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C PeweHmne Ne 35 Ha MnHUCTepcknsa cbeeT oT 19 aHyapun 2017 rogmHa e npuet MNnaH 3a
pencteue 3a 2017 r. ¢ MepKuTe, NPOM3TUYALLN OT YJ1eHCTBOTO Ha Penybnuka bbvnrapus
B EBponenckuna cbio3. C ornep npuiaraHeTo Ha eBpoOnNenckKoTo NpaBo B HAaLMOHA/IHOTO
HM 3aKOHOOaTeNCcTBO, B MNnaHa 3a gencreune npes 2017 r. obavraTHo e 3anerHano
TPaAHCMOHMPAHETO Ha U3NCKBaHMATa Ha OupekTuBa (EC) 2016/1214 Ha Komucuara ot 25
tonn 2016 rognHa 3a nsMmeHeHne Ha AupekTtnea 2005/62/EO no oTHoOLWEHNE Ha
CTaHJapTn N cneynurKkaLmm Ha cucTemMaTa 3a Ka4eCTBO Ha KPbBHU LLEHTPOBE U
nabopaTtopunTe No TpaHcHy3mMoHHa xeMaTonorus /Pr-22 3apaseonassaHe, 1.3./.

KayecTBO B 3paBeona3BaHeTo € CTeNneHTa Ha AOCTUraHe Ha Hal-roasMa rnossa 3a
3[paBeTOo Ha YoBeKa 6e3 yBesiyaBaHe Ha PMUCKa 3a 3[PaBeTo Npu onTUMaJsieH BanaHc
MeXX Iy MoJi3a 1 PUCK.

HauuHu Ha npepocTaBsAHe Ha NpensiodkKeHUst U CTaHOBULLLA

MopTana 3a 06WecTBEHN KOHCYNTauumn (M3UCKBa Ce perncTpauns 4ypes nmenn);
EnekTpoHHa noLia Ha NocoYeHNTe agpecu;

CnctemaTa 3a CUrypHo enieKTpoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanmduumpaH enektpoHeH noanuc nam NMNNK Ha HOW);

OdmumanHua agpec 3a KOpecnoHaeHUns.

JLOKYMEeHTH

MakeT OCHOBHU OOKYMEHTM:

CnpaBKa 3a 0Tpa3siBaHe Ha NpenJloXKeHusaTa 1 cCTaHoBuLaTa - Bep. 1.0 | 03.04.2018
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ABTOp: AHren CtommeHos (18.02.2018 20:03)

CTAHOBWLWE OTHOCHO MPEOJTOXXEHWUTE MPOEKTO NMPOMEHN

O-p BecennHa MaHonoBa v g-p Nana MNaBnoBa Ca BCENpU3HaTUTE eKCnepTu
(0T HawaTa Makap U MHOro Masika obLWHOCT Ha TpaHCPY3NOHHUTE
xemaTon03un) B obnactrta Ha MmyHoxemaTonornsaTa! BCMYKO HaNnMcaHo oT THX,
HAMa fa ro nostapsam e CAMATA NCTUHA! LLLIE KAXKA CJIEAHOTO: C TE3U
TAKA NPEOJATAHW MPOMEHMW ( MACAHU OT HE3HAWHO KOro, HA TbMHO OT
HAC U MO NOPBYKA OT HAKOI' O, CE E NOJIYHWUIIO - YPOAOYE! OBPBLWAM CE
KbM EKCIMNEPTUTE N YMNPABIABALLUNTE B MOMEHTA B M3: TPABBAT
HE3ABABHW NMPOMEHW B HALLWATA HOPMATUBHA BA3A, HO HE TAKA! Kb1E
MPOCMAXTE TE3WN 2 TOANHWN? KbAE CA MNCAHNTE OT CAMUTE BAC
N3CKBAHUSA (N3X Ne M3 74-07-6/21,04,2016r.)! KO 3AKOHOBO MPU3HAT
EKCMNEPT-MPEBOOAM E MNMPEBEJT ANPEKTUBATA? NMPABUJIEH N TOYEH JIN E
NMPEBOAOA??? TAKA 3AJIOXKEHWUTE MPOEKTO-NMPOMEHW OVUPEKTHO
HAPYLWABAT KOHCTUTYUUATA! 3AJTOXKEHW CA NMPOMEHW, KOUTO WE
OOBELOAT OO CMBPT HA NMAUMEHTU U OO0 TEXXKW YBPEXXOAHUNA! TPABBA J1A
OA CE CTUTHE OO TOBA 3A OA CE CETUTE 3A TE3U NMUCAHNA? TPABBA J1N
LU3M3 OA B OCbaAn 3A OA NMPU3HAETE BESYMUETO HA HAKOW NMNCAHNLA
BKJIKOYEHW B TE3W MPOEKTO-NMPOMEHN. TPAEBA HESABABHA NMPOMAHA HA
HOPMATWUBHATA BA3A - 3KKK, HAPEOABATA 3A YTBBbPXXIOABAHE HA MEL.
CTAHLOAPT, KAKTO U HA PEOVUA AOPYTW NMOA3AKOHOBWU HOPMATUBHW
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HOKYMEHTW, HO HE NO TO3U MNMOYTN KPUMWHAJTEH HAYNH N HE HA TAKABA
LLEHA! B TA31 HAN-CTPOIO 3AKOHOBO PEIMJIAMEHTVPAHA MEOVLIVHCKA
CNEUNANTHOCT TPABBA OA CA MNMPABAT N NMPUEMAT HOPMATUBHW NMPOMEHN
CAMO CJIEQ ONCKYCUA C WWNPOK KPbI CMTEUUNAJTIMCTIY HUE HE OTPUYAME
NOBULLEHUTE EBPOMENCKUTE M3NCKBAHUSA - HAMPOTWB NPUBETCTBAME
TAKNBA NMPOMEHWN. CAMO HOBW N3NCKBAHUSA OT EC KAPA HAKOI B M3 A
HAMPABW HELLO ( NOrNEQHETE OT KOIr'A HAMA CMUCJIEHN
NMPOMEHWN B HOPMATUBHATA BA3A)!

WMAME NPOTWB CPELLLY MPOKAPBAHUTE MOKPAI TAX BE3YMHU
HOBOBBBEJEHUA OT HE3HANHO KOO 1 HE3ALLUWTEHW OT HUKAKBB
CMUCJIEH MEOAVNUWNHCKW APT'YMEHT!

ABTOop: KannHa Mapgap»xmnesa (18.02.2018 18:50)
KannHa MagapxueBa

MHOro KpaTko, TOYHO N AACHO Ka3aHo!

ABTop: [langlasnosa (17.02.2018 09:42)
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ABTOp: KanuHa Magapxwuesa (16.02.2018 15:07)
KpaTkn KoMmeHTapu no lNpoekTa Ha CTaHOapT No TpPaHCHPY3MOHHA XeMaToJ10rns

CTaHOapTbT N0 TpaHChy3MOHHa XeMaTONOIrMsa € eAuH OT HaN-MbpPBUTE CTaHdapTy,
KouUTOo ca npueTtun B Penybnuka bbarapusa. ToBa e eAMHCTBEHUAT CTaHAapPT B Abp>KaBaTa
BbBegeH cbC 3akoH - 3KKK.

CTaHﬂ,aprT onpeneneHo NMa Hy>XOa OT aKTyansdauunda, HO H4acCT OT npensioxkeHnTe

MPOMEeHN ca MeKOo Ka3aHo HerpaMoTHW. lNpuemaHeTo M We gosene A0 3acTpallaBaHe
3APaBETO N XNMBOTa Ha MHOIo NauneHTHN. TpaHCd)y3VIOHHaTa XemMaToJiorna e matepusA,
KOATO MHOIo0 MaJiIKO Ce Nno3HaBa OT MeONUMNHCKUTEe cneuynaancTtmm n no 1a3n npmny4nHa B



MHOIO C/ly4aun ce Heramxumpa. MNpeano)xeHnTe NPOMEHN BbBEXAAT HESACHM NpaBuia u
TEKCTOBE, KOETO BOAW [0 MOoBULLABaHE PUCKOBETE KaKTO 3a NauMeHTUTe, Taka U 3a
BCUYKM fieKapu (OT pasiMyHN MeAUHCKKN cneumnasnHocTn), Konto paboTaTt no CtaHgapTa.

