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L 33/30 OQULVAIIEH BECTHUK HA EBPOIIEVICKVS CBIO3 8.2.2003

[IVPEKTUBA 2002/98/EO HA EBPOIEVMICKMSA MAPTIAMEHT U HA CHBETA
or 27 sinyapu 2003 ropuna
3a ONpeIelisiHE HA CTAHJAPTUTE 32 KauecTBO M 0e30MaCHOCT MpM B3eMaHeTo, MarHOCTHMKATA, MpepaboTKara,

C’bXpﬂHeHl/IeTO )/ | paanpeuenﬂﬂe’ro Ha 4YoBellKa Kp'l:B n Kp’bBHI/I CbCTABKU U 3a UBMEHEHUE Ha Hl/lpeKTl/IBa
2001/83/EO

EBPOITEVICKVSIT IMTAPITAMEHT M CHbBETHT HA EBPOTIEMCKMSA CHIO3, KauecTBo M 6e30MacHOCT, B CIIyyail ue ca NpeHa3HauYeHM 3a
TpenyBaHe, a He 3a 00pabOTKa, He ca MpeIMeT Ha HMKAKBU
06Bbp3BaLM 3aKOHM B pamkure Ha EBpomerickara oOuHOCT.
3aToBa € BaXXHO B 3aKOHMTE J1a CE TONCUTYPY, HE3aBUCUMO OT
IpeHA3HAYECHNETO HAa KPBBTA 1 HEITHUTE CHCTABKI, Te f1a Obuat
C PaBHOCTOIHO KauecTBO 1 (E30MACHOCT B IANIATa Bepura Ha
KPBBOIPENVBAHE BB BCUUKM TBbPKABU-WIEHKM, KATO Ce MMa
TIpeNIBIUL CBOOOIHOTO IBVMXKEHNME Ha IPaXKIaHNUTe B PAMKUTE Ha
Teputopusita Ha OGIIHOCTTA. YCTAHOBSIBAHETO Ha BUCOKM KPy-
TepUM 32 KaUeCTBO 1 OE30MaCHOCT IIOMara Ha XOpaTa Jia ce yBe-
PAT, 4e KPbBTA M HEJTHUTE ChCTABKM, B3ETU OT APUTEIIN B IpyTa
IIbpKaBa-ufieHKa, OTTOBAPAT B ChIIATA CTENEH HA CHIINUTE
VI3UCKBAHNMS KATO B TSXHATa COOCTBEHA CTPAHa.

KaTO B3exa Mpemsui [loroopa 3a chb3uasare Ha EBpomerickara
00LIHOCT, ¥ MO-CTIeLManHo wieH 152, maparpad 4, 6yksa a) ot Hero,

KaTo B3€Xa MPEOBNI MPENJIOKEHMETO Ha Komucusra (]),

KaTO B3eXa IPEMBUII CTAHOBMILETO HA VIKOHOMMHYECKMS M couMaleH
KOMUTET (2),

KaTo B3€Xa MPEIBNI CTAHOBMIIETO Ha Komurera Ha permonute (3),

B CBOTBETCTBHE C MPOLENypaTa, npeasyaeHa B wieH 251 ot [orosopa (4),

B CBTJIMHATA HAa CHBMECTHMSI TEKCT, ofoOpeH ot [loMupuTenHus Komu-

TeT Ha 4 Hoemspu 2002 r., (4)  To oTHOuIEHME Ha KPBBTA U HEITHWUTE CBCTABKU KATO M3XOMCH
Matepyal 3a IIPOV3BOLICTBO Ha IATEHTOBAHY JIEKAPCTBEHM IIPO-
mykti Iupektusa 2001/83/EO mpemsmkma MepKi, KOUTO
ITbp2KaBUTE-UIICHKM TPsiOBA [Ia HPeMIpyeMar, 3a Jia peoTBpa-
TSIT TPEHACSIHETO Ha 3apa3Hy Oonectn. Teau MepKy BKITIOUBAT
MoHorpaduute Ha EBporeiickara ¢apMakores 11 mperopbKute
Ha Cbeera Ha Eppoma m CBeToBHAaTa 3mpaBHAa OpraHM3aLMs
(CTO) no-criemanto 1o OTHOLIEHME Ha Mog0opa 1 IpoBepKara
Ha JIOHOpMTEe Ha KpbB M KpbBHa IUIasMa. Hemo rnoseue,
ITbPKABUTE-UICHKM CIIeNBA [Ia B3eMAT MEPKH, 3a J1a HAChpPUaBaT
CaMOCTOSITEIIHOTO CHAOIsBaHe C YOBEWIKA KPbB M KPbBHU
CBCTaBKM, KAaTO MOOLIPSBAT TOOPOBOTIHMTE Oe3Bb3ME3IHN
[IapeHNst Ha KPbB U KPbBHMU ChCTABKIL.

KaTo MMart IpenBum, ve:

(1)  Ilupoko pasnpocTpaHeHaTa IPAKTUKA JIa Ce M3M0MI3BA YOBELIKA
KPbB 34 JIeYeHMe M3MCKBA [APAHTUPAHO KauecTBo 1 Oesomac-
HOCT Ha KPBBTA M HEHHUTE CHCTABKM, 3a Ja Ce NPENOTBPATH
IIpeHacsIHeTo Ha GonecTn.

(2)  Hammumeto Ha KpbB U KPBBHM ChCTaBKM, M3MO3BAHN 3 JIeve-
HIe, 3aBICH 10 TOJIsIMA CTerleH OT rpaxpianute Ha OBuIHOCTT,
KOWTO ca TOTOBM [a CTAHAT [APUTEIIN. 3a M1a e IpeIasy 3Ipa-
BETO HA XOpaTa ¥ Ma Ce IPEeNOTBPATU Pa3IPOCTPAHEHUETO Ha
3apasHu 6orecty, e HEOOXOIMMO NIa ce B3eMaT BCUUKM Tpell-

TMA3HN MEPKM IPY B3EMAHETO, IpepaboTKaTa, PasmpenersiHeTo
u ynotpebarta Ha KPbBTa 4pe3 MPABUITHO M3IION3BAHE HA CHOT-
BETHMTE METOIM Ha ChbBPEMEHHATAa HAyKa 3a OTKpMBaHe,
e3aKTUBMPAHE J OTCTPaHsABAaHE HA IIPEHOCUMUTE IpK
KPbBOIpENyBaHe MaTOreHH! GaKTOpH.

V3uckBaHMsITa 33 KAueCTBO, CUTYPHOCT M eQUKACHOCT Ha
aTeHTOBAHWUTE IIPOMMIUICHO IPOM3BETCHN JIeKapCTBEHU
TIPOJIYKTH, NIOJyYEHM OT YOBELIKA KPBB MIIM KPBBHA [1a3Ma, Ca
nocouern B Hupektusa 2001/83/EO Ha Espomeiickus
napnaMeHT 1 Cpeera oT 6 HoemBpu 2001 T. OTHOCHO KOHeKca
Ha OOWHOCTTa 3a JIEKAPCTBEHM NPOAYKTM 3a XyMaHHA
ynorpeba (°). Ilpu Bce TOBa, M3PUUYHOTO U3KITIOUBAHE OT [10CO-
yeHaTa IMPEKTVBA Ha KPBBTA, INIa3MaTa 1 KPhBHUTE KIIETKM OT
YOBEIIKY [IPOM3XOM € JOBEJIO [0 MONOXKEHNMe, B KOETO TAXHOTO

3a [1a ce rapaHTMpa PaBHOCTONHO HIMBO Ha KauecTBO U Oe30mac-
HOCT Ha KPbBTA U HEJHUTE CHCTABKM, HE3ABUCYMO OT TSXHOTO
NpenHa3HaYeH e, HACTOSIIATA [IMPEKTHBA CIIEBA [1d ONPENeNyt
TEXHUUECKUTE U3MCKBAHMS 33 B3eMAHETO ¥ [MAarHOCTMKATa Ha
KPbBTa 1 KPbBHITE ChCTABKYM M300LO, BKITFOUMTEITHO U Ha TE3N,
KOMTO CITy’KaT KaTO M3XOIEH MaTepual 3a JIeKapCTBeHN Ipo-
mykri. Oupekrnsa 2001/83/EO crnensa cboTBeTHO ma Obie
VM3MEHEHa.

B Crobuwernnero Ha Kommcmsra or 21 mekemspu 1994 r.
OTHOCHO 0€30MACHOCTTA Ha KPbBTA M CAMOCTOSTEITHOTO CHAO-
[sIBaHE ¢ KPbB Ha EBporierickara 06IIHOCT ce mocousa HeoOX0-
[IMMOCTTA OT Pa3pabOTBAHETO HA CTPATErNs B Ta3y 00MIACT, 3a I1a
Ce 3aCHIIM JIOBEPHETO HA IPakIAHKTE B CUTYPHOCTTA Ha LisUIaTa

BE€piura Ha KPBBOIIPEIMBAHE M 1a C€ HACKPYM CAMOCTOATEITHOTO

WE 79.5.2001 141 cHabmsBaHe ¢ KpbB B paMkute Ha OOLIHOCTTA.
,29.5. I., CTp. n

OB C75E, 26.3.2002 r., ctp. 104.

(3 OBC221,7.8.2001 r., cTp. 106.

0B C19,22.1.2002 r., ctp. 6.

Cranosuule Ha Eppomeiickmsi mapnameHt ot 6 centempu 2001 T.
(OB C 72 E, 21.3.2002 r., crp. 289), O6wa nosuumst Ha Cbsera oT
14 ¢espyapu 2002 1. (OB C 113 E, 14.5.2002 r., ctp. 93) 1 Pewenne
Ha EBporneiickust mapiament or 12 touu 2002 1. (Bce ouie HemyOmmKy-
BaHo B Oduyuanen secmHug). Pewenne Ha EBporeiickust napiameHt ot
18 nekemspy 2002 r. u Pemenne na Chsera ot 16 mekemspyu 2002 r. _—
(°) OBL 311, 28.11.2001 r., ctp. 67. (6) OB C 164, 30.6.1995 ., ctp. 1.

(7) B Pesomommsra cu ot 2 1oun 1995 1. 0THOCHO Ge30MacHOCTTa
Ha KPBBTa M CAMOCTOSTENIHOTO CHAOmsBaHE C KPbB Ha
O6uxocrTa (6) CoBerbT npukansa Kommcumsita ga Hampasu
CBOTBETHUTE MPEHNIOKEHNS 34 pa3paboTBaHe Ha CTPATErys Mo
OTHOIIEHVE HA KPBBTA.
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B Pesomommara cu ot 12 noemspu 1996 1. oTHOCHO CTpaTe-
TVSITa TI0 OTHOLICHME Ha 0e30MacHOCTTa Ha KPBBTA 1 CAMOCTOSI-
TenHO cHabfisBaHe ¢ KpbB B pamrute Ha O6mHocrTa (') ChbBe-
TBT NpYKaHBa KoMycusTa 1a gayie CHelHo NpeIoKe s ¢ Lell
Ila ce Hachpuy pa3pabOTBAHETO HA KOOPHMHMPAH MOAXOM KbM
0e30M1aCHOCTTA Ha KPBBTA 1 KPBBHUTE IPOIYKTIL

B conte Pesomormm ot 14 centemspu 1993 1. (2), 18 HOEM-
Bpr 1993 1. (3), 14 1omu 1995 1. (*) m 17 anpun 1996 1. (%)
OTHOCHO (e30MaCHOCTTa Ha KPBBTA ¥ CAMOCTOSITENIHOTO CHA0-
IISIBAHE C KPBB Upe3 TOOPOBOITHO Oe3Bh3ME3IHO KPhBOLApsBAHE
B pamkute Ha EBporeiickara obuisoct EBporeiickust mapra-
MEHT MOMIYepTaBa 3HAUCHMETO Ha OOE3MEYaBaHETO BbB Bb3-
MOXKHO HAJi-BJCOKA CTelleH Ha 0e30MACHOCTTA Ha KPBBTA 1
OTHOBO V3pa3siBa MOCTOSIHHATA CY MOJKpEIa 3 MIEsTa 32 CaMO-
cTosiTenHO CHaOfisiBaHe ¢ KPbB B paMkuTe Ha OOLIHOCTTA.

