE HE € OTTOBOPHOTO JIMIIE, TOraBa OTTOBOPHOTO JIUIIE C€ YBEIAOMSBA 32 BCAKO OIIAKBAaHE,
NpOyYBaHe MM U3TEINISIHE OT yHnoTpeoa.

9.4.3. Ako ce OTKpHe WU ce Moao3upa Ae(eKT B KpbBHA ChCTAaBKa WIIM TPEIIKa B M3CJIEBaHE,
ce MpoBepsIBaT CBbP3aHUTE KPbB U KPBBHU CHCTABKH, 32 J]a C€ ONPE/EIN A T CHIIO Ca 3aCErHATH.

9.4.4. Bcuuku pelieHUs U TPEANPUETH MEPKU, KOUTO ca B pe3yiaTar OT OIIaKBaHe, ce
JoKyMeHTupar. [IpoToKkouTe OT OIIaKBaHUS CE MPETIIekK AT PEIAOBHO C OIVIEe]] YCTAaHOBSIBAHE HA JaHHH
3a cHelU(pUYHU WM TOBTapsIiyd ce MpOoOJeMH M BB3MOXKHOCT 3a M3TEINISIHE OT yroTpeba Ha Beue
pasmpeneneHu KpbB U KPbBHU CHCTABKHU.

9.4.5. KomnereHTHUTE OpraHu ce WHGOpMUpAT B ClAydail Ha OIIAKBaHHS, NMPOU3THYAIINA OT
Bb3MOXKHA Je(eKkTHa mpepadoTKa, BJONIaBaHE HAa KAa4eCTBOTO HA CHCTaBKa WM JAPYTH CEPUO3HU
po0OJeMHU Ha Ka4eCTBOTO, BKIIFOUUTETHO OTKpHBaHEe Ha Qanmuuiumpase.

9.5. U3ternsne ot ynotpeda

9.5.1. BbB BcekH TpaHC)Y3MOHEH IIEHTHP HMa I[EPCOHAN, OTOPH3UpPaH Ja OICHSIBA
HEOOXOAMMOCTTa OT M3TENIsHUS OT ymnoTpeba Ha KPbB M KPbBHA ChCTaBKa W Jia MpeAnpueMa u
KOOPJIUHUPA HEOOXOANMHUTE JICHCTBHS.

9.5.2. Hanuyna e mpoueaypa 3a H3TEINIsIHE OT ymoTpeba, BKIIOUUTENHO OINUCAHUE Ha
OTTOBOPHOCTUTE U JEHCTBUATA, KOWTO C€ TMpeanpueMar. Ts BKIOYBA W YBEAOMSIBAHETO Ha
KOMITETEHTHHUTE OpTaHH.

9.5.3. [lepuognuHo ce mpeamnpuemMar ASHCTBHS 3a MPOCIeNsiBaHe Ha BCUYKH, TPOU3BEICHU OT
eHO JapsiBaHe KPBBHH ChCTABKU U KBJETO € MPHIOKHUMO, Ce BKJIIOUBA oOparHo mpocieassane (I0ok
back). Ilenta Ha TOBa mpoyuBaHe ¢ Ja ce HMIACHTU(DUIMpPA BCEKHU JOHOP, KOWTO MOpaaM HIKAKBA
KOHCTaTHpaHa MPUYMHA MOXE Ja MPEeIu3BHKa CIEIKPHBOIPENMBHA peakius. M3rersar ce HaaudHuUTe
KPBBHU CBCTAaBKM OT TO3M JIOHOP, KaTo C€ YBEAOMSBAT JICUCOHHWTE 3aBEJCHUS-TIONYyYaTeIH |
PELUIMHUEHTUTE Ha KPBBHUTE ChCTABKH, B3E€TH OT CHIIHS TIOHOP, B CIy4ail ue ca U3JI0KEeH! Ha PUCK.

9.5.4. JleiicTBusTa MO M3TEIIsTHE OT yrnoTpeba 3amouBar He3a0aBHO U 10 BCSIKO Bpeme. B Hskon
cllydad MMa HEOOXOAMMOCT OT 3allOuyBaHE Ha OMNEpali MO W3TENIsSHE C Omiel] Ipeana3BaHe Ha



00IIECTBEHOTO 3/JpaBe MPEeaN YCTAHOBSBAHETO HA OCHOBHUTE MPUYHMHU M IBIHUS pa3Mep Ha nedekra B
Ka4eCTBOTO.

