HAPEJIBA Ne 18 OT 10 FOHM 2004 I'. 3A YCJIOBUSATA U PEJIA 3A
MN3BBPIIBAHE HA TUATHOCTHUKA, ITPEPABOTKA U CbXPAHEHUE HA
KPBB U KPBbBHU CbCTABKHU U KAYECTBOTO HA KPBBTA OT BHOC

B cuna om 06.07.2004 2.
H30a0ena om Munucmepcmeomo Ha 30pageonazéanemo

O6nu. /[B. 6p.58 om 6 FOnu 2004e., uzm. /IB. op.64 om 19 Aezycm 201 12.

I'naBa nbpBa.
OB PA3SITIOPEABHA

Un. 1. C ta3u Hapeaba ce ompeessaT YCIOBUATA U PEIBT 32 U3BBPIIBAHE HA TMATHOCTHKA, IPepadoTKa 1
ChXpaHEHUE Ha KPbB U KPbBHH ChCTABKU M KaYECTBOTO HA KPBBTA OT BHOC.

I'naBa BTOpA.
NUMYHOXEMATOJOI'MYHA IMATHOCTUKA HA KPBbB U KPbBHHU CbCTABKH

Un. 2. UmyHOXEeMAaTONOrMYHaTa IUAarHOCTUKA € ChBKYIMHOCT OT M3CIEIBAHUS, LETSIIN ONpeIesiHe Ha
KpPBBHOTPYIIOBATA XapaKTEPUCTHKA HA KpbBTA. M3cie1BaHusITa BKIKOYBAT CICIHUTE ICHHOCTH:

1. onpenensiHe HAa AaHTUTEHUTE HA KPbBHUTE KIIETKU;

2. TOKa3BaHE Ha aHTUTENA, CIEIU(PUIHO HACOUCHH KbM aHTUTCHU Ha KPBBHUTE KIICTKHU;

3. u3cienBaHe Ha peaKIMUTE MEX/ly AHTUTCHUTE HAa KPbBHUTE KJIETKU U CTIeUU(DUYHUTE UM aHTHUTENA.

Yn. 3. (1) UmyHOXEMATOJIOTMYHHUTE M3CJICIBAHUS HAa KPBB M KPBBHU CHCTABKH CE W3BBPIIBAT TPHU
CIa3BaHe M3MCKBaHMTA Ha Ta3u Hapezoa.

(2) UscnenBanus Ha eIMHHWIMTE B3€Ta KPbB WM KPbBHA ChCTaBKa CE€ W3BBPINBAT B IICHTPOBE 3a
TpaHC(y3MOHHA XeMaTOJOTUS.

Yn. 4. (1) KonreitHepsT ¢ KpbBHaTa mpoba Ha B3eTa €AMHUIIA KPBB CE €THKETUPA OT MEIUIIMHCKUSI
CIIELUAJIUCT, U3BBPIINI KPbBOB3EMAHETO.

(2) KonreitHepbT ¢ KpbBHaTa mpoba OT B3eTa €AMHMIA KPBB CE €THKETHUpPA C HUACHTH()UKAIMOHHUS
HOMED HA €IMHULIATA.

(3) OkonuarenHa AMAarHOCTHKA Ha KPBBHH MPOOU CE M3BBPIIBA HE MO-KBCHO OT 5 JIHU CIIe/l B3EMaHETO
Ha KpbBTA.

Yn. 5. (1) B npuchcTBre Ha JOHOpa HA BCsAKA KPbBHA MPo0a ce N3BHPIIBA OPUEHTUPOBBYHO OIMPEICIISTHE
Ha KpbBHHUTE Ipynu oT cucremara ABO.

(2) OpueHTHpOBBYHO H3CJEIBaHE HAa KPBBHU Tpymu oT cuctemata ABO ce u3BbpmiBa camo ¢
TECT-pearcHTu aHnTu-A, antu-B u antu-AB.

(3) JlexapsT, KOHTpOIUpAI] KPHBOB3EMAaHETO, OTYMTA, HAHACS, BIKCBA TPUTE CH MMEHA M IOIMKHCBA
pe3yaTaTta OT OpUEHTHPOBBYHOTO u3cieaBane Ha ABO kppBHATa rpyma B KapTara Ha JOHOpA.