TTpu ch3maBaHeTo Ha pasnopen6uTe Ha HACTOSILIATA IMPEKTHBA
€ B3€TO IOl BHMMaHMe CTaHOBMLIETO Ha Hayunus Komurer 3a
JIeKapCcTBEHU TPOIYKTM M MEAMUMHCKYM M3HENus, KaKTo U
MEXIyHapOIHMSIT OIUT B Ta3y 0ONacT.

EctectBoTO Ha aBTOXCMOTpaHC(l)yBI/ISITa M3MCKBA CIIEIMAIIHO
BHMMaHMe MO OTHOWIEHME HA Ha4YMHA M BPEMETO Ha NpuiiaraHe
Ha pas3JIM4YHUTE pasnopen6l/1 Ha HacTosIlaTa OMpPEKTUBA.

BonHuusmte KpbBHM OaHKM ca OONMHMYHM €MHMIM, KOUTO
V3ITBITHSIBAT OTPaHMyeH 6POit PYHKLIMM, MEXKILY KOUTO U ChXpa-
HsIBaHe, paslIpelielieHye 11 M3BbpLIBAHE Ha IIPOOM 38 CBMECTH-
MOCT. 3a J1a ce TapaHTHpa, 4e KaueCTBOTO U 0e30MacHOCTTa Ha
KPbBTA 1 HEJlHNUTe ChCTABKIY CE 3aIa3BaT [0 BpeMe Ha LisIIaTa
BepMra Ha KPbBONPEIIMBAHE, KATO CE B3eMaT IMPEIBUI CIICLK-
$uuHOTO ecTecTBO 1 PyHKIMM Ha OONHIUHITE Pe3epBH C KPBbB,
3 TSAX CIIE[IBA J1a Ce MIPUIIAraT CAMO MepPKM, CbOTBETCTBALIM HA
Te3u GYHKIMMN.

H'Lp}KaBI/[TC-‘-IJ'ICHKI/l ClefBa Jia OCUTypsT NOOXOOANL MEXaHN3bM
3a Ha3HauaBaHE, YITBIIHOMOIIABAHE, AKPEMUTVPAHE M INLIEH3M-
paHe Ha LEHTPOBETE 3a TpaHC(l)y3I/IOHHa XE€MaToJIorus, Taka 4e
TEXHUTE MIEMHOCTH Ma OTIOBAPAT Ha M3NCKBAHMATA Ha HACTOS-
l1aTa IMpeKTnBa.

IbpKaBuTe-uIeHKM CNedBa [a OPraHM3MPaT MHCIEKIMS U
KOHTPOJI OT CTpaHa Ha OQUIIMAITHU MPEICTABUTENN HA KOMITe-
TEHTHUTE OpraHM C ILEN LEHTPOBeTe 32 TPaHCY3MOHHA
XEMATOJIOTUS [la OTTOBAPAT Ha M3UCKBAHMATA HA HACTOSLIATA
IIMPEKTHBA.

[lepcOHAITBT, ~ HEMOCPENCTBEHO  3aeT  C  B3EMAHETO,
[IMArHOCTHKATA, PepabOTKaTa, CbXPAHSIBAHETO U Paslpeerisi-
HETO Ha KPbB M KPbBHM CbCTABKM TPsiOBa Ia MMa MOIXOMIIA
KBaIMQUKALYS U 12 € TOJTYYIT HABPEMEHHO I ChOTBETCTBALIO
obyueHne, 0e3 Ja ce 3acsraT ChUIECTBYBALIMTE 3AKOHM Ha

OB C374,11.12.1996 1., cTp. 1.

OB C 268, 4.10.1993 r., cTp. 29.

0B C 329, 6.12.1993 1., ctp. 268.
OB C 249, 25.9.1995 r., c1p. 231.
OB C 141, 13.5.1996 1., ctp. 131.

OGmHOCTTa 33 IPU3HABAHE HA MPOQECHOHATHATA KBATM(UKaA-
LM ¥ 34 3alIKTa Ha PabOTHMLNTE.

LlentpoBete 3a TpaHCY3MOHHA XeMATONOINS CIIe[Ba A Opra-
HU3MPAT U MOIUTbPKAT CUCTEMM 3a TAPaHTUPAHE Ha KayecTBOTO,
06XBaLLAIIIV BCUUKY [EIHOCTH, OT KOMTO 3aBICU KaueCTBEHOTO
UBIIBIIHEHME HA LeJUTe M OTTOBOPHOCTMTE HA INONMUTMKATA B
Tasu 001IacT, U [1a MPUITATaT Te3M CUCTEMI YPe3 METOMM KaTo
TJIaHMpPaHe Ha KaueCTBOTO, KAUeCTBEH KOHTPOII, OCUTYpsBaHe
Ha KauecTBOTO, MONOOpsIBAHE HA KaueCTBOTO B PaMKNTE Ha
IafieHaTa CUCTeMa M KaTo ce B3eMaT MpefBui NPYHUMIINTE Ha
noOpata MpPOM3BOICTBEHA MPAKTMKA, KAKTO M CHUCTEMATa Ha
EBporeiickara OOLIHOCT 32 OLEHKA Ha ChOTBETCTBIETO.

CrieniBa a ce Ch3mane MOXOMSIIA CUCTEMA, KOSTO [1a OCUTYpU
Bb3MOKHOCT 3a [POCIIEAsBAHE HA ITBITHUS CbCTAB HA KPBBTA U
KPBBHHUTE ChCTaBKU. Tasu Bb3MOXKHOCT 3a POCTICISIBAHE CIIEMBA
Ce Ipusiara upe3 MPaBUIHO NONGPaHM [OHOPM, NALMEHTH U
KOPEKTHH J1a00paTOpHN NPOLIERYPH 38 MICHTU(UKALMS, [I0LI-
[IbpKaHE Ha apXUB U MOIXOMALIM CHCTEMH 32 MIeHTUPUKALINS
¥ [IOCTaBSIHE Ha eTyKeTH. JKemaTelnHo e [1a ce Ch3[aze CUCTeM,
KOSITO [Ia TApaHTMpa YHUKATHATA 1 Oe3n0rpelHa nIeHTnMKa-
1VsT Ha JTAPEHIsITA OT KPBB U KPBBHY ChcTaBKy B OBIIHOCTTA.
B crtyuait ue KpbBTa M KPHBHMUTE CHCTABKI CE BHACST OT IPYIM
CTpaHH, € BaxXHO J1a Ce OCUTYPU €KBMBAJICHTHO HMBO Ha IIPO-
CefsiBaHe OT CTPaHA HA KOMIIETEHTHWMTE LEHTPOBE, Mpemy
KpbBTa 1a Obae BHeceHa B OOmmHocTTa. ChlyTe M3MCKBAHMS
BaJKAT 1 33 KPBBTA M HEJHUTE CHCTABKM, KOUTO Ca CHOpaHN B
pamkute Ha OOLIHOCTTA 33 eTarTe CIell BHOCA Ha KPbB.

BaxHo e [1a ce BbBeMe CUCTeMa OT IIPOLEIYPU 38 OPraHU3UPaH
HAT30p, C UeT Ja ce chOMpa ¥ OLEHsBA MHPOPMALMsTa 3a
HEONIArOMpYSITHY TV HEOYAKBAHY CITyYa U PEaKLH, Bb3HUK-
HalM KaTo MOCIEMUA OT B3eMaHETO Ha KPbB M KPbBHU
CHCTABKM, 3a JIa MOXE [Ia Ce MpPeNOTBPAaTsBAT CBLIATE WM
nomoGHY CITyyan MM PeakLyy M Taka [a ce MOmo0py curyp-
HOCTTa Ha KPBBOIPEIIMBAHETO Ype3 Mopxomsuiy Mepku. C Tasu
LeN MeXIy IbPKABUTE-ICHKN CIeBa a ce Ch3name obuia
MHOPMALIMOHHA CHCTEMA 33 CEPUO3HY HEONATONPUSTHY CITy-
Yay WM peakuyy, CBBP3AHM C B3eMaHeTo, mpepadoTKara,
[IMarHOCTUKATA, CHXPAHSBAHETO U PA3NpENeNeHNeTO Ha KPbBTa
¥ HelTHNUTe ChCTABKIL.

OT ChHIIECTBEHO 3HAYeHMe e, KOraro ce cboOumasa Ha
KPbBOLIAPMTENIs 33 aHOPMAJIHM PE3YINITaTU B KPHBTa My, 11a My
ObIe OCUTypeHa U ChOTBETHATA KOHCYIITALINS.

C'beCMCHHaTa MIpaKTMkKa 3a KpbBOIIpEIMBaHE € OCHOBaHA Ha
NMPUHUMUIIATE Ha HO6pOBO]’[HO KpbBOnapsiBaHe, aHOHMMHOCT Ha
JIOHOpa M Ha pELMIINEHTA, O11aroCKIIOHHOCT Ha HOHOpa 1 JmIca
Ha o0J1ara 3a LIEHTPOBETE 3a KPBBOIIPEIVBAHE.