Mpenno>eHn ca TEKCTOBE, KOUTO Ca B NbJIHO NPOTUBOPEYME C TEKCTOBE OT APYrM TOYKMU
Ha CTaHpapTa.

BbBeXxxaaT ce HanbJIHO U3JIULWHW N Ha NMPakKTMKa HEBBH3MOXXHW 3a U3MNbJIHEHNE TeCToBe,
KOETO OCK®blsABa n3cnengBaHMATa.

B cbLWOTO Bpeme, HAMA NpensioXKeHn NpoMeHu, C KOUTO Aa Ce BbBenaT ACHU HMBA Ha
KOMMEeTEeHTHOCT Ha 3BeHaTa Nno TpaHCchy3noHHa XxemMaToNorng. Takmea TeEKCTOBE Ca
OCHOBHa 4acCT OT CTaHAOapPTWUTE Ha gpyrnte MmeanumnHCKn cneymnaiaHoCcTu.

Heobxoaonmo e 3aabnbovyeHo 1 06CTONHO 0OCHXKAaHe Ha NPOMEeHUTe OT No-ronsm 6pon
cneumnanncTn No TpaHCy3noHHa xeMaTosoruns!

ABTOp: BecennHa MaHosnosa (16.02.2018 13:32)

YacT 1-3aknio4yeHune- CtaHoBuLe a-p BecenmHa MaHonosa/ a-p MNana NMasnosa, MAJ1
Linbanab

YBa>xaeMu gamMum u rocnoaa,

He3aBnCcMMO OT HekKoNKoKpaTHUTe cpewn B HUTX npe3 2016- 2017r., nposegeHuTe
MHOIOKPaTHO 06CH)XXOaHMA Ha HAaLMOHAIHO HNBO, PA3roBOPM U KOHCYNTaLmMK, Npasun
BNeYaT/IEHME, Y& HAKOU U3KIIYNTENHO HeobMmncneHn, CnopHn 1 gopm abContoTHO
HernpmeMJIMBM TEKCTOBE Ca OCTaHa/IM BbB BbMNPOCHUSA NPOEKT.

BbBe)xaaHeTo Ha U3NCKBaHUS MO- HUCKW OT AOoCeralHuTe, CaMOoLEeNHN K
HeapryMmeHTUpaHW NPOMEHU, KOUTO 3acaraT MMyHoOXeMaTorm4Ha guarHocTumKa rno
CTaHpapT No TpaHCHY3MOHHA XEMATOJIOMMA U NPOKAPBaAaHETO UM 3aeHO C N3NCKBAHUATA
3a TpaHcnoHupaHe Ha OupekTtuBa EC) 2016/1214 B HaUMOHANIHOTO 3aKOHOA4ATENCTBO
Penybnnka bbnrapus Kkpme cepuosHn pMCcKoBe.

PasrnexxgaHnTte TYK CNOPHUTE TEKCTOBE NpoTMBOpEeYaT Ha 3aserHanuTe MNMpuHunnn Ha
nMyHoxeMmaTosiornaTta B HacokuTe 3a nobpa npakTuka, BKAKOYEHN B PbKOBOACTBOTO 3a
noaroToBKa, N3rMosa3BaHe N oCUrypsBaHe Ha Ka4eCTBOTO Ha KPbBTa U KPbBHUTE
CbCTaBKN — gonbJiHeHMe KbM lpenopbka Ne R (95) 15 Ha KoMuTeTa Ha MUHNCTpPUTE
OTHOCHO NMoAroToBKaTa, N3MOJI3BAHETO N OCUTYPSABAHETO HAa KAa4eCTBOTO Ha KpbBTa ”
HenHnTe cbcTaBkn/ EDQM, 19th Edition,2017/

lNMpennaramMe CNOPHUTE TEKCTOBE B YacTTa MMyHOXeMaToJlormsa ga otnagHaT no
NOCTUraHe Ha KoHCecycC cnep peanHo obuwecTBeHO 0b6Cb)XaaHe, a TEKCTOBETE, N3BbBH
Ta3n 4acT, CBbp3aHWU C npunaraHe Ha AupekTtuea (EC) 2016/1214, pna 6baaTt npuetun
ornen TpaHCNOHMpPaHe B HaUMOHAaJ/IHOTO 3akoHopaTtesncTeo P bbwarapusa go 15.02.2018 r.“

Pa3dyntame, 4ye CTAaHOBULLETO HWN, KOETO HAMa NpPeTeHUNN 3a n3vyepnaTesiIHOCT, nopaaun
KpaTKNnTE CPOKOBE, We 6baoe pa3rnenaHo n B3eTo nog BHMMaHUeE, 3a Oa Ce 3ala3n



KayeCTBOTO M CMFYPHOCTTa Ha MUMyHOXeMaToJlorMyHaTa AnarHocTmka B obnacTta Ha
TpaHCcy3MOHHATa XeMaTosIorns Ha HUBOTO Ha EBPOMNENCKUTE U BOOELN CBETOBHM
CTaHOapTW.

13.02.2018r. C yBaxxeHue: gO-p
BecenvHa MaHonoBa

o-p Nansa lNassoBa

ABTOp: BecennHa MaHonosa (16.02.2018 13:29)

YacT 1KomeHTapu- CTaHoBuULe a-p BecennHa MaHonosa/ ao-p MNang MNMasnosa, MOJ1
Lnbanab

KaTeFOpI/I‘-IHO Henpmnemname OT rnedHa To4YKa Ha NnpaBuiHaTa MMyHOXeMaTOJIor M4Ha
TEPMNHONOINA € NpenioXeHNAT TEKCT B TOYKa 4y) oT rlpoeKTOHapeu6aTa:

44) B T. 9.6.4 cnepg aymarta ,aHTuTena" ce pgobassa , c onpenesieHa
YYBCTBUTEJIHOCT";

AHTUEPUTPOLNTHUTE aHTUTENA UMAT CNeaHUTEe XapaKTePUCTUKN: aKTUBHOCT,
cneunduU4HoOCT, aBUANTET, TUTLP. AHTUTENATA HE NPUTEXXABAT XapaKTEPUCTMKA KaTo
,4YBCTBUTENIHOCT”, O4EBUAHO aBTOPUTE HA BbMNPOCHUSA TECKT Ca AOMNYCHaNN Hall- MEKO
Ka3aHo Cepno3Ha HETOYHOCT.

Taka npaBUJIHUAT OT TEPMUHOJIOINYHA riegHa TOYKa TEeKCT € :

9.6.4. npm Hann4me Ha aHTNepnTpPpoumnTHM aHTUTENA ,,C onpengesieHa
cneuncpmmocr”; B CepyMa Uinm nna3MaTa Ha peyurnimeHTa KpbBTa 3a lNnpeJinBaHe He
TpH6Ba 0a CbAbp>Ka epUuTpounNTHNUTE aHTUITrEeHN, KbM KONTO Ca HaCoO4YeHN aHTUTEeN1aTa,

9.6.5. TecToBeTe 3a CbBMECTUMOCT C€ N3BbPLUBAT HE3ABMCUMO OT OTpULLATENHUS
pe3ynTaT OT U3C/elBaHETO 3a aHTUEPUTPOLMTHN aHTUTENA Ha NpUeMaTens u
npenBapuTenHus nonbop rno aHTUreHHa opmMysia Ha KpbBTa 3a NMpeMBaHe;

9.6.6. B yCJ/I0BMSA Ha CNELWHOCT, KOrato MMa OrnacHOCT 3a XMBOTAa Ha nauueHTa, ce
nonycka npeTpaHcy3MOHHMUTE TeCTOoBE 3a in Vitro CbBMecTuUMocCT ,, 4a 6baarT
peayumMpaHu B 3aBUCUMOCT OT CTeNneHTa Ha CNeLwHOCT;

»9.6.6.1. NMpn Heob6xoAMMOCT OT 3ano4YBaHe Ha KpbBONpeJinBaHe 3a Mo-MaJiko OoT
10 MMHYTH cnlepn NocTbNBaHe Ha NauneHTa B Jle4ebHOTO 3aBegeHue ce npesinBa
epUTpoLNTEeH KOHUEeHTpaT KpbBHa rpyna O, Rh(D) orpuuateneH un I3[ KpbBHa
rpyna AB. 3aab/kuTesIHO npeau 3anoYyBaHe Ha KPpbBOMNpeJIMBaHETO ce B3eMa
npoba 3a nsBbpLUBaHe Ha BCUMYKMN npeTpaHcy3noHHN TecToBe 3a in vitro
CbBMECTUMOCT.