9.5.5. Jluniata, oTOpH3UpaHu Aa 3all0YHAT U KOOPAMHHUPAT IEHCTBUS 1O U3TETISTHE OT yrnoTpeoa,
ca HEe3aBUCHMH OT YIIPABJICHUETO B pAMKHUTE HAa OPTaHM3AIMATA. AKO T€ HE BKJIFOYBAT PHKOBOJICTBOTO U
OTTOBOPHOTO JHulle (TpaHC(y3MOHEH LEHTHP), MOCIEAHUTE CE€ YBEIOMSBAT 3a BCSKAa JIEHHOCT IO
M3TEIJISTHE OT yroTpeoda.

9.5.6. KpbpBHU ChCTaBKM WIH MPOIYKTH, KOUTO ca U3TEIIEHH OT YmoTpeda, ce uaeHTuduumupar
¥ ChXPAHSBAT OTACITHO.

9.5.7. Jlunamukata Ha mpoleca Ha H3TENIAHE OT ymnoTpeda ce 3amucBa U Ce H3/AaBa
OKOHYATEJICH JIOKJIAJl, BKIIOUUTEITHO CHIIOCTABIHETO HA JJOCTABCHHUTE W BHPHATHTE KOJIUYECTBA KPHB U
KPBHBHU ChCTABKH WU MPOTYKTH.

9.5.8. EeKTUBHOCTTA Ha JJOTOBOPEHOCTHTE 33 U3TEIVISTHUS OT YIOTpeda ce OICHSIBA PEIOBHO.

9.6. OTcTpaHsiBaHE Ha OTKJIOHEHUSTA, KOPEKTUBHU U IPEBAHTUBHHU JCHCTBUS

9.6.1. HaiimyHa e cucreMa 3a KOPEKTUBHU W IPEBAHTHUBHU JICHCTBUS 32 BCSKa KPhBHA ChCTABKA,
KOATO HE OTrOBaps Ha M3MCKBAHUATA, KAKTO U 32 BCHUKH MTPOOJIEMU OTHOCHO KaueCTBOTO.

9.6.2. JlanHuTe ce aHANM3UPAT PYTHHHO C [IeJ OTKPUBAHE HA MPOOIEMH OTHOCHO KayeCTBOTO,
KOWTO HM3UCKBAaT KOPEKTHBHH JCHCTBHUS, WJIU 3a OTKPUBAHE HAa HEONArONpPHUATHU TCHICHIIUH, KOUTO
M3HCKBAT MIPEBAHTUBHU JCHCTBHSI.

9.6.3. Bcuuky Tpemiku W HMHIUACHTH C€ JOKYMEHTHpAaT M MpOydYBaT, 3a Ja Ce€ OTKpPHUST
npoOJIeMUTE B CUCTEMATa, KOUTO C€ HYXKJIAsAT OT MPOMSIHA.

9.6.4. OtTwiIOHEHHTA, KOWTO TIOBJIHMSIBAT HA KA4eCTBOTO, CE IPOyYBaT, a MPOYYBAHETO H
HETOBUTE 3aKJIIOYEHUS C€ JOKYMEHTHpAT, BKIIOUUTEIHO BCUUKH JeTailnu. BanuaHocTtra u 06XBarsT Ha
BCHUYKH JIOKJIaJIBaHU Ne(EKTH Ha KA4eCTBOTO CE€ OICHSIBAT B CHOTBETCTBUE C MPUHIIMITMTE HA OIEHKA Ha
pHCKa, 32 J]a C€ MOAKPENSAT PElICHUSATa OTHOCHO CTEMEHTa Ha MPOy4YBaHE U MPEANpUETH ICHCTBHSL.
Koraro e 1nienecb00pa3Ho, KOPSKTUBHUTE JICUCTBUS C€ MPEANIPUEMAT IIPEIU Pa3NpeIeICHUETO Ha KPBB U
KPBHBHHU ChCTABKHU WIIM OTYUTAHE HA pe3yiTara OT uicieaBaHeTo. OTYyuTa ce ¥ Bb3MOXKHOTO Bb3/IEHCTBUE
Ha U3TOYHHMKA HA OTKJIOHEHUETO BHPXY JAPYTU ChCTABKU WM PE3YATATH U C€ MPEIIPHeMaT IPEeBaHTUBHU
NENCTBUS, 32 J1a C€ eIMMUHUPA OCHOBHATA MPUYUHA 32 OTKJIOHEHUETO C I1e]1 U30srBaHe Ha MOBTOPEHHUSL.