BaeMar ce BCMUKM HeOOXONMMM MEpKM, 33 Ja Ce YBepsT
[IApUTENNTE, UYe BCSIKA MHPOPMALINS 33 TSXHOTO 3[paBe, KOSITO
ca CbOOLIMIIM HA YITHTHOMOLICHNSI MEIMIMHCKY [EPCOHAI,
OCTaBa IOBEPUTE/IHA, KAKTO M Pe3yNITaTUTe OT TeCToBeTe Ha
KPBBTA, KOSITO IIAPSIBAT, 11 Y€ He € Bb3MOKHO MHPOPMALHsITa [1a
Obiie IpocIieNieHa CIief BpeMe.
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(22)  Cornaco wien 152, maparpad 5 or [oroBopa pasmopenbure (28) HeoOxomuMo € OCUTYpSIBaHETO HAa BB3MOXHO Hail-oOpara
Ha HACTOSIIATA MPEKTIBA He MOTAT [1a 3aCeTHAT pasnopenbure eKCIIepTHA KOHCYITALNS BbB BPb3Ka ¢ 0e30IIACHOCTTA Ha KPBBTa
Ha HalMOHAJTHOTO 3aKOHOIATENICTBO OTHOCHO ¥ KPBBHUTE ChCTABKM, OCOOCHO MO OTHOIICHME Ha afjanTypa-
KpbBofapsisasero. Yen 152, naparpad 4, 6yksa a) or Horo- HETO Ha pasnopen0uTe Ha HACTOSILATA TUPEKTUBA KbM HAYUHO-
BOpa I7ack, 4Ye IbPKABUTE-WIEHKM HE MOraT Ja Obiar TEXHUUECKNS TTPOTPeEC.
BB3NMPaHN [1a MOMIIbPXKAT WIIY BbBEXKIAT MO-CTPOTY IIPeANasHut
MepKM [0 OTHOLICHNME Ha KaueCTBOTO M Oe30MacHOCTTa Ha 29) T 6
KD'bBTA W KSEHVTE CHCTABKIL (29)  Tecrosere cnenBa ma ObIAT M3BBPLIBAHM B CHOTBETCTBUE C
TOCTIeIHUTE HAYYHM Y TEXHUUECKM MPOLIETypU, KOUTO OTpassi-
BAT Hail-moOpuTe CHBPEMEHHN MPAKTMKM, KaKTO Ca OIpere-
(23) obposonHute 1 Ge3Bb3ME3NHNTE KPHBOTAPSIBAHMS Ca YAKTOP, TIEHV, PEOBHO NPepasINeXIaHy ¥ akKTyalM3upaHu B paMKUTe
KOJTO MOKe [1a HOIpUHECe 3a BUCOKUTE CTAHIAPTH 3a 6e3omac- Ha aJiekBaTHa C€KCIEPTHA IpoLEnypa. Toau rpouec Ha Ipe-
HOCT Ha KPbBTa U HEJTHUTE ChCTABKM U CIIEIOBATENIHO 33 OIla3- OIICHKa CJIefiBa ChILIO Na B3EME MO BHUMaHNE HOBOBbBEIICHUSITA
BaHETO Ha YOBELIKOTO 3[IpaBe. Ycunmsara Ha CpBera Ha EBpona B OTKPMBAHETO, MHE3aKTMBMPAHETO U CJIIMMMHMPAHETO Ha
B Ta3u oract criefBa j1a ObIaT MOIKPENSIHM M CITefBa J1a Ce B3e- [IaTOTCHUTE, IIPEHACAHN Ype3 KPbBOIIPETIMBAHE.
MaT BCMUKM HEOOXOMMMM MepKM, 3a [a Ce Hachpum
H06POBOTHOTO Ge3BB3ME3HO KPbBOLAPSBAHE Upe3 MOIXOLALLA (30) Mepxkurte, HeoOXOMMMI 3a IPUTIATAHETO HA HACTOSIILATA IMPEK-
MepKM 11 MHULMATHBU 1 KATO Ce JIalle N0-TOIAMO OblilecTBeHO TMBa, CNefBa Ja ObIaT mpyeTH B ChOTBETCTBME C Perrenme
TPMSHAHME Ha KPHEOMAPUTEIIATE, KATO TIO TO3M HATHH CE yBe- 1999/468/EO Ha Cbera or 28 1oun 1999 1. 3a ycraHoBsiBaHe
TIMYY CAMOCTOSATEITHOTO 3aJIOBONIsABAHE HA HYXKIUTE OT KPbB B Ha TIpOLLETIypHTe 34 YIPAXHSBAHE HA M3THIHUTETHITE MPaBO-
pamkute Ha OGuwHOCTTa. OmpeneneHneTo 3a T0OPOBONHO 1 worts, peocTasetin Ha Komucusra ()
6e3Bb3Me3IHO KpbBomapsiBate, HameHo or Chera Ha EBpoma, ' '
CrieBa 1a ce B3eme IOH BHUMaHMeE.
(31)  3ana ce yBemuuy eQeKTMBHOCTTA OT [IPUIIATAHETO HA PA3IIOPei-
Onre Ha HACTOSIIIATA IMPEKTHBA, € LIeTIeChOOPa3HO [1a ce Ipef-
(24) KpbBra m KpbBHMTE CbCTABKM, U3MON3BAHM B MEIMUMHCKUTE BUIM TPWIATAHETO HA CAHKUMM OT CTPAHA HA JIbPKABUTE-
V3IeNSI C TePAIleBTIYHA LieTT, CTIe[Ba a O'bIaT B3eTH OT JIMIIA, YIeHKIL
YMITO 3[IpaBeH CTAaTyC € TaKbB, Ye [1a HAMA ONacHOCT OT Bb3-
HMKBAHETO HA HMKAKBYM HexXelaHy edeKTH, Taka ye Ja Obie )
CBEICH JT0 MVHIMYM PUCKBT OT MPeIaBaHe Ha 3apasHi OOmecTy; (32) Toit Kato LEMTE HA HACTOSINATA JMPEKTMBA, & UMCHHO 14
BCSIKA KPbB, B3ETa TPY KPbBOIIAPsIBaHe, CIIeBa 1a Gblie TeCTBaHa JIonpuHece 32 00IIECTBEHOTO JI0BEPUE N0 OTHOWICHNUE HA Kave-
CBITIACHO MpaBWUIIaTa, KOUTO HABAT CUIYPHOCT, Ye Ca B3ETU CTBOTO Ha IapEHATA KPLE 11 KPHBHUTE CBCTABKM I HA OIIA3BAHE
BCMYKM MEPKY 3a OIa3BaHETO Ha 3[IPaBeTO Ha PELMINEHTHUTE Ha Ha 3MPABETO HA MAPUTCIINTE, NId CE MOCTUTHE CAMOCTOATEIIHO
Ta3y KPbB U Ha HEHUTE CHCTABKM, cHabysBaHe ¢ KPbB B paMKuTe Ha OOMIHOCTTA 1 [1a Ce TIOBULIN
IOBEPUETO B CUTYPHOCTTAa Ha BEpUraTa Ha KPBBOIpEIMBAHE
MEXIIy IbPXKABMTE-WICHKN, He MOTAT 1a ObIaT MOCTUTHATH B
(25) upekrusa 95/46/EO na Esporterickust mapiament u Ha CbBera JIOCTAThYHA CTElleH OT IbPKABUTE-UIIEHKN CAMOCTOATEIIHO, a
ot 24 okromspu 1995 r. OTHOCHO 3awmTaTa Ha (U3MUECKUTE Morar ja 6bIaT MOCTUTHATY MHOTO 10-00pe Ha OBLIHOCTHO
nua npu 06paGoTBaHeTo Ha JIMUHM IaHHU 1 33 CBOOOTHOTO pasruie, OGLUHOCTTa MOXKE 13 IPMeMe MEPKU B CHOTBETCTBIE
IOBVMZKEHIME Ha Te3n HaHHU (1) V3NCKBA MTAHHUTE 3a JIMYHOTO C np]/[H]_[]/ma Ha cy6c]/[]1]/[apH()CTTa, YCTaHOBeH B 4jieH 5 oT
3[[paBe Ha BCSKO NUe fa ObIAT 00eKT Ha 3aciileHa 3allINTa. Horosopa. B cprmacue ¢ mpyHuya Ha MPONOPUMOHAIHOCTTA,
Tpn Bce ToBa, mupekTMBaTa OOXBalA CaMO JIMYHUM [AHHM, KaKTO € OIpee/ieH B CIIOMEHATHs YeH, HACTOsIIATa [IMPeK-
KOUTO He ca aHOHMMHM. Hacrosmiata mupekTuBa crierpa Jia THBA HE M3MM3a M3BBH IPAHNMLNTE HA HEOOXOIMMOTO 3a MIOCTH-
BBBEMIC MOIBIIHUTEIIHM 3alUMTHU MEPKM, 3a J1a NPEHoTBpaTn raHeTO Ha CbOTBETHUTE LIEJIN.
KaKBUTO M [a OWIO HEYIBIHOMOUEHN IPOMEHM B
perucTpaLmuTe Ha KpbBOIapUTEUTE M 00paboTBaHe Ha IaH-
HUTe, WITH HEYITHIHOMOILEHO pasKpHBaHeE Ha MHGOPMALILAL (33) OtroBOpHOCTTA 3a OPTAaHM3ALMSATA HA 3[IPABHUTE YCIIYTH U TIpe-
IOCTAaBSAHETO Ha MENMIMHCKM TPUKM CTIefBa 1a OCTaHe OTro-
BOPHOCT Ha BCAKa JbPXKaBa-uleHKa,
(26) Kommcusra crensa na Gblie YIbTHOMOLIEHA [Ia OIPEMENst TeX-
HMYECKM M3UCKBAHMS, KAKTO M JIa TpUeMa BCSIKAKBU HEOOXO-
VMM TIPOMEHM B HACTOSANIATa AMPEKTMBA U B NPUIIOXKEHNUATA
KbM Hesl, 3 JIa Ce B3eMe IOl BHUMaHMe HayYHO-TEXHUUECKMAT TIPYE HACTOSILLIATA [IMPEKTVBA:
Tporpec.
(27)  OmpepensHeTo Ha TeXHMYECKUTE M3NCKBAHMS 1 TAXHOTO afar- ITIABA I

()
e

TUpaHe KbM HOBUTE HayuHO-TEXHWYECKM OTKPUTHUS CTIefIBa [1a
ce cpobpazn ¢ Ipenopbkara Ha Cbera or 29 1oHu 1998 r.
OTHOCHO TOJTHOCTTA Ha JApUTENITe Ha KPBB U ITa3Ma U 3a Ipo-
BepKaTa Ha JapeHaTa KpbB B paMKuTe Ha EBporeiickata
00wIHOCT (2), KAKTO M ChC CHOTBETHHUTE MPemopbKy Ha ChBeTa
Ha EBpona u Ha C30, KakTO M ¢ BCUUKM CBHP3aHM C MpobrieMa
YKa3aHMsS Ha CBOTBETHMTE €BPOMENCKM MHCTUTYLIMM U
OpraHM3aLMy, HampuMep MoHorpadumre B EBpormeiickara
dapmakorest.

OB L 281, 23.11.1995 r,, ctp. 31.
OBL 203, 21.7.1998 1., ctp. 14.

OBLIN PA3IIOPEIBU

Ynen 1

Hemn

Hacrodumara pmpekTuBa oOmpemens CTaHIApTMTE 3a KauyecTBO U
0e30I1aCHOCT Ha YOBEIIKA KPbB U KPBBHU ChCTABKYL, C LeTI Ja OCUTYpU
BICOKA CTEIEH Ha OIla3BaHe Ha YOBEIUKOTO 3[IPaBe.

C)

OBL 184,17.7.1999 r., ctp. 23.
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Ynen 2

Oo6xsar

1. Hacrosimiata pmpekTuBa ce npumiara IpyM  B3eMaHETO U
IMaTHOCTMKATa Ha YOBEWIKA KPbB M KPbBHYU CbCTABKM HE3aBICHMO OT
TpefHA3HAYCHMETO MM, KAKTO ¥ IpepaboTKaTa, ChXpaHsABAHETO U pa3-
TIpefIeNIeHMeTOo 11, B CIIyyali e e IpelHa3HaueHa 33 KPbBONPENMBaHe.