MpoeKTOTeKCTbT B T. 9.6.6.1. oT CTaHAapTa He OTYMTa cMTyaunsaTa B ne4ebHunrte
3aBefeHunsa n LleHTpoBeTe No TpaHCpy3noHHA XeMATOON s B yC/1I0BMATa Ha
ObarapckaTta 4eNCTBUTENHOCT. BbB bbarapusa e Tpy4HO OCbLWECTBMMO HaJIMYHO Aeno OT
O (-) oTpuuaTeneH epuTpounTeH KoHueHTpaT v M3MN oT KpbBHa rpyna AB.



MpoeKTOTEeKCTHT Mo T.4, ) B 4acT IV.KXK) 3adb/yKaBa JieKapuTe Aa NpuaoXKaT UCKaHeTo
3a KpbB KbM M3 Ha nauneHTa. B HAKon ne4yebHn 3aBeneHns, nafeHa KpbBHaTa CbCTaBKa
Cce NPexBbPJIs MOCAea0BaTENHO N0 Pa3NYHN 0B6EKTUBHU MPUYNHU (HUCBK XeMoraobuH,
CMBPT Ha NauMeHTa, U3TrYall CPOK Ha FOAHOCT) HAKOJIKO MbTU MeXAY pa3nyHu
naymeHTn. Taka NCKAHETO 3a KPbB € Ha MMEeTO Ha edunH NauMeHT, a KpbHaTa CbCTaBKa e
OCbBMEeCTeHa M NpensaTa Ha APYr U MMeHaTa OT MCKaHETO He OTroBapsT Ha
NMPUIOXKEHNETO. B TakmBa criydanm ca Ha pasnosioXKeHne crneunaaHn XXypHaan 3a
NnpPexBbp/idHE Ha KPbBHU CbCTaBKU. BUXK NpoekTo- TekcTa:

J)K)X) cb3paBa ce T. 5.4: ,,5.4. B 6onHnyHata gokymeHtauma (U3) Ha
TpaHcy3mpaH NauneHT csen KpbBolnpesuBaHe TpsabBa fa ca HaJIMYHK
AOKYMEHTHUTE CbIrJ1acHO npuiaoxxeHnsa Ne 13, 14, 15, 16 n 17 or Hapenba Ne 29 ort
2004 r.”; 33)

ABTOp: BecenunHa MaHosnoBa (16.02.2018 13:27)

YacT 1KomeHTapu- CtaHoBuwe a-p BecennHa MaHonosa/ go-p Nang NMasnosa, MAJ1
Linbanab

NMpoekTonpoMeHUTE B TOYKM : 9.6.2, 9.6.3.3 ,9.6.3.4, 9.6.3a.,9.6.36, 9.6.36.1. 6,
9.6.36.2.: 3aserHanan B CbliaTa To4Ka 9.6. 3anaraT NbJHO 06bpKBaHe B NOHATUATA,
TEePMUHOJI0MNATaA, MOC/efoBaTENHOCTTA U anropmMTbMa Ha NpeTpaHChy3nOHHUTE
TecToBe 3a CbBMECTMMOCT. MNpun NpoynT Ha crinobeHns B UANOCT TEKCT CTaBa SICHO, Ye B
nbaeH o6eM paswmpeHn NnpeTpaHCHyY3NOHHM TECTOBE 3a CbBMECTUMOCT Ce npoBeXxaaT
eINHCTBEHO Npu NoANTPaHChy3npaHn NauneHTn, nayneHTn C yCTaHOBEHO Haln4ymne Ha
epUTPOAHTUTENA, MALUMNEHTN C HEXESIAHW peakunn Npu NpeanwHo KpbeonpesnBaHe.

Taka cnenBa JIOrNYHUST U3BOA, Y€ NPU BCUYKM OCTaHaIN MaLMeHTN, Ha KOUTO NMpeacToun
KpbBoOMNpesiMBaHe Te3n TeCTOBE He Ca 3a4b/DKUTENIHN U e O0CTaTbyHO TecToBeTe 3a UH
BUTPO CbBMECTUMOCT Aa Ce NMpoBeaaT CbC cepyM(nsasma) oT NauueHTa U epuTpoLnTHr
OT eAnHMLAaTa KPbB- ANpPeKTHa npoba.

Cyutame, 4e NofOOHM NPOMEHM e UMAT CbMHUTENEH, HENPeaABUAUM, AO0PU onaceH
edeKT 3a )KMBOTa N 34pPaBETO, BMECTO MaKCMMaJiHa CUTYPHOCT 3a MaLUWUeHTUTe, Ha KOUTO
npencTon KpbBOMNpPeSNBaHe.

CrnobeHn B UANOCT NPOEKTONMPOMEHNTE N HEU3MEHEHNTE TEKCTOBE OT CTaH,u,apTa buxa
nManin cnegHnAT BULO:

» 9.6. MNpeTpaHChy3nNOHHM TeCcToBe 3a in Vitro CbBMeCTUMOCT:

9.6.1. BCcAKa eAnHMLA KPbB, MpeaHa3Ha4YeHa 3a KpbBonpenmBaHe, ce noabupa
cbobpa3zHo ABO n Rh (D) npuHaane>XXHoCTTa Ha peunnmneHTa;

9.6.2. NMpu MacMBHMU KpbBONpPEJINBaHUA ce NpaBN Me>X[YyCaKoBa CbBMeCTUMOCT -
HanpuMmep epUTPOLNTH OT eaHaTa eaNHNLA ePUTPOLIUTEH KOHLLEHTpaT CbC CepyMm
OT Apyra eguHULA ePUTPOLUTEH KOHLEHTPAaT M T.H. lIpn npenunBaHe Ha ABe U
noBeye eqMHULMN ePUTPOLUTEH KOHLLEHTPAT ce NpaBAT TeCTOBe 38 CbBMEeCTUMOCT
MeXAay oTAe/IHUTe eAUHULN ePUTPOLIUTEH KOHLEeHTPAT C ePUTPOLIUTHU OT BCAKA



eanHnLa KpbB U cobopeH cepyM OoT egAUHULNTE KPbB;*
9.6.3. TecToBeTe 3a in Vitro CbBMeCTUMOCT BKJIHOYBAT:

»9.6.3a. Ha BCsiKa eAMHULa KPBbB, KOSATO LUe ce npeJsiuBa, ce U3BbpLUBaT
nperpaHcy3moOHHN TeCToBe 3a in vitro cbBMeCcTUMOCT CbC cepyM (nnasMma) ot
npueMartens n epUTPOLIUTH OT e AUHNLATa KPbB;

9.6.36. NMpun KpbpBONPEesiMBaHe Ha NOJINTPaHCy3upaHN NaLNEeHTH, NaLueHTH C
YCTaHOBEHO HaJinine Ha aHTHEePUTPOLNUTHN aHTUTeNla U NaLueHTH, nokKasaam
HeXXeJlaHN peaKuMu npu npeaulLlHoO KpbBonpesiMBaHe, TeCToBeTe 3a 3a in vitro
CbBMECTUMOCT BKJIIOYBaT U:

9.6.36.1. 6Bp3 enpyBeTbY€H TECT C LeHTpodyrupaHe (Mamn arayTMHaLWOHEeH
TecT npm ctanHa Temnepartypa n 37 °C) u¥ MHOUPEKTEeH aHTUI106yJINHOB TecCT;

9.6.36.2. eH3MMeH TeCT Uin [pPpYyrn MeTogam ¢ eKBUBaJIeHTHa YYBCTBUTEJIHOCT;*;

9.6.3.1. 6bp3 enpyBeTBbYEH TECT C UeHTpodyrupaHe (Mam arnyTMHaUMOHEH TECT Npwu
CTalnHa TemnepaTypa n 37 °C) n MIHONUPEKTEH aHTUrNobyMHOB TECT;

9.6.3.2. opyrn metogn C eKBMBaJIeHTHa YyYBCTBUTEJHOCT,;

HoBoCb3OaAeHUTE TOYKWU BHACAT OOMNBJIHUTENHO 0O bpPKBaHE- BUX
NMPOEKTOMNPeaoKEHNETO 3a T.XX):

XX) cp34aBaT ce TO4YKu 9.6.3.3 n 9.6.3.4:
»9.6.3.3. MHOMPEKTeH aHTUr106y/IMHOB TecCT;

9.6.3.4. eH3MMeH TeCT WJiu Apyrn MeToamn ¢ eKBMBaJleHTHa YYBCTBUTEJIHOCT; “;

ABTOp: BecennHa MaHonosa (16.02.2018 13:22)

YacT 1KomeHTapu - CtaHoBuule A-p BecenvHa MaHonosa/ a-p Nana MNasnosa, MAJ1
Linbanab

B To4yka ) e ponycHaTa rpyba akTonornyecka rpewka ¢ ynorpebarta Ha gymaTa
~Cepym” , BMecTo ,nnaasma”.