9.6.5. IlpoyuyBaHusiTa BKIIOYBAT MPETIEA HA MPEAUIITHHU JOKIAIN WK BCAKA JIPyra ChbOTBETHA
uHbopMaIKs 3a BCEKH MPHU3HAK 3a crielu(UYHHN WM TOBTApSIIU ce MPOOieMH, U3UCKBAIIN IPOMEHU B
3aKOHOJATENICTBOTO. [IporecuTe M CHOTBETHUTE NAaHHH CE€ MOHHUTOPHpAT C OTNIeH MpeanpueMaHe Ha
NIPEBAHTUBHU [JEHUCTBUS, 3a Ja c€ H30erHaT NOTEHIWAJIHU OTKJIOHEHUS, Bb3HUKBAUIM B ObJelle.
W3non3Bar ce CTaTUCTUYECKU WM APYTU WHCTPYMEHTH 32 OIICHKA U MOHHTOPUPAHE Ha BH3MOKHOCTUTE
Ha TporecuTe. B paHHHUTE eTany Ha MPOyYBaHE HE BUHATH MMa KOHKpeTHA MH(OPMAITHS 32 €CTECTBOTO
u oOxBaTa Ha JeeKkTa B KaueCTBOTO, MPOIIECUTE HAa B3eMaHE Ha PEIICHHs TrapaHTUpar, 4e ca B3eTH
TIOJTXOJISITIIA MEPKH 33 OTpaHWYaBaHE HA PUCKA B IMTOIXOJISI MOMEHT 110 BpeMe Ha TaKWBa MPOYYBAHUS.

9.6.6. Ilo Bpeme Ha MPOYYBAHETO HA OTKJIOHEHHs CE€ M3BBHPIIBA PabOTa ¢ MOAXOASIIO HUBO HA
aHaM3 3a OCHOBHUTE MPUYHMHU. B cilyyaWre, KOraro OCHOBHATa NpHYMHA HE € YCTAaHOBCHA, Ce
00CHXKIaT Hal-BEepOSITHUTE OCHOBHU MPUYMHU U C€ B3eMaT ChOTBETHUTE Mepku. Koraro ce momo3upa
WIM YCTAHOBU YOBEIIKA I'PEIIKa KaTo MPUYHHA 32 OTKIIOHCHHETO, TOBA € O(HUIIHAIHO IIOTBBPICHO U CE
rojiaraT yCwiIus, 3a Jla ce TapaHTHpa, Y€ He ca MpeHeOperHaTH TPeliKy B MPOIECUTe, TPOLEAYPHU WU
CHUCTEMHH T'PEIITKU WK MTPOOJIEMH, aKO CHIIECTBYBAT TAKUBA.

9.6.7. PemeHusTa, KOUTO ca B3ETH MO BPEME Ha U CIe/ MPOYYBaHUATA, OTpa3sBaT HUBOTO Ha
pHCKa, TBIKAIIO C€ Ha OTKJIOHEHUETO, KAKTO U CEPHO3HOCTTA Ha BCAKO HECHOTBETCTBHUE 10 OTHOIICHHE
Ha U3MCKBAHMATA Ha crienuuKaluuTe Ha KpbBHATa cheTaBka win JloOpara mpaktuka. TakvuBa pemieHus
ce B3eMaT CBOEBPEMEHHO, 3a Jia Ce TapaHTHpa, Y€ C€ MOIIbpxka Oe30MacHOCTTa Ha MAIMEHTUTE II0
HA4YWH, KOMTO € ChU3MEPUM C HUBOTO Ha PUCKA, IBJIKAIIO C€ Ha T€3H MPOOJIEMHU.

9.6.8. Karo yact oT mepuoguYHHATE MpETNieN Ha cCHUCTEeMara 3a KauecTBO C€ MpaBH OLEHKA 3a
TOBA, JIAJM JIa C€ MpeANpUeMaT KOPEKTHBHH W NPCBAHTHBHH JICHCTBUSA, WIH ITOBTOPHO BajHJIHpaHE.



[IpyunHUTe 32 TE3M KOPEKTUBHM JACUCTBUS ce JOKyMeHTHpar. CbIylacyBaHUTE KOPEKTUBHU U
MIPEBAaHTUBHHU JICUCTBHS CE M3BBPIIBAT CBOEBPEMEHHO U e(heKTUBHO. HanmuHu ca mporeaypu 3a TEKyIo
yOpaBlIeHHE W TMperie] Ha Te3u JIEHCTBUS, a e(EeKTUBHOCTTA HA TE3HW MPOLEAYpH c€ BepuuIiupa 1o
BpeMe Ha CAMOWHCIICKITHH.