2. B ci1yyait ue KpbBTa U HeHUTE ChCTABKIL Ca CBOPAHM ¥ TECTBAHM C
eMHCTBEHATa IeN Jia ce YNoTpeOsBaT —M3KIIOUMTENIHO 33
aBTOXEMOTpAHCY3us 1 Ca SICHO ONpEfIeNeHy KaTo TaKuMBa, Te TPsiOBa
JIa OTTOBAPSIT HA M3NCKBAHWATA, IOCOUEHN B ulleH 29, OyKBa X).

3. Hacrosuata myipekTnBa ce mpusiara, Oe3 a ce acsirat [l1peKTusu
93/42[EMO (*), 95/46/EO mu 98/79/EO (2).

4. Hacrosimata IVIPEKTVBA HE CE ITpUjIara 1o OTHOLIEHNE Ha KPbBHUTE
CTBOJIOBU KJIETKU.

Ynen 3

Onpenenenus

[To cMuchbila Ha HacTosIATa IVPEKTNBA:

a) ,KpbB“ O3HAuUaBa IIBITHMS CHCTAaB HA KPBBTA, B3€Ta OT JAPUTENs U
06paboTeHa MM C Le KPHBOIPENIMBAHE, WM 34 I0-HATATHIIHA
00paboTKa;

0) ,KpbBHa CbCTaBKa“ O3HauaBa JieueOHa CBCTABKA HA KPbBTA
(MeBKOLIMTH, €PUTPOLIATH 1 TPOMOOLIMTH, IIIIA3Ma), KOSITO MOZKE J1a
Objie IPUTOTBEHA 3a YNIOTPeDa Upe3 PasiuaHu METOM;

B) ,KPDbBEH IPOIYKT* O3HAYaBa BCEKM JleueOeH MPOIIYKT, MOTyUeH OT
YOBelKa KPbB MIIN TIJIa3Ma;

I‘) ,,aBTOXCMOTpaHC(l)YSMH“ O3HauaBa KpBbBOIIpENVBAHE, B KOETO
HApUTENAT M NPUEMHUKDBT €A €IHO M ChUIO JIMLE U IIPU KOETO Ce
VIBIIOTI3BAT IIPEIBAPUTEITHN 3aI1acyl OT KPbB VI KPbBHM ChCTaBKIA;

) ,LEHTbP 33 TPAHCQY3MOHHA XeMATOJIOTMS O3HAYABA BCSIKA CTPYK-
Typa MM OpraH, KOMTO OTroBapsi 3a BCEKM acrekT OT B3eMaHeTo U
IIMarHoCTUKATa Ha KPbBTA ¥ KPBBHUTE CHCTABKY, HE3ABUCHUMO OT
TIpeIHA3HAYCHIETO MM, KaKTO M 3a TSAXHATa 00paboTKa, ChXpaHs-
BaHe 11 pasmpernerieHe, KOTaTo ca MpeIHa3HaueHN 3a IpeMBaHe.
ToBa He BKIIIOYBA GOJHUYHKTE KPbBHY OAHKI;

¢) ,00nHMYHA KpbBHA OaHKa“ O3HA4aBa OONHMYHO 3BEHO, KOETO
CBXPaHsIBa, Pa3MpeNIeNisl M IPaBy TECTOBE 3a ChbBMECTMMOCT Ha KPbB
V1 KPbBHU ChCTABKY, PeIHA3HAYCHN M3KITIOUNTEITHO 3 OONTHUYHY
YCIIyTH, B TOBA YMCIIO 1 KPBBOMPENMBAHE B PAMKHUTE Ha GONHMIIATA;

X) ,CepUO3eH MHIMICHT BCSIKO HEXKENaHO ChOWTHE, CBBP3AHO C B3e-
MaHeTO, IMarHOCTUKATA, PpepabOTKaTa, ChbXPAHsBAHETO U pasipe-
TIETISIHETO Ha KPbB M KPBHBHYU CHCTAaBKM, KOETO MOXe Ha IOBefIe [0

() [Hwupektusa 93/42/EVIO Ha CbBera or 14 ronn 1993 r. 0THOCHO Meny-
unHckure m3nenust (OB L 169, 12.7.1993 r., crp. 1). dupekrusa,
nocreriHo u3merena ¢ Hupekrusa 2001/104/EO Ha Esponeiickust napia-
meHT 1 Ha Cbeera (OB L 6, 10.1.2002 1., ctp. 50).

() [upekrusa 98/79/EO Ha EBporeiickus maprmameHT 1 Ha CbBera oT
27 oxromspy 1998 r. OTHOCHO AMATHOCTUYHMTE MENVLIMHCKY U3[IETINS 32
uH Butpo (OB L 331, 7.12.1998 1., c1p. 1).

CMBPT, 3aCTPALIABALIO KMBOTA CHCTOSHYE, VHBAIIMIM3ALNS MU
3a0oI1siBaHe, BOJICILO N0 YIbIXXaBaHe Ha OONHUYHMS IIPECTOI Ipu
PeLVINENT;

3) ,CCPUO3HA HEKellaHa Peakuys® 03HauaBa HENpEIBUICHA PeaKIys
TPV IOHOP VI MaLMEHT, CBbP3aHa C B3eMaHETO MM TIPETMBAHETO
Ha KpPbB MM KPBBHM KOMIIOHEHTH, KOSTO € JIOBENa JI0 CMBPT,
3aCTPAlIaBallo KMBOTA ChCTOSHME, MHBAIIMIM3ALIMS MK 3a0071st-
BaHE, BONICILIO [10 yI'b/IKaBaHe Ha OOHMYHMSI IPECTONT;

1) ,0cBOOOXKMIAaBaHe Ha KPbBHA ChCTABKA“ O3HAUaBa IPOLEC, KOMTO
[14Ba Bb3MOKHOCT [IaieHa KPhBHA ChCTaBKa 13 Obiie 0cBOOOIEeHa OT
KapaHTHHa Ype3 CHCTeMa OT MEPKU U TIPOLIEIyPH, 34 [1a rAPaHTHPA,
ye KpaiHUAT IIPOILYKT OTTOBAps Ha ClIeLMQUKALINTE 3a TyCKAHe B
obpblieHNE;

171) ,,OTXB'LpIIHHC“ O3Ha4uaBa BPEMEHHOTO MV IOCTOSHHO OTXBbPIISIHE
Ha KpbBOHAPUTEIT KaTO HEMOOXOJIALL;

K) ,pasmperersiHe” O3HAauaBa MENHOCT MO CHAGIsBaHe C KpPbB U
KPbBHM CBCTABKM HA [PYM LEHTPOBE 3a TPaHCQY3MOHHA
XEMAtoJIorst, GONMHMYHY KPBBHY OAaHKM MM [POVM3BOIUTENN HA
NPOAYKTH, TONyYaBaHM upe3 KpbB MM KPbBHA IIa3Ma; TO He
BKIIIOUBA IIPENOCTABAHETO Ha KPbB VM KPBBHM CHCTaBKM 3a
TIpeNMBaHE;

1) ,TpaHC)Y3MOHEH HAI30p“ O3HAUABA CUCTEMa OT MPOLENypU 3a
OpraHM3MPaH HAJ30p 10 OTHOIIEHME HA CEpUO3HNM Hebrmaro-
IPUATHA WIM HEOYAKBAHM CIlyvau M Peakuuu IpU JOHOPU U
PeLMIMEHTH, U eIUIEeMMONIOTNYHATA MEAMIIMHCKA IPYXKA 10 OTHO-
LIeHMe Ha TOHOPUTE;

M) ,MHCIEKIMS O3HAYaBa OQUIMATIeH U OOEKTHBEH KOHTPOI CIIOpeN
BB3IIPUETHTE CTAHIAPTH, 34 [1a C€ OLICHN ChOTBETCTBUETO C HACTOS-
11aTa IMPEKTHBA U IPYTUTE CHOTBETHI 3aKOHOBH Pa3nopenon i 3a
[ia ce OTKPUAT pobremmTe.

UYnen 4

Ilpunarane

1. H'I)p}KaBI/ITC-‘{]'ICHKI/I OIIpeNeiAT KOMIIETEHTEH OpraH My Oprany Ha
BIIaCTTa, KOMTO A OTrOBapAT 3a MBIBIIHEHMETO Ha M3NMCKBaHMATA B
Hacrodlara OMpEKTHBa.

2. HacrosimaTa ompeKTiBa He Bb3IIPEIATCTBA ONpelesieHa IbpXasa-
uJIeHKa 1a 3aMa3y WK 1 BbBEfIe Ha CBOSI TePUTOPUS IO-CTPOTH IIpell-
Ta3HY MepKH, KOUTO ca B CbOTBETCTBME C pazropendute Ha [lorosopa.

[To-cienmanyo appxKapaTa-uieHKa MOXE [ IIOCTaBU CBOU M3MCKBAHMS
IO OTHOLIEHNME HAa IOGPOBONHOTO 0Oe3BB3ME3THO KPbBONAPSIBAHE,
KOMTO BKITIOYBAT 3a0paHa MIIM OTpAaHMUCHMSI BbB BHOCA HAa KPbB U
KPBBHM CHCTaBKM, C LI a OCUTYPM TO-BMCOKA CTENeH Ha 3alluTa Ha
3[PABETO U [1d MBIIBJIHM 3aaunTe, nocoueHn B uieH 20, naparpad 1,
TIPM YCTIOBYE Y€ Ce CIasBaT ycrosusaTa B [lorosopa.

3. Tlpu u3BbpIIBaHE Ha AEMHOCTUTE, YPENEHM C HACTOSNIATA AMPEK-
iBa, KoMucusTa MoxKe 1a npuberHe 10 TeXHUUECKa /iy aIMUHNC-
TpaTMBHa IIOMOII OT B3alMHa I10JI3a KakTo 3a Komucnusra, Taka u 3a
OeHeuiepyTe, OTHOCHO MACHTU(UKALNATA, IIOITOTOBKATA, YIIpaBIle-
HIETO, MOHUTOPMHIA, OIUTA ¥ KOHTPOJIA, KAKTO U JIO MONIOMAraHe B
pasxofmTe.
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ITIABA 1I

3AIBIIZKEHUSA HA BIIACTUTE BbB BCAKA TbP2KABA-YJIEHKA

Unen 5

HasnauaBaHe, ymbIHOMOIIABaHe, AaKpeIMTMpaHe WM
NIMIIEH3MpaHe Ha LEHTPOBeTe 3a TPAaHCPY3MOHHA XeMaTONOTMs

1. Tbpxapute-usieHKM TapaHTUPAT, Y€ BCUUKM IEMHOCTH, CBbP3aHM C
B3EMAHETO U [IMarHOCTUKATa Ha YOBEWIKA KPBB M KPBBHU CHCTAaBKM,
HE3aBVCUMO OT IIPe[IHa3Ha4YEeHVETO M, KaKTO U € IIOJITOTOBKATa, ChXpa-
HABAHETO U pAa3NpeNeNIeHNeT0 MM, KOraTo ca IIpeHa3HauyeHM 3a
KPBBONpENNBaHe, Ce MPENNpyueMaT CaMoO OT ILEHTPOBETE 3a
TpaHCY3MOHHA XeMATOJOINSL, KOUTO €a MpEIHA3HAYCHI, YITLITHOMO-
1IeHN, OTTOBAPALINM HA CTAHAPTUTE U TOIYUMIIN JIMLIEH3 OT KOMIIeTeH-
THUTE BIACTIL.