KpbBTa B CAKOBETE CbAbP)Ka aHTUKOAry/laHT, T.€ TEeYHOTO CbABPXKMUMO € MSasMa, a He
cepym.

OcBeH TOBa MacCMBHUTE KPbBOMpPESIMBAHMS Hal- YECTO Ca CBbP3aHW C YCJ/IOBUS Ha
CNewHOoCT NpuM NaLUNeHTN C OCTpa MacUBHa KpbBo3aryba, a npoBexaAaHeTo Ha
MeXX[lyCakoBa CbBMECTUMOCT OTHEMA MNOBeYe BpeMe.

B ycnoBusa Ha cnewHOCT Te3n naynmeHTu nonagaT B rpynaTta C MakCMMasiHO pegyuupaHe
Ha NpeTpaHCchy3MOHHUTE TeCTOBE B HOBOMPELIOXKEHNA TECKT OT TOMKa W) B T. 9.6.6
AyMHUTe ,,BKJIIOYBAT CaMoO C/1e4HOTO" ce 3aMeHAT C ,Aa bbaar peayumpaHm B
3aBUCUMOCT OT CTerneHTa Ha CNneLUHOCT;



Fo/iIiMa YacT OT CaKoBeTe, MoJiy4aBaHu B le4ebHUTe 3aBeleHns ca epUTPOLUTEH
KOHLUEHTPAT- C MUHMMAJIHO KOJIMYECTBO CbAbPXKaHMe Ha Mna3Ma, U YyecTo 6e3 caTeNnTHU
enpyBeTKu, ocobeHo cnef 15-TUs AeH OT CbXPAHEHMETO, a KOraTo ca HaJInyHu

KpbBHaTa nNpoba OT CaTEeNINTHUTE enpyBeTKN € XeMOJIMTUYHA 1 HerogHa 3a paboTa.

Bu>x npennoXeHns npoekTo-TeKCT:
¢P) Touyka 9.6.2 ce naMeHa Taka:

»9.6.2. [pn MacUMBHU KpPbBOMNMpPe/IMBaHUs ce NpaByu MeXA[YycaKoBa CbBMeCTUMOCT -
HanpuMep epUTPOLIUTH OT eaHATa eAUHULA ePUTPOLMNTEH KOHLUEHTPaT CbC CEPYM
OT Apyra egUHULLA ePUTPOLIUTEH KOHLUeHTpaT M T.H. [1pu npennBaHe Ha ABe N
noseye egUHULM ePUTPOLIMTEH KOHLEHTPAT ce NpaBAT TeCTOBe 32 CbBMECTUMOCT
Me>XAy OTAEeJSIHNTEe eAUHNULIN ePUTPOLUNTEH KOHLLEHTPAT C ePUTPOLIMTHU OT BCAKA
eauHuLa KpbB M cOOopeH cepyM OoT eQUHNLNTE KPbB;“

XX) cp34aBaT ce TO4YKu 9.6.3.3 n 9.6.3.4:
»9.6.3.3. MHOUPEKTeH aHTUr106y/INHOB TecCT;

9.6.3.4. eH3MMeH TeCT Wi Apyrn MeToan ¢ eKBMBaJIeHTHa YYBCTBUTEJIHOCT; “;

ABTOp: BecennHa MaHonosa (16.02.2018 13:20)

YacT 1 KomeHTapu - CtaHoBuwe g-p BecennHa MaHonosa/ a-p Nana Masnosa, MOJ1
Linbanab

HaMupame 3a HEHY)XHWN NPOMEHNTE, 3anerHanu B 1.4, B) 4acT lll:
Paspen IV

OCHOBHU N3MCKBaHUA 3a YrNpa>KHsABaHEe Ha OENHOCTUTE, perjaMeHTpaHn B 3aKoHa 3a
KPbBTa, KPbBOAAPABAHETO U KPbBOMNPESNBAHETO

Ill. N3nckBaHMA 3a MMyHOXeMaTOoJIOrM4YHa OUMarHoOCTUKa Ha nauneHTu

9. AHANUTUYHWN NMPNHUNMN 3a N3BbpLLBaHeE Ha UMYHOXeMaTOJIOT4HHUTE n3cineaBaHUA Ha
naumneHTn.

MM) ,9.3.1. onpenensHero Ha C,c,E,e-aHTureHn ce n3BbpLuBa Ha NaLUeHTH, Ha
KOMTO NpencToaT MHOIroOKpPaTHN KPpbBOMNpeJsIMBaHUsA Mo NpeueHKa Ha cneumasnct
TpaHcgy3mnoHeH xematosnor; 60sHM ¢ TanaceMus, xeMors0b6mMHosm,
3/710Ka4YecTBeHM XxeMonaTum, aBTOMMYHHU XeMOJINTUHHN aHEMHNH, AeLa OT XKEHCKH
nos, 6peMeHHN N >KeHn BbB (hepTUJIHA Bb3PAaCT;*;

MoTuBu: Cera OeNcTBaLLNSA TEKCT € NOo- KAaTeropnuyeH u eaHO3Ha4YeH. [POeKTo-TEKCTLT
CHW>XaBa M3NCKBAaHUSATA U NocTaBs n3bopbT cnopen cybekTMBHATa UHAMBUAYAHA
npeLeHKa Ha JleKap- TPaHCHY3NOHEH XEMATOJIOr.

Mo4Tn BbB BCUYKM CTpPaHW Ha EBpona nauneHTUTE Ce NnpeamBaT C epuTPoOLUNTEH
KoHuUeHTpaT no Rh peHoTun (C,c,E,e) n Kell aHTureH. bunrapusa e egHa oT MasikoTo



CTpaHu B EBpona, B KOATO CaMO 4acT OT NauMeHTUTe naumeHTnTe nosiydaBaT TakaBa
KPbB. npemaXBaHeTo Ha MnepatnuBHarta ¢popMa Ha TeKCTa e CTbllKa Ha3ag B
Ka4eCTBOTO Ha UMYHOXeMaTOJIOrn4YHaTa OUarHOCTUKaA.

B To4yka 00) BMECTO ,MMYHOrN106YyNMHOBUA Kac” Ha aHTUTenaTa, NPaBUIHUAT TEPMUH €
»UMYHOrnobyIMHOBaTa XapaKTEPUCTMKA Ha aHTUTeNaTa”- BMXX TEeKCTa:

00) To4Ka 9.5.2.1 ce M3MeHA Taka:

»9.5.2.1. AUpPeKTeH aHTUIr10b6yINHOB TeCT ¢ nonucneungdunyeH aHTUrnobysanHos
cepyM; Npu NoJIo>XUTeJsieH pe3ynrtaTt ce paboTu c MoHocneunguyHn
aHTUrn106y1IMHOBN cepyMM 3a onpenesisHe UMyHOrJ106ysinHOBUA KJiac Ha
pukcupaHnte aHTutena;

B Tou4ka cc) BMecTo ,,MMyHOrn1o6ynnHoBmMaA kKnac” Ha aHTUTeNnaTa, NPaBUIHNAT TEPMUH €
,UMYHOrnoby/IMHOBaTa XapaKTePUCTMKA Ha aHTUTeNaTa”- BMXX TeKCTa:

cc) To4ka 9.5.7.1 ce M3MeHA Taka:

»9.5.7.1. AUpPEeKTeH aHTUr106yIMHOB TecT € noaucneunmyeH aHTurnobyamHos
cepyM; nNpy NoJIOXKUTEJIeH pe3yaTaT ce paboTm c MOHocneungpUIHN

aHTUIr 106y INHOBM cepyMMu 3a onpengesissHe UMYHOrs1006y/IMHOBUA KJ1ac Ha
pukcmpaHmTe aHTuTena;”;