10. CaMOMHCIIEKITUS, OJTUTH U TIOA00pEHUS

10.1. HannyHa e cucTeMa 3a CAaMOWHCIIEKIIUY WJIM OJUTH Ha BCUYKH €JIEMEHTH OT JICHHOCTHTE,
3a 5a ce BepuuUIMpa CHOTBETCTBHETO CHhC CTaHAApTUTE. 1€ ce M3BBPILIBAT PEAOBHO OT OOyYeHU U
KOMIIETCHTHH JIMIIA 110 HE3aBUCUM HAYWH U CHINIACHO 0JJ0OPEHU MPOLIETYPH.

10.2. Bcuuku pe3ynTaTH ce JTOKYMEHTUPAT U ce MpeArnpueMar CBOEBPEMEHHHM U e(EeKTHBHU
KOPEKTUBHU U NIPEBAHTUBHU JCHCTBUSI.

10.3. ITX, OTX u JITX u3rpaxkaar cucrema 3a OCTOSHHO ToJ00psiBaHe Ha Ka4eCTBOTO.

11. MOHUTOPHUHT ¥ KOHTPOJI HAa KAY€CTBOTO

11.1. MOHUTOpPUHT Ha Ka4€CTBOTO

11.1.1. Kpurepuure 3a HpueMaHe C€ OCHOBABAT Ha OMNpEeNieHa crenuuKanus 3a BCsIKa
€IMHMIIA 1TapeHa KPbB U KPbBHA ChCTABKa.

11.2. KagecTBeH KOHTPOI

11.2.1. Benuku nponeaypu Ha KaueCTBEHUSI KOHTPOJI C€ BAIMAUPAT MIPEAH U3IOI3BAHETO UM.

11.2.2. Pe3yntatuTe OT U3CJEIBaHUATA HA KaUeCTBEHUs KOHTPOJ C€ OLIEHSBAT MOCTOSHHO U Ce
MIpeAnprueMaT CTHIIKY 32 KOPUTHPaHe Ha ChOTBETHUTE MPOIICTyPH UM 000pyZIBaHE, aKO € HEOOXOIUMO.

11.2.3. HanuuHu ca CTaHJApPTHU OINEPATUBHHU MPOLEAYPH 3a KAYECTBEHUS KOHTPOI Ha
KPBBHHUTE CBHCTAaBKU. Bammmupa ce BCEKM aHAJUTHYCH METOJ, MOAXOJAI] 3a JlaBaHE Ha HCKaHaTa
UHpOpMAIHSL.

11.2.4. KauecTBeHUAT KOHTPOJ HA KPHBTA U KPHBHUTE CHCTABKH CE U3BBHPIIBA CHIVIACHO TUIAH
3a B3eMaHe Ha poOU, U3rpajJieH Taka, 4e J1a MpeJoCTaBs HCKaHaTa HHPOPMAIIHSL.

11.2.5. U3cneaBaHeTo Ce U3BBHPINBA CHITIACHO HHCTPYKIUUTE, TPEIOPBYAHA OT TPOU3BOTUTEIIS
Ha peareHTH W/WiIk HaOOpH 3a U3CJIEIBAHE.

11.2.6. VI3nbIIHEHUETO HA TPOIICyPUTE 32 U3CIIEABAHE PEIOBHO CE MPOBEPSIBA Upe3 yUacTHE B
oduIManHa cUcTeMa 3a BhHIIIHA OIIEHKA Ha KaueCTBOTO.

11.2.7. TIpoTrokonuTe OT MPOLEAYPUTE HA KaYeCTBEHHUS KOHTPOJ BKIIFOYBAT HIICHTU(UKAIUS HA
JM1AaTa, U3BBPIIBAILN U3CIEIBAHMATA WIH NPpoUeAypuTe. Becnuky npeanpueT KOpEKTUBHU JIEUCTBHS CE
nokymeHTupar. [Ipu Kopekuuu Ha TPOTOKOIUTE OPUTMHAIHUTE 3alKiCH HE C€ 3ajuyaBaT, a OCTaBar
YETJIUBH.