2. 3a uenute Ha maparpad 1 LEHTHPBT 3a TpaHCY3UOHHA
XeMaTosorus TpsibBa 1a NPeNOCTaBy JaHHNUTE, M3OPOCHU B TPUIIOXKe-
Hye 1, Ha KOMIIeTeHTHUTE OpraHu.

3. Cren KaTo KOMIIETEHTHUTE BIIACTY YIIOCTOBEPAT, Ue NafleHMAT LeH-
ThP OTIOBAPs Ha M3UCKBAHMATA, OIIPeNeIeH) B HACTOANIATA AMPEKTIBA,
Te My OMNPpENENAT IEHOCTUTE, KOUTO MOXE [a M3BBPLIBA Y KOHKPET-
HUTE YCTIOBUS.

4. Hukaksa cblecTBeHa IPOMSHA B IE/IHOCTTA Ha LIEHTHPa He CllefiBa
fa ce mpemmpueMa 6e3 MPEIBAPUTEITHO MICMEHO OHOOpeHe OT KOM-
HETeHTHNUTE OpraHu.

5. KommnereHTHuTe OpraHu Morar fia NpeKparaBaT BpeMEHHO WIN [a
OTMEHAT HA3HAYE€HMETO, YIBIHOMOIIABAHETO, aKpeOUTanMAaTa U
JIMUEH3MATA Ha ONPENENIEH UEHTHP 3a TpaHC(i)ySI/IOHHa XE€MaToJIorns,
aKO MHCIEKLNS MU KOHTPOJIIHM MEPKI TI0OKaXar, ue TON He OTroBaps
Ha MBVICKBaHMATA Ha HACTOsAIIATa OVMPEKTMBA.

Ynen 6

BonHuyHu KpbBHU OaHKM

ITo oTHowWeHVe Ha GONHNYHMTE KPbBHY OAHKM Ce IIPUITAraT WieHoBe 7
u 10, wren 11, maparpa¢ 1, uen 12, maparpa¢ 1 u unerose 14, 15,
22 u 24.

Ynen 7

Pernamenr 3a CBhILIECTBYBALIUTE LIECHTPOBE

HLP}K&BI/ITC-‘-{HGHKI/I MOTaT fa pemar fa 3anasdT HalMOHAITHUTE CU
pa31'10p€]16l/[ B CPOK 110 IE€BET MeceLa CJIe JaTaTa, I0COUEHa B UJICH 32,
Taka Y€ J1a fafgaT Bb3MOZKHOCT Ha LIEHTPOBETE, HeMCTBAIM ChITIACHO
HAIMOHAJTHOTO 3aKOHOIATEJICTBO, IOa WMBIIBIIHAT M3MCKBAHMATA HaA
HacTosaTa IMpeKTIBa.

Ynen 8

VHcneKnmst M MepKu 3a KOHTpOII

1. H'Lp)KaBl/lTe-"IJ'[eHKI/I OCHUTYpSIBAT OPTraHMU3MPAaHETO OT KOMIICTEH-
THUTE OpraHy Ha MHCIEKUMN M B3VIMAaHETO Ha MOIXOOSAIIN MEPKM 3a

KOHTPOJI B CPOTBETHUTE LEHTPOBE 3a TpaHC(l)ySI/IOHHa Xemarosorus, ¢
LIEJT 1a C€ OCUTYPU CIIa3BaHETO Ha M3MCKBaHMATA B HACTOAIIATA IVPEK-
TUBA.

2. CbOTBETHMAT KOMIIETEHTEH OPraH OpTaHM31pa MHCIIEKIMI M MEPKU
3a KOHTPOJI PeAoBHO. [lepyoIbT OT BpeMe MeXIly ABe MHCIEKLMM He
HaJBMIIABA JIBE TOMMHIA.

3. TakaBa MHCIEKLMHU 1 MEPKM 32 KOHTPOJI Ce NPENNPHUEMAT OT ou-
LMAIHY JIMIIA, TIPENCTaBIIsABALLM KOMIIETEHTHNS OPTaH, KOTo TpsiOBa
[1a € yITbIHOMOMUIEH:

) I1a MHCIIEKTHPA LEHTPOBETE 32 TPAHCPY3MOHHA XeMATOTOTHSI, KaKTO
1 00OpyHBaHETO HA BCSKA TpeTa CTPaHA HA HeliHAa TepuUTOpus,
KOETO My € BB3TI0XKEHO OT HAa3HAYeHMTe, YITHITHOMOIIEHN,
aKpeIUTIPaH WM JIMLIEH3VPaH JINLIA, ONpeNesieHI B WleH 5, CbC
3afayaTa fa M3BBPIIM OLEHKA U TMarHOCTYHY MPOLEypHu ChIna-
CHO wiieH 18;

0) ma B3uMa IpoOM 3a M3CTIETBAHE M AHAIIN3;

B) [1a IIPEIIICK/IA BCIKAKBY TOKYMEHTH, CBbP3aHM C 00€KTa Ha MHCIIEK-
UMATa, KOMTO Ca IpeaMeT Ha MeficTBAlMTe pasnopenOu B
ITbp2KaBUTe-UIEHKY 10 BpeMe Ha BIIM3aHETO B CUJIA Ha HACTOSAIIATA
[IMPEKTIIBA, KOTATO Te3) MECTHN Pasnopen0y orpaHnyaBar Iupek-
TUBAaTa 110 OTHOIIEHME HA OIMCAHMETO HA METONA Ha IIPUIOTBAHE
Ha IPOJYKTa.

4. KoMrmeTeHTHaTa MHCTUTYLMSI OPTaHM3MPA WHCIEKIMM M TIper-
npueMa IPyTy KOHTPOITHYM MepKM, B CIIydall e Bb3HMKHAT CEPUO3HU
VIHIMAEHTM MM pPeaklUMy WM TOMO3peHMe 3a TakyBa ChITIACHO
ysieH 15.

ITIABA 1II

PA3NOPEIEU 3A LEHTPOBETE 3A TPAHCY3MOHHA
XEMATOJIOIUA

Ynen 9

OTroBopHoO muie

1. Llenrposete 3a TpaHCY3MOHHA XEMATONOIMS HA3HAYABAT JIMLC
(0TroBOpHO TMIIE), KOETO OTIOBApS 3a:

— TOBa [1a Ce rapaHTMpa, uye KPbBHATA €IMHMUA WM KPbBHUTE
CBCTABKI, B3CTV U [MATHOCTULIMPAHY, HE3aBUCUMO KaKBO € Ipef-
Ha3HAUCHMETO UM, 1 00PabOTEHM, CHXPAHSBAHN M Pa3IpeNerieHN,
KOTaTo ca MpelHa3HaYeHN 32 KPbBOIIPEIMBaHe, OTIOBAPSAT Ha 3aKO-
HOBMTE M3VCKBAHNS B IbP>KABATA-UIICHKA,

— IpenocTapsiHe Ha MHGOPMALVSE HA KOMIIETCHTHHUTE OPraHN, Ha3Ha-
YeHH, YIIIIHOMOLIEHN, aKPEAUTUPAHN MU JIMLEH3MPAHU ChITIa-
CHO IPOLENYpATa, IOCOYEHa B UIleH 5,

— UBIThIIHEHMETO Ha M3MCKBaHuMATa Ha uneHose 10, 11,12, 13, 14
u 15 B CbOTBETHMS LIEHTBHP.

2. OTrOBOPHOTO JIMLIe OTIOBApS Ha CIIEHITe MUHIMAITHI YCIIOBHS 32
KBATMQUKALIS:

a) TONI[TsS MpMTEXaBa MUIUIOMA, CePTUPMKAT WM APYrO OKA3aTes-
CTBO 3a BaJIMIHA KBAIMQUKALMS B 007aCTTa HA MEAMIMHATA UITN
OuonorMuHMTE  HAYKM,  OPUCBIEHM  [pM  3aBbpIIBAHE
HAYHUBEPCUTETCKOTO My[il 0OpasoBaHme Wiy Ha Kypc Ha
obyueHne,KOITO ce MpPU3HABA 3a PABHOCTOCH B CHOTBETHATA
ITbPXKaBa-WICHKA;
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6) TOII[TSL MMa Hall-MaInKoO NBErOMMIICH NPOdeCHOHATICH OMUT CIIef
3aBbpIlBAHE HA 0OPA30BAHMETO B CHOTBETHATA OOIIACT, B CIIMH MIN
T0BeyYe [IEHTPOBE, KOMTO Ca YITbITHOMOLIEHM [ M3BbPLIBAT AEIHO-
CTIL, CBBP3AHN C B3eMAHETO I/ VJIN [IMATHOCTMKATA Ha YOBELIKA KPbB
¥ KPBBHU ChCTABKM, MIIM C IpepaboTKaTa, ChXPAHSBAHETO U Pa3-
TIpelIesIeHNeTo UM.

3. 3apauwure, onpeneneHy B maparpa 1, Morar ga Gbuar menernpanu
Ha JIPyT¥ JINIA, KOUTO PUTEXKABAT ChOTBETHOTO 0OPA30BAHIIE I OINT,
3a J1a IV M3ITBIIHABAT.

4. llentposere 3a TPaHCQY3MOHHA XEMATONOINS! CHOOIIABAT HA KOM-
TIETEHTHWUTE OPraHy MMETO Ha OTTOBOPHOTO IUTbKHOCTHO JIMLE, TIOCO-
ueHO B naparpad 1, t gpyrure jma, NocoueHy B maparpad 3, u pasar
vHpOPMALS 3a CHELMATIHUTE 3a71auM, C KOUTO Ca HATOBAPEHU CHOT-
BETHUTE JIMIIA.

5. Korato OTrOBOpHOTO JMua MM APYTUTEe OTTOBOPHM JIMIA, MOCO-
yeHU B maparpad 3, ca OTCTPaHEHM OT [UTBKHOCT I Ca BPEMEHHO
3aMECTeHN, 3aBENEHMETO He3a0aBHO ChOOIIABA HA KOMIIETEHTHUTE
OpraHM MMETO Ha HOBOTO UTbXHOCTHO JNMIE M JaraTa Ha
HErOBOTO/HE/THOTO BCTBIIBAHE B IIThKHOCT.

Ynen 10
Ilepconan

[lepcOHAITBT, HEMOCPENCTBEHO 3aeT C B3eMaHETO, HMArHOCTMKATA,
npepaboTKaTa, CHXPAHSBAHETO M paslpelelieHeTo Ha KpbBTa U
KPBBHUTE CBCTABKM, CNelBa [a MpuUTeXaBa KBanmuyKaumsTa,
HeoOXOIMMa 32 U3IIbIIHSsBAHE HA Te3U 3a7aun, 1 [ja ObIe OCUTYPEH CbC
CBOEBPEMEHHO, ChOTBETCTBAIIO 1 PEIIOBHO AKTYalM3MPaHo o0yyeHme 3a
MOBMIIABAHE HA KBAIMQUKALIMATA.