ABTOp: BecennHa MaHonosa (16.02.2018 13:14)

YacTt 1KomeHTapu- CtaHoBuLe A-p BecennHa MaHonosa/ a-p Nanga Masnosa, MAJ1
Linbanab

BbBeXXaaHeTo Ha No- HUCKU N3nUCcKBaHUA B CTaHaapTa no oTHolleHne obema Ha
N3BbpLUBAHATA MMYHOXEMATOJIOrMYHA AMArHOCTMKA HA NALUMEHTU C XPOHUYHU U
HacNeACTBEHN XeMaToIorMyHn 3abonsisaHnsa 61 6uno Kpavyka Ha3afl B MOCTUrHaTUTE A0
HACTOALWMSA MOMEHT CUIYPHOCT, 6€30MacHOCT N MPeLn3HOCT Ha UMYHOXEMaTOoJIoOrMYyHaTa
AnarHocTuka. NpomeHnTe B CTaHdapTa He 6uBa Aa 6bAaT caMoLEsTHU U OTKbCNEYHN, B
NnoJsi3a Ha MKOHOMUW Ha peareHTn, TpPyAa n 3a obnek4yaBaHe Ha paboTaTa Ha OTAENHO
ne4yebHo 3aBefeHNe UM KOHKpeTHa nabopatopus. HegonycTuMo € HOBU MPOMEHU B
CTaHfapTa [a 3acTpallaBaT CUrTYPHOCTTA Ha MauMeHTa U Aa Cb34aBaT NpeanocTaBKy 3a
rpeLwwKn N HapyLeHUs Ha ApYrn HOPMATUBHN OoKyMeHTU. PaboTaTa no CTaHaapT Kacae
usnaTa TpaHCy3nMOHHA Mpexxa, a He oTAeNHo nevYebHo 3aBegeHne v rpyna 6osHu.

ABTOp: BecennHa MaHonosa (16.02.2018 13:13)

YacT 1KomeHTapu - CTaHoBuWe O-p BecennHa MaHonosa/ o-p Nansa Nasnosa, MAOJ1
Linbanab

C ornep curypHoCTTa Ha NMaumMeHTUTe, onpeaensHe Ha KpbBHa rpyna ot
cuctemata ABO u RhD aHTUreH Ha nauveHTV TpabBa ga ce U3BbLPLUBA NpU




BCAKO NOCTbNBaHe B le4ebHO 3aBegeHue, KoraTto ce 40NyCKa eBeHTYyaJIHO
KpPpbBOnpeJsimeaHe B Xo4a Ha ne4yebHus npouec. B nosiza Ha ToBa

cnepgHUTe hakTu:

C ornepn Ha cybeKTUBHUSA YoBELLKW (haKTop, MPM B3EMAaHETO U eTUKETUPAHETO Ha
KpbBHa Npoba OT NauMeHT 3a UMYHOXEMATOJIOMMYHO U3CeBaHe € Bb3MOXXHO Aa
6baaT AONyCHaATW FPeLKU- pa3MsHa Ha KpbBHU Npobu, rpelHo eTUKeTupaHe n ap.,
TakuBa NnpuMepun He nuncear.

Mma cnydam Ha NauneHTn C egHaKBM UMe, npesnme n amMmnansg, HO C pasndHu
ONarHo3m U KPbBHU rpynu, KOUTO NO €4HO U CbLLO BpeMe Ca XOCNUTan3npaHun B
e[Ho 1 CbLo Ne4yebHOo 3aBeneHue.

Mpn nauneHTn ¢ AUXA onpenensHeTo Ha KpbBHaTa rpyna ot cuctemaTa ABO u RhD
aHTUreH MoXXe fa Cbhb3faje Bb3MOXKHOCT 32 3aTPYOHEHUS U FPeLLKU.

Mpwn NayneHTn ¢ XxeMaToNorndHn 3abonsaBaHms YectoTaTa Ha oTcnabeH nnm cnab
(Han- 4eCTo A- aHTUreH) e No- BUCOKA. TakMBa NaLUMEHTN YeCTo ce TUNMU3upaT KaTo
KpbBHa rpyna “0O”. TepaneBTUYHNA noaxoa npu otciabeH n cnab A aHTUreH e
pa3/in4eH no oTHoLWEeHWEe Ha 3aMecTUTesIHaTa Tepanua C KPbBHU CbCTaBKMU.
MayneHTn € XPOHUYHN XemMaToNornyHm 3abonsaBaHnsa, KONTO Ca aJIOUMYHU3NPAHN NO
OTHOLUEHNE Ha epUTPOLNTHN aHTUreHN N NauneHTn- 6oNHU C HacneacTBEHaA aHEMUS-
Thalassaemia major ce nekysaT 1 B Jle4ebHUM 3aBeJeHUS NO MECTOXNBEEHEe- B
NPoOBMHUMATA. TaM MM Ce U3BBbPLUBAT KpbBONpenmeaHus, 6e3 CKpUHUHT 3a
AHTUEePUTPOLNTHN aHTUTEeNa 1 6e3 noabop Ha epUTPOLIUTHUTE KOHLLEeHTpaTn no Rh
dheHOTUN nnn gpyrn epuTpounNTHN aHTUIreHn. Taka Te3n 6oaHM NoCcTbNBAT B
rnopeaHoTo sie4ebHO 3aBedeHME C YTEXXHEH MMYHOXEMATOIOMMYEH CTaTycC.

Fonam e 6poAT Ha XeMaToNIorM4Ho BoNHK, NpeTbprenn egHa Uan NoBevye anoreHHn
Hen3orpyrnoBu TpaHCMJaHTauum, nNpm KOUTO KpbBHATa rpyra ce rnpoMeHs B Xxo4a Ha
TepanuaTa n n3cnefBaHe Ha KpbBHa rpyna ce Hajsara MUHUMYM Ha BCeKU 14 gHW.
AKO OoTnagHe 3a4bJ/IKUTENHOTO n3csiegBaHe Ha KpbBHa rpyna oT cuctemaTta ABO u
RhD aHTUreH npu BCAKO NpoJsie)xxaBaHe 1 npeacTosiila XeMoTpaHCcdy3uns, TO KakBU
we 6bOaT OCHOBaHMATaA Aa Ce B3eMa KpbBHa Npoba 3a 3a4b/IKUTENEH CKPUHUHT 3a
AHTNEPUTPOLUTHN aHTUTeNa B periamMmeHTupaHuTe no CtaHpoapTa cpokoBe? Ha
NpakTUKa HMe npoBexxgaMe n3cnenBaHe 3a aHTUEPUTPOLUTHN aHTUTeNa Ha
KpbBHUTE Npobu, n3npaTeHun 3a onpenesiiHe Ha KPpbBHA rpyna Ha AafeHns naumeHT.
AKO oTnagHe 3a4bJ/DKUTENHOTO n3csiegBaHe Ha KpbBHa rpyna oT cuctemaTta ABO u
RhD aHTUreH npun BCAKO NpoJsie)xaBaHe U NpeacTosLa XeMoTpaHChy3unsg, e ce
Cbhb3faje npeueneHT N gonycKaHe Ha Bb3MOXXHOCT 3a M3gaBaHe Ha npenuc ot
KpbBHa rpyna (MeaMuMHCKM AOKYMEHT C HEBAPHO CbAbpP>XaHUe), KoAaTo ga
CIIY>XKM Npu cnejBalln XxocnuTtaansaunmm Ha gageH naumeHT. Taka we ce CTUrHe o
CEPUO3HN HapPYLLUEHNS Ha U3NCKBaAHMATA Ha APYrn HOPMAaTUBHN OOKYMEHTUN KaTo
Hapenba Ne 29 n nokymeHTaumsa Ha 3apaBHaTa Kaca /onpenesnsiHeTo Ha KpbBHa
rpyna ot cuctemaTta ABO n RhD aHTUreH e 3agb/DKUTENIHA AMAarHOCTUYHA
npouenypa 3a noBe4eTo XeMaTONIOMNYHU KJIMHUYHN NbTEKM Npu nonbsBaHe Ha N3/ .
CaMuaT Ul 3a UMYHOXEMATOJIONMYHO N3CNeiBaHE He AONyCKa u3paBaHeTo Ha
npenuc oT KpbBHAa rpyna. B Hero ce otbensssa, 4e KpbBHaTa npoba e B3eTa u
eTUKeTMpaHa OT KOHKPEeTeH NauneHT, TOYHUAT YaC Ha B3eMaHeTo 1 noJly4yaBaHeTo U,
NeKkapuTe oT4eNu MbpPBUYHATA M OKOHYaTesNIHaTa KpbBHa rpyna v ap.