Paznen VII
[IpaBa Ha JOHOpPUTE W MALMEHTUTE W 3alllMTa HA MEIUWLUMUHCKUTE W HEMEIULHUHCKUTE
CHELHAIUCTH

1. IIpaBa Ha joHOpUTE

Bceku nonop uma npaso:

1.1. Ha PaBHOIIOCTaBEHOCT 1O OTHOIICHHE Ha T0JI, COI[HATHO ITOJIOKEHUE, BEPOU3IIOBEIAaHUE;

1.2. na nonyuyn uHOpMaNUA 3a MpolleypaTa MO B3eMaHEe Ha KPbB WM KPbBHU CHCTABKH, 32
(U3HOIIOTUYHUTE TMPOMEHU, KOUTO HACTBHIIBAT B OpraHW3Ma BCIICJCTBHE HA TOBa, 32 MEPKUTE 3a
0e30MacHOCT W 3a MOTEHIMAHUTE PHUCKOBe, chrviacHO pasnen |V, T. |. M3uckBanus 3a momgbop Ha
JIOHOPH U B3€MaHE Ha KPbB;

1.3. na monyuu uHbOpMAaIMs 3a 3APABOCIOBHOTO CH CHCTOSHUE, YCTAHOBEHO IpH Mperiena, u
3a pe3yATaTUTE OT U3BBPIICHUTE Ta00PATOPHU H3CIICIBAHUS;

14. na ocChbIIECTBM JMYEH KOHTAKT C PBKOBOJAUTENS HA €KUMa 3a KPbBOB3EMaHE IIpU
MOBEPUTEITHA 0OCTAaHOBKA;

15. na Opae mon HaOmIOmEHWE M J1a Ce€ TojlaraT TPYXKM 3a HEro TMpe3 IIOTO BpeMe Ha



B3€MAaHCTO HA KPBbB U CJIC HCI'O O YCTAHOBABAHC HA YAOBJICTBOPUTCIHO CHCTOSHUC,
1.6. 1a moy4u CHBET 3a TPMIKUTE 32 MIICTOTO Ha (pr1eOOTOMHUSITA;
1.7. na monyuu yka3zaHus 3a MOBEICHUETO CH B CIIEBALIUTE 3 THU;
1.8. 1a momy4u NMoaKpenuTeIHO TOHU3UpAIla XpaHa cjiel KpbBOB3EMaHe.

2. Bceku manuenT, KOMTo OTroBaps Ha MHIUKAIIMUTE 32 BKIIOYBAHE B HHIUBUyaTHA Mporpama
3a aBTOXeMOTpaHc(y3usi, IMa MPaBo Ja Moy nHpopMaius 3a:

2.1. mporueaypara 1o B3eMaHe Ha KPBB WM KPBBHU ChCTaBKH, 32 IIPOMEHUTE, KOUTO HACTHIIBAT
B OpraHM3Ma BCJIEJCTBUE HA TOBA, 32 MEPKUTE 3a 0€30MacHOCT U 3a MOTECHIIMATHUTE PUCKOBE CHITIACHO
pasgen IV, T. | - u3uckBanus 3a mog00p Ha JJOHOPHU M B3eMaHE HA KPbB;

2.2. U3MOI3BaHUTE MPOTOKOJIU MIPU aBTOXEMOTpaHC]y3usi;

2.3. 3a mpeIMMCTBaTa Ha aBTOXEMOTPAHCPY3HUATA;

2.4. 3a pe3yiaTatuTe OT MPOBEACHUTE W3CIEABAHMUSA HAa B3eTaTa OT HEro eIWHUIA KPbB WIH
KPBHBHU ChCTABKH,

2.5, KIMHUYHOTO My CBCTOSHME, KOETO TIO3BOJIsiIBA Jla ydacTBa B IporpaMara 3a
aBTOXeMOTpaHC(hy3us;

2.6. 1a OTKa)ke BKJIIOUBaHE B MHAMBU/yallHa MporpaMa 3a aBTOXeMOTpaHCPy3us.