[TIABA IV

PET'YJIMPAHE HA KAYECTBOTO

Unen 11

CucreMa 3a KauecTBO B LIEHTpOBETE 3a Tpaﬂccl)y:mom-la
XeMaToJiorus

1. [bpxaBuTe-4IEHKM B3eMaT BCUYKM HEOOXOMMMM MEPKM, 3a Iia
TapaHTUPAT, ue BCEKM TMOTOOEH LEHTHP Ch3laBa U TOAIbpXKA CUCTEMA
32 0GP0 KaueCTBO, OCHOBAHA Ha MPUHIMIATE HA OOPUTE MPAKTUKM
B Ta3M OOJAaCT.

2. Kowmwcnsita onpemenst craHaaptute Ha OOIIHOCTTA, KAKTO U CIie-
umduKaLmuTe, ocoueHn B wieH 29, Oyksa 3), 3a IeiHOCTHUTE, KOUTO
CHOTBETHOTO 3aBefieHNe TPsiOBa [1a M3BbPILM, 33 [1d OCUTYPH CUCTEMA 3a
100po KauecTBo.

Ynen 12
HokyMeHTaums

1. bpxKaBuTe-4ICHKN PEANPUEMAT BCUUKN HEOOXOMMMY MepKH, 3a
A TApaHTUpPAT, 4Ye CHOTBETHUTE LEHTPOBE 3a TPAHC]Y3MOHHA
XeMATOJIOTVS IOITbP2KAT JOKYMEHTALVS 34 OIlePaTUBHIUTE IIPOLEIypH,
yKazaHus, o0ydeHue, CIPaBOYHNULIM U OTUETH.

2. [IppxaBute-uieHKN MpEIIpyUeMaT BCUUKY HeOOXOMMMIU MepKH, 3a
[Ia OCUIYPAT JOCTbIA NO HOKYMEHTALMsITA Ha OQMIMAIHUTE JINIA,
OCBIIECTBABAIIM MHCMEKIMATA ¥ KOHTPOIIA, NOCOYEHN B UJleH 8.

Ynen 13
Apxus

1. JIppKaBuTC-UNCHKH TPEAMPYEMAT BCUUKY HEOOXOMIMI MEPKH, 3a
4 TApPaHTMpAT, Ye CHOTBETHUTE LEHTPOBE 33 TPAHCQY3MOHHA
XEMATONOIMsT BOMAT apXuB Ha MHPOPMALMATA, M3MCKBAHA CBHITIACHO
npunoxkenuist 11 u IV u B chotBeTcTBuE C wiieH 29, 6yksu 0), B)  T).
ApxuBuTE Ce CbXpaHsBAT Hall-ManKol5 roguum.

2. KomneTeHTHUTE OpraHM CbXPaHsBAT MOIYYEHUTE OT CHOTBETHUTE
LIEHTPOBE aHHM CBITIACHO uJieHoBe 5, 7, 8, 9 u 15.

[TIABA V
TPAHC@Y3MOHEH HAI30P

Ynen 14
Bb3MOKHOCT 3a mpociensiBaHe

1. IbpxKaBuTe-4/IeHKM B3eMaT BCHUKYM HEOOXOMMMM MepKM, 3a JIa
TapaHTUpaT, 4Ye KPbBTA 1M  KPBBHMTE  CBCTAaBKM,  B3ETH,
[IMArHOCTULMPAHY, 00pabOTeHN, ChXPAHEHH, MyCHAT! B OOpbIIEHME
Vi[WiK pasnpefieNieH i Ha TAXHA TEPUTOPMUSI, MOTAT 1a GBIIAT IPOCTICeHN
OT JIOHOPA [0 PELMIIMEHTa 1 0OPATHO.

3a Tasm WM [IbpKABUTC-UICHKM BBBEXIAT B LEHTpOBETEe 3a
TPaHCPY3MOHHA XEMATOJIOMMS CUCTEMA 34 MIEHTU(UKALMS HA BCSIKO
OTIEITHO KPbBOJAPEHNME 1 Ha BCSIKA ChCTABKA OT B3€TaTa KPbB, KAaTO 110
TO3M HAYMH OCUTYPSIBAT ITbIIEH KOHTPOT M BH3MOKHOCT 3a IPOCIIENIs-
BaHe Ha KPbBTA I HElHMTE ChCTABKY OT JOHOpa [0 permmenta. Cuc-
TeMata TpsiOBa OE3MOTPEIIHO [ MACHTUQUMINMpPA BCSIKO OTAEIHO
[apeHue U BUMA Ha B3eTaTa KPbBHA ChCTaBKa. Tasy cucTema TpsiGBa I
ce Cb3fIaje ChINACHO M3VUCKBAHWATA, IOCOYEHN B wiieH 29, OyKsa a).

[lo oTHOWIEHMe HA KPBBTA M KPBBHUTE ChCTABKM, BHECEHN OT TPETH
CTpaHM, TbPXKABUTE-WICHKY TaPAHTUPAT, Ue CUCTEMATa 33 UICHTHU-
KalMs Ha JApeHMeTo, NpuilaraHa B CBOTBETHMTE IIEHTPOBE 3a
TpaHC(y3MOHHA XeMAaTOJOINs, [JABa eIHAKBA BB3MOXKHOCT 3a IPOCIIe-
ISIBaHEe Ha KPbBTA.

2. JIbpKaBuTEe-UICHKM B3eMAT BCHUKM HEOOXOMMMM MEPKU, 3a Jia
TapaHTMPAT, Ye CUCTEMATa 3a IMOCTAaBSHETO Ha eTMKETM Ha KPBBTA U
KPbBHUTE  CHCTABKM, B3€TA, [IMATHOCTMIMpaHa, o00OpaGoTeHa,
ChXPAHSIBAH4, IlyCHAaTa B OOPbLICHNME M/WIM Pa3NpelesieHa Ha TSXHa
TEPUTOPHSL, € ChoOpa3eHa ChC CUCTEMATa 3a MICHTUQUKALIAS, TTOCOUECHA
B maparpad 1, 1 ¢ M3MCKBaHMSATA 32 €TUKETHPAHE, TOCOUECHN B TIPUITO-
xkennue III.

3. [anuure, HeOGXOMMMI 32 IIBIIHOTO MPOCIIEMSIBAHE HA KPBBTA ChOO-
Pa3HO HACTOSILMSL WIEH, Ce ChbXPAaHsBAT Hall-Majko 30 rofuHi.

Ynen 15

Hm‘n(l)uunpaﬂe Ha CépMO3HM MHIMIEHTU U peakKIuu

1. JIbpKaBuTe-uieHKM rapaHTUPAT, ye:

— BCHMUYKU He6HaFOHpI/l§[THI/[ Cllyuan (HCHIaCTHI/I Cliydyan n I‘pCIIIKI/l),
CBbP3aHM € B3EMAHETO, IMAarHOCTNKATA, npepa60TKaTa, CbXpaHsBa-
HETO M Pa3NpenensaHeTo Ha KPbB ¥ KPbBHM CbCTaBKM, KOMTO MOraT
J1a IMOBJ/IMAAT Ha TAXHOTO KaUE€CTBO U 66301’[3CHOCT, KaKTO U BCUMYKN
CEpMO3HN VHIUICHTH, Ha6HIOJZ[aBaHV[ 1o BpeMe n
CIIEOKPBBOIIPENMBAHE, KOUTO MOIAT fa C€ OTHANAT Ha KayeCTBOTO
1 6e30MacHOCTTa Ha KpbBTa 1 HETHUTE ChCTaBKMY, Ce C'bO6I.L[aBaT Ha
KOMIIETEHTHUTE OpraHiu,
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— LEHTPOBETe 3a TPAaHC(Y3MOHHA XEMATOJIOIMSI Pa3NONIaraT C Meii-
CTBALLY TIPOLIEIyPH, YPe3 KOUTO MPELM3HO, ePUKACHO U [I0KA3YeMO
KPBBTA ¥ KPBBHITE ChCTABKI, 32 KOUTO € ChOOILIEHO, [1a Ce OTCTpa-
HSIBAT U [1a He OBAT pasnpoCTpaHsBaHIL.

2. Tesu cepno3HM HEONATONPUATHU MHLMICHTM WM PEaKUUM Ce
HOTUQUMIMPAT B CHOTBETCTBME C NPOLEIYpaTa M HOTUMKALMOHHIS
dopmar, mocouenu B wien 29, Gyksa u).

ITIABA VI

PA3IIOPEIIBU 3A KAYECTBOTO U BE3OIIACHOCTTA HA KPbBTA
U KPBbBHUTE CbCTABKHN

Ynen 16
Paznopen6a 3a unpopmupane Ha OpnenTe KPHBOXAPUTEIIN

[IbpKaBUTe-UICHKY [ApaHTMpAT, ye ObIewnTe KPbBOTAPUTENN ca
3aI03HATM € MH(POPMALMATA CBITACHO M3MCKBAHMATA HA uiieH 29,

Oyxksa 0).

Ynen 17
VHdopmanusi, M3MCKBaHA OT KPbBOIAPUTETUTE

[bp>KaBuTE-UIEHKM B3EMAT BCHUKM HEOOXOMMMM MepKM, 3a Jia
apaHTUpaT, dYe LEHTPOBETe 3a TPAHCQY3MOHHA XeMATOJIOIUs
TOJTyuaBar upe3 T0OPOBOIHO CIOPasyMeHNe OT BCEKM KPbBOIAPUTEN B
pamkure Ha OOWmWHOCTTa M [pemM CaMOTO KPbBONApsBaHe
HeobxoMMaTa MHGOPMALSL ChITIACHO UleH 29, 6yKBa B).

Ynen 18
JIuua, KOUTO ca MOIXOMsIM 1a GbIaT napurenu

1. Lenrposere 3a TPaHCPY3MOHHA XEMATONOINS TAPAHTUPAT, Ue pas-
NojaraT ¢ JeiiCTBallA TNPOUEAYpM 3a OlEHABAHE HAa BCUUKM
KPBBOJAPUTENIM ¥ e MOTaT [a OTTOBOPSAT HA KpuUTepumre 3a
KpbBOJIApsiBaHE ChIJIACHO wieH 29, OyKsa I).

2. Pesynrarure OT OLEHKATa Ha KPbBOIAPUTEIINTE Y IIPOLELYPUTE 3a
[IMAaTHOCTUKA Ce TOKYMEHTMPAT M BCSKAKBM OTKPUTH AHOMAIMK Ce
ChOOIIABAT HA KPBBOAPUTETISL.

Ynen 19
IIpernen Ha KpbBOIApUTEIUTE

[Ipemm mapsBaHETO Ha KPbB ¥ KPHBHM CHCTABKM Ce M3BHPUIBA TIPErIIe
Ha KPBBONAPUTENIS, BKIIIOYBALI PasroBop ¢ Hero. Ksamudumimparo
MEJIMLIMHCKO JIMLE OTrOBapsi 33 MHQOPMUPAHETO HA KPbBOLAPUTEILS,
KAKTO ) 3 IOJTy4aBaHETO OT HEro Ha HeoOXomuMara HGOpMarIys, 3a
[1a ce MPeLIeHN J1aly OTTOBAPsl Ha M3MCKBAHMATA 3a KPBBOIAPUTE], KaTO
Bb3 OCHOBA Ha TOBA C€ J1aBa CHOTBETHATA NPELEHKa.