e EQHOKpATHOTO onpefdensiHe Ha KpbBHa rpyna oT cuctemaTta ABO 1 RhD aHTureH,
KaKTO U Bb3MOXXHOCTTa Aa 6bAe n3gaBaH Npennc oT KpbBHa rpyna He MoraT Aa
rapaHTMpaT CUrypHOCTTa Ha naumeHTa no oTHoLeHue NpaBuIHOTO onpeaensHe Ha
HeroBaTa KpbBHa rpyna 3a BbB 6baewle. Hegonyctumo e pe3yntaTbT OT e4HO
eIMHCTBEHO n3csedBaHe Ha KpbBHa rpyna ot cuctemaTa ABO 1 RhD aHTuUreH 3a
hajeH naumeHT ga 6bae n3nonssaH Npu cnefsallm nposie)xxasaHmsa B CbLLOTO
nevyebHo 3aBefeHne, KaTo Ce U3aaBaT NMPenucK B HapyLleHne Ha Apyru HOpPMaTUBHN
OOKYMEHTN.

ABTOp: BecennHa MaHonosa (16.02.2018 13:10)
YacTl KomeHTapu - CTaHoBuwe a-p B. MaHonosa/a-p I'. Masnosa- MAJ1 LUnbanab

OTHOBO LWe NMPNMNOMHMMM HalWnTe aprymeHTn oT npeanwHm rognHn.

CtaHpapTa no TpaHCY3MOHHA XeMaToJIorMs UmMa 3a4b/DKUTESIHO AeNCTBME CrPSMO
BCUYKKN HMUBa Ha TpaHcdy3mMoHHaTa Mpexa BbB bbarapusa. 3a crnpaska Bux : ,Pasgen IV

OCHOBHM N3UCKBaHNA 3a yrnpa>KHABaHe Ha nenHocTunTe, pernaMmeHTMpaHn B 3aKOHa 3a
KPBbBTa, KPpbBOAAPABAHETO N KPBBOMPEJINBAHETO

I1l. N3nckBaHWA 3a NMyHOXeMaTOoJIOrM4YHa UarHoCTUKa Ha nauneHTu

3. MMHNManHnTe KpuTEepuun, 3anNerHasam B CTaHgapTa, Tpﬂ6Ba Oa Cce Cna3BaT OT
BCNYKN na6opaTopV||/|, KONTO U3BBPLWBAT MMYHOXEMaTOJIOTM4YHa ANAarHOCTUKa Ha
naymeHTn n MoraT ga nocsy>xaT Npu akpeanTaunatTa mm.”

3a CbXXaJleHMe HMBOTO Ha AMAarHOCTUKa He e eJHAaKBO MO pasIMyHUTe MecTa. AKO
no CTaHAapT 3a/ierHe AoMyCKaHeTo Ha U3KJIlYeHne N HaManaBaHe B obema Ha
3a0bJOKUTENIHUTE ANArHOCTUYHN TeCTOBE 3a AafeHOo JleyebHO 3aBefeHme nau
[aZleHa rpyna rnauueHTn, To HAMa CMla KOATO Aa 3a4bJ/KU OCTaHanuMTe ro aa
cnasBearT.

ABTOp: [andallasnosa (15.02.2018 14:15)

YacT 1- CtaHoBuwe a-p BecennHa MaHonosa/ a-p Nana Nasnosa, MAJ1 Unbanab

3a KaTeropu4yHo HenpueMJiMBM No T4, CYMTaMe NPOEeKTO-TeKCToOBeTe B

Paspen IV

OCHOBHW N3UCKBaHUA 3a yrNpa)kHsiBaHe Ha AelNHOCTUTe, perjaMeHTUpaHn B 3aKoHa 3a
KPbBTa, KPbBOOAPSBAHETO N KPbBOMPESIMBAHETO

I1l. N3nckBaHMA 3a NMyHOXeMaTOoJIOrM4YHa UarHoOCTUKa Ha nauneHTu

9. AHAIMTNYHN NPUHLNNN 38 U3BBbPLUBAHE HA UMYHOXEMATOJIOTMYHNTE N3CseBaHnNs Ha
nauneHTun:

33) cp3maBa ce 1. 9.1.1a:



»9.1.1a. He ce OoTHacsa 3a 60JIHN ¢ TanaceMns N 3a NaLLMEHTHU C XeMaTOJIOrNYHH
3abonaBaHNs, NPU KOUTO eXKeMecCe4yHOo ce HaJslara U3BbpLUBaHe Ha
KpbBoOnpeJsnBaHe B e4HO U CbhLUO sle4ebHo 3aBeneHune; "

KK) cp3maBa ce 1. 9.2.1a: ,,9.2.1a. He ce oTHacsa 3a 6os1Hu c TanaceMusa m 3a
naumMeHTH C XeMaToJIOrM4Hu 3abonsaBaHns, NPU KOUTO eXKeMeCe4yHo ce Hanara
U3BBbPLUBaHEe Ha XxeMoTpaHcy3na B e4HO M CbLLO e4yebHo 3aBegeHne;”;

Mo ocrnopBaHe NpMeMaHeTo Ha Te3n TOYKN HauTe MOTUBN Ca:

OT monycHaTUTe U3KJIDYEeHUs cnenBa IOrMYHUST N3B0J, Y€ BCUMKMU NAaLUEHTHU C
XeMaToJIOru4Hu 3abonsaBaHus ( B TOBA YMUCJIO U AJIOF€HHO TPAHCNJIAHTUPAHU
OT HEU30rpynoBM AOHOPMU), MPU KOUTO Ce U3BBPLUBAT XeMOoTpaHchy3us
»€XXeMece4yHo”, a NOHAKOra M Nno- 4ecTo B AafeHo sieuebHO 3aBepeHne He
nopJsieXkaTt Ha onpepesisiHe Ha KpbBHaTa rpyna npu BCAKO NOCTbNBaHe B TOBA
ne4yebHoO 3aBepeHue.

Ba)kHo e fa nog4vyepTaeMm, 4e BbB bbarapusa HAMa BbBeLeHa efleKTpOHHA 34paBHa KapTa

Ha MauneHTa, HUTO eAWHHA HauMoHaNHa MHOPMaLMOHHa cucteMa B obnacTTa Ha
TpaHcdy3noOHHaTa MeguumnHa.

Bb3HMKBAT cnegHNTE BLMNPOCU:

1. C KakBa 4eCToTa Le ce onpeaens KpbBHaTa rpyna npu xeMmaTosorM4Ho
00/IHNTE NaUMeEHTN, NPU KOUTO Ce Hanara U3BbpLUBaHe Ha XeMOoTpaHCcy3ns B
eHO N CbLo ne4yebHo 3aBeadeHUEe? BeaHbXX B »X1BoTa? BegHb>X Ha 10 rognHm?
BegHbXx rognwiHo? Nnu no- 4ecto? Yua we 6bae npeueHkaTa?

2. Koli (huLl 3@ MMYHOXEMaTOJIOMMYHO M3caenBaHe (3a Kp. rpyna) we 6bae

npunoXxeH KbM N3?7 Kcepokonue nnm Nnpennuc no aMtepaTypHM AaHHM oTnpean 1

0o 10 rognHn? A Mmo)xe fla ce U3roTeu puw 3a KpbBHa rpyna 1 camo rno
CMOMEHM Ha NaumeHTa n 6anskuTe my?

3. Mpn n3BbpLUBAaHE Ha TeCTOBE 3a CbBMECTUMOCT 3a XeMaTosiIornyHo 6onenH
nauneHT Ne Ha KOS KpbBHa rpyna KaTto opuumnaneH pesyntaT we durypmpa Bbs
guwa 3a CbBMecTUMocCT? (Buxx Bbnpoc 1.)

4, Kak 6e3 KpbBHa rpyna OT HaCTOSALWETO NpoJsie)XaBaHe Ha NauneHTa
NeKyBaLLMAT NeKap e U3nuile KpbBHU CbCTaBKM 3a Hero? OT KbAae LWe B3eMe
JaHHuTE?