3. Bcexu penunumeHT uma npaso:

3.1. Ha paBHOIMIOCTABEHOCT MO OTHOUIEHUE Ha MOJI, COLUUAIHO MOJI0XKEHUE, BEPOU3IIOBEIAHNUE;

3.2. na nosy4u uHGOpMaIUS OT JICKYBAIIUA JIEKap:

3.2.1. 3a mpuYHHKUTE, KOUTO HAJaraT MpejivBaHe Ha KPbB U KPHbBHU CHCTaBKH;

3.2.2. 3a ienTa Ha MPEJIMBAHETO U OYAKBAHUS PE3yiTar;

3.2.3. 3a chIIHOCTTA Ha Ipolleaypara "KpbBolpearuBaHe";

3.2.4. 3a BB3MOXKHHUTE HEXKEJIAHU PEAKINH U TOTSHITUAITHUTE PHUCKOBE, CBbP3aHU C MPEITHBAHETO
Ha KPbB U KPHBHU ChCTABKHU;

3.2.5. 3a ChIIECTBYBALIUTE AITEPHATUBY;

3.3. 1a oTKa)xe KpbBOIPEIUBAHE;

3.4. na Obae mon HaOMIOAEHWE W J1a CE€ TOJIaraT TPIJKM 3a HEro mpe3 ISIOTO BpeMe Ha
KPBBOIIPEJIUBAHETO U CJIE]] HETO J0 YCTaHOBSIBAHE HA YAOBJIETBOPUTENIHO CHCTOSHUE, KOHCTATHPAHO OT
JIEKyBAIIUs JIeKap.

4. 3amuTa Ha MEAUIMHCKUTE ¥ HEMCAUIIMHCKUTE CIICHHAINCTH

Bewuku cimykurenu, padoremu B JiedeOHUTE 3aBeAeHUs, m3mbaHsBamm aeiHocty mo 3KKK,
MMarT MpaBo Ha:

4.1. obydenne u KBaTU(PUKAIKS, TOCTHII 10 HAYYHO-TEXHUYECKUTE MOCTHIKEHUS;

4.2. eTUYHU B3aUMOOTHOIIICHHS,

4.3. 3ama3BaHe Ha YOBEIIKOTO JOCTOMHCTBO M MPOGEeCHOHATHOTO MHCHHE;

4.4. 6e30macHU, XUTUEHHHU U 37IPABOCIIOBHH YCJIOBHS HA TPY/I;

4.5. cipaBeuTMBa OIIEHKA Ha PE3YJITATUTE OT M3BbPIICHATa ACHHOCT;

4.6. ydacTre B ChOOIICHHMS, AaHAJIU3H M IyOJIMKAIIMK Ha PE3YJITaTUTE OT JEHHOCTTA;

4.7. wadopmanus u oOydeHue mo crenuanHoctra "TpaHcdy3nonHa xemarojorus" H IO
PO WITHK CIIEIIMAITHOCTH, CBBP3aHU ¢ TpaHC(y3HOHHATA XEMaTOJIOT s,

4.8. Ha MOTHBHpAaH OTKa3 3a U3BBPIIBAHEC HA W3CJICIBAHUS W MAHHUITYJAIMH BBPXY
HETOIXO/ISIIN U HETOIHA OMOJIOTUYHN MaTepHAIH.

[Ipunoxenue Ne 2 kbM 4JI€H €IUHCTBEH, al. 1, T. 2



(Hoso - IB, 6p. 35 ot 2018 1.)
KpbBeH 00eM Ha KpbBOJAPUTEITN

Tabmuma 1

KpbBen obem mipu sxkerr B Ml, uzurcnen coprmacHo ICSH dopmyna. Termoro u BHCOUnHara,
CHOTBETCTBAIlM HAa MUHHMAJIHHUTE NOMYCTHMMH KpbBHH obemu or 3233 ml, 3400 ml u 3567 ml, ca
OTOEIISI3aHH B CUBO

KT 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
151cm 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 cm 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
KT 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
147cm | 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
156cm | 3573 3598 3623 3647 3671 3695 3719 3743 3766 3789
157cm | 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 cm 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 cm 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
KT 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 cm 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
KT 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
Tabnuna 2. KppBeH 06eM Ha Mbke B MJI, n3urciieH chriiacHo ICSH dopmyna
KT 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 cm 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 cm 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
KT 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
KT 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 cm 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




| 5413 | 5451 | 5488 | 5562 | 5562 | 5599 | 5635 | 5671 | 5707 | 5742

200 cm
KT 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 cMm 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 cm 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 cm 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
KT 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 cMm 5239 5268 5296 5324 5353 5380 5408 5436 5463 5490
167 cm 5266 5295 5323 5351 5379 5407 5435 5463 5490 5518
168 cMm 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 cMm 5502 5532 5561 5591 5620 5649 5678 5707 5735 5764
177 cMm 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
KT 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 cm 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

KT 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