UYnen 20

o6poBonHO U 6e3Bb3ME3HO KPbBOJApABaHe

1. MbpKaBuTe-4lIeHKY B3EMAT HEOOXOIMMUTE MEPKH, 3 [1a TOOWIPSIT
HOOPOBOITHOTO 1 Oe3BB3ME3IHO KPbBOLAPSBAHE, C LI [1d Ce OCHTYpH
B3eMaHe Ha KPbB M KPBBHM CHCTABKM UPe3 TaKbB BUI KPbBOIAPSBAHE.

2. JIbpKaBute-uleHKM NPENOCTaBAT Ha KomucuaTa oTueTn 3a BCUUKM
TaKyMBa MepKM [IBe TOIMHM CJell BIIM3aHETO B CMIIA HAa HACTOsAWIATa
[IMPEKTVMBA U HA BCEKM TPY TOMMHM crien ToBa. Ha Gasata Ha Te3u
orueryt Komucusita nadopmupa Esporneiickns napnament n Cbsera 3a
BCUYKY CITeABALIM HEOOXOMMMY MePKH, KOUTO CMSTa [a IpefrpueMe
Ha OOIIHOCTHO aBHMIIE.

Ynen 21
HuarHocTMIMpaHe Ha KPbBOIapeHUsATa

Uenrposete 3a TpaHC(l)y'LWIOHHa XeMaToJIoIsl TapaHTHparT, 4e BCsKa
lapeHa KpbB € TeCTBAHA B CBOTBETCTBME C MBMCKBAHMATA Ha
npunoxenye V.

IbpxapuTe-uleHKN IapaHTMPAT, Ye KPbBTAa M KPBBHMTE CHCTABKY,
BHeceHH B OOIIHOCTTA, Ca TECTBAHY ChITIACHO M3MCKBAHMUSTA, TIOCOUCHN
B nipynoxenne [V.

UYnen 22
YcnoBus 3a cbXpaHsBaHe, TPAaHCIOPT U pa3IpefesisiHe

LlenTpoBeTe 3a TpaHC)Y3MOHHA XEMATONOTMS TAPAHTHPAT, Ue
YCIOBUSTA, IPU KOUTO Ce U3BBPLIBAT CbXPAaHABAHETO, TPAHCIIOPTBT U
pasmpeeNnsHeTo Ha KPbBTA M KPBBHUTE ChCTABKM, Ca ChOOPAseHM C
VBUCKBAHMATA Ha uieH 29, Oyksa ).

Ynen 23

U3uckBaHms 3a KauecTBo U 0e30MacHoOCT Ha KpbBTa U
KpPBbBHUTE CbCTaBKN

LlentpoBete 3a TpaHC)Y3MOHHA XEMATOJIOTMSI T[APAHTUPAT, dUe
VM3MCKBAHMATA MM 3a KauecTBO U OE301aCHOCT Ha KPbBTA ¥ KPbBHUTE
CBCTaBKM OTTOBAPST HA BUCOKMUTE CTAHAAPTH CBITIACHO M3MCKBAHMSATA,
onpenenennu B wieH 29, 6ykBa e).

[TIABA VII
3AIINTA HA JAHHUTE

Ynen 24
3ammra Ha JAHHUTE U NMOBEPUTETTHOCT

[IbpKaBUTE-UNIEHKM B3eMAT BCUYKM HEOOXOMMMM MepKHM, 3a Ja
TapaHTMpPaT, Ye BCUYKYM JaHHM, BKIIIOUMTEIHO TeHETMYHaTa
nndopMaiysi, chOpaHa B paMKuTe Ha OOXBaTa HA HACTOSILIATA
IMPEKTUBA, A0 KOATO UMAT IOCTBII TPETU CTPaHM, Ca aHOHMMHM, TaKa
e JJapUTeIIT 1a He MOXKe Ja Obe MueHTHUIMpaH.

3a uenra IbpKaBUTE-UJICHKN TapaHTUPAT, 4ye:

a) Ca B3€TV MEPKM 3a CUTYPHOCTTA I OITa3BaHETO HA HAHHUTE, KaKTO 1
MEpKM Cpelly HEIpaBOMEpHM [ONBIHEHNMS KbM [aHHUTE,
3ajJiMuaBaHus MM IPOMAHA Ha KAPpTOHM Ha HAPUTENN WU
HEHaBpEMEHHO BIIVICaHA I/[H(l)OpMaLH/IH, VI M3HACSHETO Ha I/IH(l)Op-
Manus;

6) ChUICCTBYBAT M CE CIIa3BaT HAOCKIHM IIPOLEAYpH, Ype3 KOUTO [1a Ce
perasat HpO6J’ICMI/IT8 C HECbOTBETCTBMA B TAHHUTE,

B) He ce IOIyCKa HEPABOMEPHO pasKpyBaHe Ha 1ono0Ha MHOpMa-
M, KaTo ChUIEBPEMEHHO € IapaHTMpaHa Bb3MOXKHOCTTA Ja Ce
TIPOCTIENABAT NAPEHNATA.
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[TIABA VIII

OBMEH HA MTHPOPMALIMS, TOKITAIM U CAHKIUM

Ynen 25
O0MeH Ha nHpOpMaMs

Komucnsara opranmsmpa pemoBHM CpellM C  KOMIIETEHTHUTE
VIHCTUTYLMM, Ha3Ha4YeHu OT [IbpKABUTE-UIIEHKM, C EKCIEPTH,
TPEJICTABUTENI Ha LIEHTPOBETE 3a TPAHCY3MOHHA XeMATOJOINSI, KaKTO
M C JIPYTM CBbp3aHM C mpoOlieMa YYacTHMIM, C LeT OOMEH Ha
vHpOpMALIS 33 ONMTa, TPUIOOMUT NPV MPUIIATAHETO Ha HACTOSIIATA
IIMPEKTUBA.

Ynen 26
Hoxmanu

1. HOwpxapute-uieHKM usnmpamat Ha Komucuara, cuyutaHo oOT
31 nexemspy 2003 1. 1 Ha BceKM TPM TOMMHM CII€]L TOBA, OKJIAgM 3a
[eIHOCTNTE, M3BbPLICHN BbB BPB3Ka C Pasnopendute Ha HACTOSIIATA
IIMPEKTIBA, BKIIOUMTEIIHO M OTUET 3a MEPKUTE, NPEANpUETH IO OTHO-
LIEHME HA MHCIIEKUMATA ¥ KOHTPONA B Ta3y BPb3Ka.

2. Komucusra msnpama Ha EBponerickus naprnaMeHT, Ha CbeTa, Ha
VkoHOMMUeCKNA U couyarneH KoMUTET 1 Ha KommTera Ha permonure
TIOKJIAfINTe, TPENICTABEHN OT IbpKaBUTE-WICHKM 33 ONUTA, HATPYNaH
IO MPUIIATaHeTO Ha HACTOsAUIaTa IUPEKTUBA.

3. Komucusara yznpama Ha EBponesickus naprnament, Ha CbBeTa, Ha
VkoHOMMUeCKMS M coLManieH KoMUTeT 1 Ha KomuTeTa Ha pervouure,
cuytaHo oT 1 1o 2004 1. 1 Ha BceKu Tpy TOMMHY CIIef TOBA, HOKIIAM
33 UBIBIIHEHMETO Ha V3UCKBAHMATA HAa HACTOsIUATa HOMPEKTMBA U
TO-CTIENMAITHO Ha Te3M, CBbP3aHM C MHCTEKIMATA ¥ KOHTPOTA.

UYnen 27
CaHkuym

HbpxKaBute-uiileHKM  ONPEHENAT MpaBuila OTHOCHO —CaHKLMUTE,
TPWIIOXKNMI TPV HapyIIaBaHe Ha HALMOHAITHNTE Pasnopendn, mpyetn
B CBOTBETCTBME C HACTOslaTa MMPEKTMBA, M B3eMaT BCUYKM
HEOOXOIIMMM MEpKH, 33 1a TaPAHTUPAT PUITATAHETO HA Te3U CAHKIIMH.
TTpenBueHNTe CAHKLMM TPsIOBA [1a Ce eQEKTUBHIA, IPOIOPLMOHATHIL 1
Bb3MMpaLIH. [IbpKaBuTe-uneHKn choblaBat Ha Komucusira npuerute
pasmopen6y Hail-KbCHO [10 1aTaTa, MOCOYEHA B WieH 32, 1 He3a0aBHO
Hotuduuypar Kommcusita 3a BCHUKYM [IOCIENBALY  M3MEHEHMS,
OTHACAIM CE JIO Te3M CAHKUMIL.

[TIABA IX

KOMMUTETH

Ynen 28
Perynaropna npouenypa
1. Komucusra ce mommomara oT KOMUTET.
2. Koraro ce mpasy M1030BaBaHe HA HACTOSWMS aparpad, ce mpuia-

rat uteHose 5 u 7 ot Pemenne 1999/468/EO, kato ce B3eMar mpeBiy
pasmopen6ute Ha WieH 8 OT Hero.

Tepyorrst, mocodet B wiieH 5, maparpad 6 ot Pemenne 1999/468/EO,
ce ompefIersi Ha TPY Mecella.

3. KoMuteTsT npuema cBOJi IIPOLETYpPeH NPaBUITHUK.

UYnen 29

TexHnuecku U3NCKBAHUSA U TAXHOTO aJanTupaHe KbM
Hay4YHO-TEXHNYECKUs Iporpec

AIIaNTMPAHETO HAa TEXHMYECKUTe W3UCKBAHMUS, YCTAHOBEHU B
npuioxenus ot I 1o IV, KbM HayuHO-TeXHMUECKMS IPOTPEC Ce pellaBa
B CHOTBETCTBIIE C MPOLIEAYPaTa, IOCOUeHa B uiieH 28, maparpad 2.

CriegHuTe TEXHMYECKM M3MCKBAHMSA WM TAXHOTO afalTUpaHe KbM
HayYHO-TEXHIYECKNS IIPOTPEC Ce PeIlaBaT B CHOTBETCTBYE C NPOLIENy-
para, nocoueHa B wieH 28, naparpad 2:

a) M3MCKBAHVS OTHOCHO BB3MOXHOCTTA 33 IIPOCTICISIBAHE;
0) MHPOPMALMSITA, C KOATO TPsOBA 1 GBIAT 3aTO3HATH TAPUTENNTE;

B) MHpOpMALMATA, KOSATO TPsIOBA [Ia ObjIe MONyUeHa OT HapUTENINTe,
BKJTIOUMTEIIHO TSXHATAa CAaMOJIMYHOCT, MMHAIM 3a00JIsABaHMS U
TIOJIIINC;

l') VBMCKBAHMA TI0 OTHOLIEHNE Ha TOTHOCTTA Ha KPbBTa M KPbBHATA
I1a3Ma 1 M3CIeNBaHe Ha MapeHaTa KpbB, BKIIIOYNUTEITHO:

— TIOCTOSIHHM KPUTEPUM 3a OTXBBPIISHE 110 3IPABOCIIOBHM IIPU-
UMHA U Bb3MOXKHO OTXBbPIISHE,

— BPEMEHHM KpUTEPUN 3a OTXBBPIIAHE 110 3OPaBOCIIOBHN IIpU-
YUHU;

I) M3MCKBAHWSA 3a CbXpaHsABAHe, TPAHCIOPT M pasmperierieHye;

e) V3UCKBAHMA 3a KAauecTBO 1 Oe30MacHOCT Ha KpbBTa M KPbBHUTE
CBCTaBKU;

X) M3UCKBAHIS TP aBTOXEMOTpAHCy3umTe;

3) craHgapty Ha OOMIHOCTTA M CICLMQUKALMY 38 KaueCTBeHa CIC-
TeMa Ha LIEHTPOBETE 3a TPAHC(Y3MOHHA XeMATOIIOTSE;

) npouenypa Ha OOMHOCTTa 32 ChOOLIABAHE HA CEPUO3HUTE MHIM-
MeHTI 11 peakiyy 1 fopMaT Ha HOTUMKALIMSTA.