5. Kak nekyBalLUAT NeKap e cnasu N3MCKBaHUATa 3a KJINHUYHO
NPUI0XKEHNE Ha KPbBHU CbCTAaBKM, KOUTO HE Ca MPOMEHEHU U ca
3a4bJ/DKMTENIHU MO CbLUMSA HOB BapuaHT Ha CTaHpapTa? Te pernamMmeHTumpaT
3a0BbJ/DKMTENIHO onpeaensiHe Ha KpbBHATa rpyna v NOTBbP)XaBaHETO U B
NMyHOXeMaToIorMyHa nabopatopums Npu NpeacTosiia XxeMmoTpaHchy3uns.

ABTop: [langlasnosa (15.02.2018 14:14)

Havano- npoabsxeHune a-p B. MaHonosa/a-p I'. Nasnosa MAJ1 Llnbanab



C HacTosILLEeTO n3narame CBOETO Hecbrlacke C YacT OT TEKCTOBETEe, 3aJierHanm B
npoekToHapenbaTa, a UMEHHO HSIKOW NMPOMEHMN, 3anerHanm B § 3.:

CynTtame , 4ye 3abpaHUTENHUAT XapakKTep Mo OTHOLWEHME Ha NPOoBEeXXAaHe Ha
npeTpaHCdy3NOHHN TECTOBE 3a CbBMECTUMOCT B C/IeAHNTE TOYKMN NOOJSIEXN Ha
KoMeHTap n obcbXxaaHe:

Mo 1. 2 B paspen ll: a) Toyka 1.6 ce nsMmeHs taka: ,,1.6. UMyHOXeMaTO/IOrn4HN
nabopatopumn KbM ANarHOCTUYHO-KOHCY/ITaTUBHMU LUeHTpoBe (OAKL,),
CaMOCTOATEeJIHU MeQUKO-ANAarHOCTUYHHN nabopaTopumn, N3BbpLUBaLUMN
MMYyHOXeMaToJIOrM4YHa AMarHoCTUKa Ha aMbysniaTopHM NauneHTH, C N3KJIloYeHne
Ha npeTpaHcy3MOHHUTE TeCToBe 3a CbBMEeCTUMOCT.*;

Mo 12. e) To4Kka 2.6 ce n3MeHs Taka: ,,2.6. B uMyHoxeMaTosiorn4yHu nabopartopum
KBbM AUNarHOCTUYHO-KOHCYNTaTUBHM LUeHTpoBe (OKL|) n caMocToaTesIHn Me BUKO-
ANarHoCTUYHM NabopaTopum ce N3BbpPLUBA UMYHOXEMaTOJIOTMYHA ANarHOCTUKa
Ha aMbyniaTopHM NauneHTH C U3KJTIIDYEeHHne Ha NpeTpaHcy3MOHHUTEe TecToBe 3a
CbBMECTUMOCT. “;

Mo 1.3 B pasgen il , a) B 4act l, pp) cb3paBa ce 1. 5: ,,5. UIMyHOXeMaTo/IOrn4Hm
Nnabopatopun KbM AUNarHOCTUYHO-KOHCYNTaTUBHUN LLEHTPOBE, CAMOCTOATEJIHHN
MeaUuKO-OANarHoCTUYHHN nabopaTopnmn, U3BbPLUBALLN UMYHOXEMaTOJIOTMYHa
AMNarHoCTHUKa C U3KJIlo4eHUe Ha NpeTpaHCcpy3MOHHUTE TeCToBe 3a CbBMECTUMOCT.

BbB bbarapus cblectsyBaT nabopaTopmm Mo TpaHChy3MOHHaA XxeMaTonorus/
nmyHoxemaTtosiorna kbm OKLU nan MIOJ1, konTto ca obopyaBaHu C Hall- CbBPEMEHHA
TexXHUKa N KOHCYMaTMBUW 3a MNarHOCTUKA Ha NauMeHTN, KaLpOBO OCUTYPEHU C JieKapu
CbC CMeumanHoCT No TpaHCPY3MOHHA XeMaToJ10rns, C ONUT U CTaXX . HAKoW oT Te3n
nabopaTopun ca pasnosioXKeHN Ha TepuTopusaTa Ha fevyebHn 3aBegeHuns.

CunTtame, Yye 3abpaHaTa Oa Ce U3BBLPLUBAT TECTOBE 32 CbBMECTUMOCT B TaKMBa
nabopaTtopuun e B yubpb 1 Ha NALUNEHTUTE N Ha IeKapuTe.

Ckl04BaHETO Ha AOroBOp C OTAasneyeHo nevyebHo 3aBeaeHne ¢ pa3kpuTa nabopatopus
Mo TpaHCdy3MOHHa XeMaTOJIOrMsi BOAWN 10 U3NULLHN (PUHAHCOBU pa3xoaun, 3abaBsHe Ha
NpeTpaHCPy3NOHHUTE TECTOBE 3@ CbBMECTUMOCT, HEHYXXHO TPAHCMOPTMPAHE Ha CakoBe
NN NOCTENEHHOTO CBUBAHe A0 OTrnajaHe Ha NpeTPaHCPY3NOHHUTE AMArHOCTUYHN

npouenypu.

CynTame 3a CMOPEH N TEKCTBLT, CbracHo KonTto: ,,T4. Pazgen IV 6) B yacT ll: aa) B T. 5 Ha
Kpasa ce nobaBs ,m oT Buonor, npuTexaeall, CeEPTUDMKAT 3a AOMNbJHUTENHA

“on

KBanngpukauma no nmyHoxemaTtosaorma“.

C Hero ce pernaMeHTUpa MNpaBo Ha OTYMTAHE U NHTepnpeTupaHe Ha pesynTaTu oT
NMYHOXEMaTOIOrMYHWN U3CNeBaHNs Ha BCUYKN 6101031, NpUTExXaBalwm cepTudmrKaT 3a
[ONBJIHUTEsNTHA KBaNUUKaLmMa no MMyHOXemMaTo10r 1.

HawunTte MmoTnBM:



Nma 6rnonosm cbe ceptTudmnkaT, NpemMmnHaim eqHo- apyceamMmmyHo ,,0byyeHmne” no
NMyHOXeMaToslorna kKaTto Habnogatenun, 6e3 n3nuT. EGUHNLM 1 U3KNYNTENHa PAOKOCT
ca 6nono3nte NpeMnHaan NCTUHCKN CEPUO3EH OCHOBEH KYpPC MO MMYHOXeMaToNorns,
NOJIOXKWNJIN YCMNELHO NU3MUT MO KOHCMEKT U KOHKPEeTHW CJsly4au, € ONUT B YCJI0BUSA Ha
naTonorns, cnocobHmM fga oTyMTaT U MHTEepnpeTmpaT pesynTtaTn 6e3 Haf3o0pa Ha fiekap
CbC CrneymanHocT.

ABTop: [langlasnosa (15.02.2018 14:11)
Hadvano- CtaHoBuue a-p BecennHa MaHonoBa/ a-p Mansa Nasnosa, MAJ1 LUnbanab

Mo nosoa nybnnkyBaHuA B canTa Ha M3 TpoekT 3a HAPELBA

3a U3MeHeHune n gonbvaHeHne Ha Hapenba Ne 9 oT 2006 r. 3a yTBbp>KAaBaHE Ha
MeANUMHCKN cTaHaapT ,TpaHcdy3moHHa xemaTtonormna” (obH., OB, 6p. 42 ot 2006 1.,
n3m. u gon., OB, 6p. 37 o1 2007 r., 6p. 92 0T 2010 r. 1 6p. 37 oT 2016 T.)

TeKCTbT Ha MPOEKTa € KayeH Ha canTa Ha M3 Ha 05.02.2018r.

B MoTUBUTE e onpeaesieH CPOK 3a obwecTBeHo obcbXxaaHe -14 aHMU.

EoHoBpeMeHHO C TOBa, B MOTUBUTE KbM NpoeKkToHapeabaTa N3pnUYHO e yrnoMeHaTo, ye: ,,
TekcToBeTe B U3roTBeHMsa NpoekT Ha Hapenba 3a nsmeHeHne n AOMbJIHEHME Ha
Hapenba Ne 9 oT 2006 r. 3a yTBbp>XAaBaHe Ha MeANUMHCKN CTaHaapT , TpaHCdy3noHHa
XemaTosnorma“ ca cBbp3aHn C NpunaraHe Ha AupekTmea (EC) 2016/1214, 3a umeTo
TPaHCNOHMpPaHe B HALMOHAJZIHOTO 3aKoHopaTencTBo P Bbsarapus e noena

aHra)>kuMeHT na 6bae ussbpweHo oo 15.02.2018 r.“

OyeBunaHo €, 4e o1 05.02.2018r. 0o 15.02.2018r. BpeMeTOo 3a 0buiecTBeHO 06CbXXAaHe e
no- MasakKo oT 14 aHwu.