Ynen 30

KoncynTauvm C HayYH! KOMMUTETU

KoMucusta Moxe @a ce KOHCYITMpa CbC CHOTBETHUTE Hay4HM
KOMMTETH IIPY OIIPEESISIHETO Ha TEXHUUECKUTE U3MCKBAHMs, II0COUEHM
B uJleH 29, 11 IIpY aalTUPAHETO MM KbM HayYHO-TEXHINUECKNS IIPOTpec
ChIacHo npuioxenns ot I o IV, 3a ma ocurypu paBHOCTOIHA CTeNeH
Ha 6€30MaCHOCT Ha KPBBTA M KPBBHIUTE ChCTABKM TPV KPBBOIPENMBAHE
W TIpYU TIPOM3BOICTBO Ha JIEKAPCTBEHM NPOIYKTH.
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ITTABA X
SAKITFOUUTEITHU PA3IIOPEIBU
Ynen 31

Vzmenenue Ha [upextusa 2001/83/EO

Ynen 109 or upexrnsa 2001/83/EO ce 3aMeHst ChC CIICIHIS TEKCT:

,Unen 109

3a B3eMAHETO M NMAarHOCTMKAaTa HA YOBEIIKA KPbB M YOBELIKA
KpbBHa MmiasMa ce npwiara Hupekrmsa 2002/98/EO Ha
Esponerickus napnamenT u Ha Cbeera ot 27 anyapu 2003 1. 3a
OIpeNerisiHe Ha CTAHOAPTMTE 33 KauecTBO M OE30MACHOCT mpu
B3eMaHETO, [IMATHOCTMKATA, INpepaboTKaTa, CHXPAHEHUETO U
pasIpenesisHeTO Ha YOBEIIKA KPbB M KPBBHM CBCTABKM U 3a
u3MeHenne Ha Qupekrusa 2001/83/EO ().

() OBL 33, 8.2.2003 r., ctp. 30.".

Ynen 32

Tpancnonupane

1. ]:['I)p}KélBI/lTe—‘{HCHKI/I BBBEXKMIAT B CMJIa 3aKOHOBUTE, ITOI3aKOHOBUTE
W aIMUHUCTPATUBHUTE pasnopen6v1, HCO6X0]II/IMI/1, 3a [1a ce C'bO6paSﬂT

C HACTOSIIATA IMPEKTMBA He MO-KbCHO OT 8 ¢eBpyapu 2005 r. Te
He3a0aBHO MHpOpMupar Komucusra 3a ToBa.

Korato mbp:KaBuTe-ulleHKM NpHMEMAT Te3y pasmopenbu, B TX ce
ChIbp2Ka T1030BaBaHE HA HACTOSIIATA MMPEKTVBA MMM TO CE M3BbPLIBA
TPy OQUIMATIHOTO MM IyOmMKyBaHe. YCIOBHUSTA M PEIIbT HA [1030Ba-
BaHe Ce ONPENENIAT OT IbPKABUTE-UIICHKIL.

2. JIbpzkaBuTe-ureHKM ChoOLIABaT Ha KOMycusTa TeKCTOBETE Ha Pa3-
nopen6uTe OT HALMOHAIIHOTO 3aKOHOIATEIICTBO, KOMTO Ca TPUENTH MITH
KOWTO Ip{eMaT B 00J1acTTa, ypefeHa C HaCTOSIIATA [IMPEKTIBA.

Ynen 33
Bnusane B cuna

Hacrosimara mmpekTiBa BIM3a B CUIA B IEHs Ha MyONMKYBaHETO U B
Oduyuanen secmuur na Eeponeiicrug cs1o3.

Ynen 34
Anpecatn

AHpCC&TI/I Ha HACTOsAIIATA OMPEKTMBA Ca IbPKABUTE-UIIEHKN.

CncraBeno B bprokcen na 27 sauyapu 2003 rommna.

3a Eeponeiicrug napaamenm 3a Ceeema
Ipedcedamen Ipedcedamen
p. COX G. DRYS
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TTPUTIO2KEHME I

VHQOPMALIMA, KOATO LHEHTBPBT 3A TPAHCQPY3MOHHA XEMATOJIOTUA E JTHKEH JTA IIPENOCTABU
HA KOMIIETEHTHUTE OPTAHM IIPM HA3HAYABAHE, YIITBJITHOMOIUABAHE, AKPETUTUPAHE WUJIN
TIMUEH3UPAHE B CbOTBETCTBUE C YJIEH 5, [TAPATPAQ 2

Yact A: Obwa nHpopMaLms:
— mueHTUQUKALYS HA LEHTHPA 32 TPAHCPY3MOHHA XEMATOTIOTS
— uMe U KBasMQUKALYSL Ha OTTOBOPHMTE JIML@A U HAYMHM 32 KOHTAaKT

— CIUCHK Ha OONHMYHUTE KpbBHMI 6aHKI/I, KOUTO CH36]15IB& CbOTBETHUAT LEHTDP.

Yact b: Onmcanme Ha cucremMaTa 3a KauecTBO Ha ChOTBETHMS LIEHTDP, KOETO BKIIIOYBA:

— JOKyMeHTALVsI, HAIIPUMeEpP OPraHM3ALMOHHN TPadIly, B KOUTO Ce MOCOYBAT OTTOBOPHOCTUTE HA CHOTBETHUTE
OTTOBOPHM JIMLA M Ce OTYMTA KOOPIMHALMATA MEXKITY TAX

— MOKYMEHTalusl, HalpuMep BeIOMCTBEH CIPABOYHNK MM HAPBYHMK 3 KAUECTBOTO, KOJTO OMMCBA CHCTeMaTa 3a
KauecTBO B ChOTBETCTBME € wieH 11, maparpad 1

— Opoit 1 KBaQUKaLMs Ha NEpCOHANA
— MepKU 3a XUIMeHa
— noMelueHye 1 06opy/BaHe

— CIVCBK Ha CTAHOAPTHUTE ONEPATVIBHY ITPOLIEAYPY 3a IIPUBIINYAHE, 3a[IbP2KAHE 1 OLIEHKA Ha KPBBOOAPUTEIN, 3a
TECTBAHE, PA3NpPENENICHNE U PEKIIaMallyl Ha KPBBTa ¥ KPBBHUTE CbCTaBKU VM IOKYMEHTMPAHE M OTUUTAHE Ha
CEPMO3HUTE MHIMACHTU U PEAKLINMNL.
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TTPUTTIO2KEHME 11

OTYET HA LIEHTPOBETE 3A TPAHC(Y3VMOHHA XEMATOJIOTUSA 3A IEMHOCTTA VM IIPE3
VU3MMHAJIATA TOOMHA

TOMMIIHNAT OTUeT ChIbpKa:

— 06uwwist Gpoit Ha HapeHnsITa Ha KPbB M KPbBHY CbCTABKIL

— 06wt Gpoit Ha KPbBOIAPUTENITE

— IOUbJIHEH C IOCTENHN JaHHM CIMCBK Ha OOJHMINTE, KOUTO LEHTHPBT CHAOMsBA C KPbB

— 00wt Opoit Ha HapeHNsITa, KOUTO He Ca M3ION3BAHN

— Gpoit Ha BCUUKM TIOJyUEHM M PasIipelesieHy KPbBHM ChCTABKM

— 3a60I1eBAEMOCT ¥ Pa3NPOCTPAHEHNE CPET KPHBOIAPUTENNTE Ha MPEHOCHMIUTE 10 KPbBEH IIbT 3apa3Hu Gorecty
— G6poii Ha peKaMaLMNTe Ha KPbBHU [POLYKTH

— ©6poit Ha OTYETEHNTE CCPUO3HI MHIMIEHTI I PEAKLIIL.
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TTPUTIO2KEHME 111

V3NCKBAHUSA 3A ETUKETUPAHE

ETMKeTBT Ha BceKM KOMIOHEHT TPsiOBa J1a ChIbPaKa CIIeHATA MHQOPMAIINS:

— OQUMUMATHOTO HAMMEHOBAHME Ha CHCTABKATA

— obema uiu TernoTo, uiu Opost Ha KIIeTKUTe B KPbBHATA ChCTABKA (CTIOPEN PUIIOKMMOTO)
— opurMHaIHMs 11dpoB wiu OyKBEHO-LMPPOB UACHTUUKALMOHEH KO Ha IapEHUETO

— Ha3BAHNMETO HA IIEHTHPA 33 TPAHCPY3MOHHA XEMATONOTHS

— ABO rpyna (He ce M3MCKBa 33 IU1a3Ma, NIPeHA3HAYEHA CaMO 3a PPaKLUMOHUpPaHE)

— Rh D rpyna win Rh D nosurusen, win Rh D orpuuareneH (He ce M3MCKBa 3a Miia3ma, NpefHa3sHaueHa camo 3a
dpakumoHnpaHe)

— JaTa MIM TIepyof Ha TOIHOCT (CIOpel IPUIIOXKIMOTO)
— TeMIepaTypara Ha CbXpaHsBaHe

— HaMMEHOBAHMETO, CbCTABA 1 00eMa Ha AHTVMKOATYIIAHTA VI/MIM HA IOIbITHUTENHIS Pa3TBOP (aKO 1M TAKDB).
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TIPMITOKEHME IV

OCHOBHU U3NCKBAHMA 3A TUATHOCTUKA HA TAPEHUS HA KPbB U KPbBHA ITTTA3BMA

CrienmTe TecToBe TPsIOBA J1a OBIAT HATIPABEHN HA IAPEHMSTA HA 1ISUTA KPB M HA TAPEHUSTA HA KPHBHA I11a3Ma, BKITIOUNTEITHO
¥ TIPY TIPEMBAPUTEIIHA aBTOXEMOTPAHC3usi:

— ABO rpyna (He ce U3MCKBA 3a IU1a3Ma, NIPEHA3HAYCHA CaMO 3a PpaKLMOHMpPaHE)
— Rh D rpyna (He ce u3ucKBa 3a [1a3ma, pelHA3HauYeHa caMo 33 (PaKLMOHMPAHE)
— TeCTBAHE Ha [APUTEIINTE 3a CIIEIHNTE MHGCKLMN:

— Xenarut B (Xb-arentu)

— Xenarut C (Antu-XCB)

— CIIVH 1/2 (Artu-CIIUH 1/2)

Mozke 1a ce M3UCKAT TOMBITHUTEITHM TECTOBE 34 CIIELMPUUHM CHCTABKM VI JAPUTENIN M 32 BB3HMKHATIM eVIeMUOTIONYHY
CUTyaluu.