3a na 6bae cnaseH MUHMMaNHUAT 14 oHEBEH CPOK 3a 0bllecTBeHO 06ChXaaHe,
MPOeKTBbT Ha HacTosAWwaTa Hapeaba BepoATHO We 6bbae obHapoaBaT cnen U3TnYaHe Ha
cpoka 15.02.2018r. 3a TpaHCNOHMpPaHe B HAaLMOHANHOTO 3aKOHO4aTe/ICTBO, KOETO Lie
MMa HeraTMBHW Mocaeanun 1 Le goseae A0 CaHKuuM 3a bbvnarapus.

KbcHOTO NybankyBaHe B cainTa Ha M3 1 3a/10)KeEHUTE U3KJIIOYNTENHO KPaTKN CPOKOBE 3a
obuiecTBeHo 06CbXXAaHe, Cb3AaBaT BNevyaT/IeHMeTOo 3a NPUHYANUTEsNIHO HaNnaraHe, 6es
KOMEHTAp N KOHCEHCYC OT CTPaHa Ha CneunaancTuTe n ekcrnepTuTe no TpaHcdy3noHHa
XeMaToJsIorns Ha peaunLa TEKCTOBE B NPOEKTa 3a HOPMATUBEH akT. TakmnBa CNOpHU
TekcToBe He ca Heobxoanmu, 06oCHOBaHN 1 NOCAeACTBUATA OT NpuiaraHeTo UM ca
HenpeaBnanMun. YacT oT TSX He ca cbobpa3zeHn ¢ EBPonenckoTo 3aKoHO4aTEesICTBO B
obnacTTa Ha TpaHCcy3MOHHaTa MeauLUMHA N HapyLLaBaT NMPUHLUMANTE 3@ Ka4YeCcTBO U
CUT'YPHOCT NP UMYHOXEMATONOrMYHATa ANArHOCTUKA U NIeYEHMNETO C KPbBHU CbCTaBKM
Ha NauneHTw.

ABTop: [langlasnosa (14.02.2018 21:35)



YacT 1- CtaHoBMWe A-p BecennHa MaHonoea/ a-p Nanda Nasnosa, MOJ1 LUnbana2
3a KaTeropuM4yHo HenpueMsiMBu no T4, cuMTaMe NpPoeKTo-TeKCcToBeTe B
Paspen IV

OCHOBHU N3UCKBaHUA 3a yrnpa)kHsiBaHe Ha AeNHOCTUTe, periaMeHTMpaHn B 3aKoHa 3a
KPbBTa, KPbBOOAPSIBAHETO N KPbBOMPESIMBAHETO

Ill. N3nckBaHMA 3a NMyHOXeMaTOoJIOrM4YHa uarHoCTUKa Ha nauneHTu

9. AHAINTNYHN NPUHLNNN 38 U3BbPLUBAHE HA UMYHOXEMATOJIOTMYHNTE N3CseBaHns Ha
nauneHTun:

33) cp3maBa ce 1. 9.1.1a:

»9.1.1a. He ce oTHacsa 3a 60JIHN ¢ TanaceMuss U 3a NaUUEHTHU C XeMaToJIOrMYHHU
3abonaBaHnsA, NP KOUTO eXKeMece4HOo ce HaJslara U3BbpLUBaHe Ha
KpbBoOnpeJsinBaHe B e 4HO M CbLUO Jsie4ebHo 3aBegeHune; "

KK) cb3paBa ce 1. 9.2.1a: ,,9.2.1a. He ce oTHacsa 3a 6osHM c Tanacemuns n 3a
nauueHTHU C XxeMaToJIoOrM4YHM 3abonaBaHnsa, Npu KONTO eXxeMece4yHo ce Hanara
U3BBbpLIBaHe Ha XeMOoTpaHcy3mnsa B eAHO M CbLLO sle4ebHo 3aBeneHne;";

Mo ocnopBaHe npMeMaHeTo Ha Te3n TOYKUN HallnTe MOTUBU Ca:

OT ponycHaTUTE U3KJIYEHUS cnefBa NOrMYHUSAT U3BO[, Ye BCUMKU NALUMEHTH C
XeMaToJIOTUYHU 3a6onABaHUSA ( B TOBA YMUCJIO U AJZIOF€@HHO TPAHCMJIAHTUPAHU
OT HEeU3O0rpynoBMu A,O0HOPU), NPU KOUTO Ce U3BbPLUBAT XeMoTpaHcdy3usa
»€XXeMeCce4yHO"”, a NOHAKOra M Nno- 4YecTo B AaneHo sieyebHo 3aBegeHne He
nopJsieXxkaTt Ha onpepesisHe Ha KPpbBHATa rpyna npum BCAKO NOCTbNBaHe B TOBa
neuyebHO 3aBepeHue.

Ba)xHo e na noayepTaeMm, Ye BbB bbarapus HAMa BbBeAeHa eNeKTPOoHHa 34paBHa KapTa
Ha NauMeHTa, HATO eAMHHa HaLuWoHa Ha NH(OPMaLMOHHa cucTeMa B obnacTTa Ha
TpaHCcdy3nOHHATa MeanLmnHa.

Bb3HUKBAT criegHNTE BbLMPOCU:

1. C KakBa 4YecToTa LWe ce onpeaensd KpbBHaTa rpyna npu xeMaTosioru4Ho
60/THNTE MaLUMEHTHN, MPU KOUTO Ce HaNara U3BbplUBaHE Ha XxeMoTpaHCHy3us B
efHo 1 cblo NeyebHo 3aBegeHne? BegHbXX B XXMBOTA? BeaHb)X Ha 10 roanHmM?
BeaHbX roanwHo? Nnm no- 4yecto? Yua we 6bae npeyeHkaTa?

2. Kon cdnw 3a "MyHOXeMaTOJIOrMYHO n3cnenBaHe (3a kp. rpyna) we 6vae
npunoxxeH KbM N3? Kcepokonue nnm npennc rno anTepaTtypHMN gaHHM oTnpegn 1
0o 10 rognHn? A Mo)Xe foa ce U3roTeu (ULl 3a KpbBHa rpyna 1 camo rno
CMOMEHM Ha naumeHTa n 6anskuTe My?



3. Mpwn n3BbpLUBaHE Ha TeCTOBE 3a CbBMECTMMOCT 3a XeMaToslIorM4yHo 6oneH
naymeHT Ne Ha KOS KpbBHa rpyna KaTo opuumaneH pesyntaT we purypmpa BbB
durwa 3a cbBMecTumMocT? (Bmxx Bbnpoc 1.)

4, Kak 6e3 KpbBHa rpyna oT HaCTOALLETO NpoJieXxaBaHe Ha NauneHTa
NeKyBaLWMAT NeKkap We n3nuie KPpbBHU CbCTaBKK 3a Hero? OT KbAe Lie B3eMe
JaHHuTE?

5. Kak nekyBalLMAT NeKap wWe cnasm U3NCKBaHMATa 3a KJMHUYHO
NMPUNIOXKEHMNE Ha KPbBHU CbCTAaBKW, KOUTO He Ca NMPOMEHEHU U ca
3a4bJIKUTESNIHM MO CbLUNS HOB BapuaHT Ha CTaHpapTa? Te pernameHTupar
3a0bJ/DKMTENIHO onpeaenisiHe Ha KpbBHATa rpyna v NOTBbP)XaBaHETO U B
NMYHOXEeMaToJIornyHa nabopatopusa Npu npeacTosila XxeMoTpaHchy3us.

UcTopus

Hauyano Ha obuwiecTBeHaTa KOHcynTauusa - 05.02.2018
MpuknoyBaHe Ha KOHcynTaumsaTa - 19.02.2018
CnpaBKa 3a NoJly4yeHuTe nNpensioXKeHusn

CnpaBka nnn cbobuieHune.

OKOHuaTeJNieH akKT Ha MuHucTepckusa cbBeT