Un. 6. KonreliHepuTre ¢ KpbBHHTE MNPOOM U MpHIpYXKaBallara IOKYMEHTAIUsl c€ u3Mpaiiar B
naboparopusTa He MO-KbCHO OT 48 yaca cje/l B3eMaHeTO Ha KPbBTa.



Yn. 7. KoHrteliHepuTe ¢ KpbBHUTE MTPOOU C€ ChXpaHsBaT Ipu Temieparypa ot +2° no +8°C.

Un. 8. (1) KonrelinepuTe ¢ KpbBHUTE MPOOH CE€ MPHEMAT OT JieKap WJIM JIAOOPAaHT, KOWTO CBepsBa
JIAHHUTE OT €TUKETa Ha KOHTEHHEpa U MPpUApYKaBalaTa J0KyMEHTAIHS.

(2) Konteiinepute ¢ KpbBHU MPOOH CE MpenaBaT B JJaOOPaTOpUsATa ¢ MPUEMHO-IPEaBaTEICH MTPOTOKOJI,
ChABPIKAI clieTHaTa HHMOPMAITHS:

1. Ne Ha mpueMHO-TIpe1aBaTEIHUS IPOTOKOJT;

2. 3aBeJIeHUE, B3€JI0 KPHBTA WIH ChCTABKUTE;

3. yHUKaJIeH UACHTU(UKAIIMOHEH HOMEP Ha eMUHULIUTE (OapKo);

4. M€ ¥ MOJIHUC Ha JIMIIETO, U3BBPIIIIO TPOBEPKa HA KOHTEHHEPUTE;

5. M€ Y TIOJINKC Ha JIUIETO, MPUETI0 KOHTCHHEPHUTE.

(3) He ce mpuemar 3a wu3clieiBaHE KOHTEWHEPH C KPBBHU TNPOOHM, NMPU KOUTO HE Ca CIAa3CHU
W3HCKBAHUATA, TOCOUeHn B Uil 4,5, 6 m 7.

(4) He ce muscnenBar KOHTEWHEpU ¢ KpbBHH MPoOU C BUAMMHU JaHHU 3a Xemoiu3a. KoHreiiHepure ce
YHUIIO)KABAT OT JIa0OpaTopusTa, Mprueia KPbBHUTE TPOOH.

Un. 9. J/luarHocTukata Ha KPbBHHUTE MPOOHM c€ W3BBPINBA C PEareHTH, pas3pelieHd 3a ymorpeda B
CTpaHaTa M OTrOBapsAIly HAa U3UCKBAHUATA 110 TIpriokeHue Ne 1.

Yn. 10. Bcuuku pe3ynTaTé OT H3BbpIICHATa JUATHOCTHKA C€ HAHACAT B MPHUIPYKaBalaTa KOHTeWHepa C
KpbBHA MpoOa JOKyMEHTAlWsi B CHOTBETHUTE HHMBAa Ha perucTbpa mo wi. 36 or 3akoHa 3a KPbHBTA,
KpbBOAapsBaHeTo U KpbBonpenuBaneTo (B, 6p. 102 ot 2003 r.) (3KKK) u ce cbxpaHsBaT Ha XapTHEH
HOCHUTEN B 1JaOOpaTOpHsTa, U3BbPIINIIA U3CIECIBAHETO.

Yn. 11. (1) OkoHuaTenHOTO OmpejeisHe Ha KpbBHHUTE Tpymnu oT cuctremMara ABO ce m3BbpIIBa 10
KPBCTOCAHUSI METOM, KOWTO BKIIIOUBA:

1. uzcnenBane Ha aHTureHuTe ot cucremMara ABO ¢ tect-pearentu aHtu-A, aHTu-B, anTH-A+B nmu
anTu-AB;

2. u3cienBaHe Ha aHTU-A U aHTU-B aHTUTEnaTa ¢ TecT-eputpountu A, Az, B u 0.

(2) Tlpu mbpBUTE JaBE MOCIEAOBATEIHM B3eMaHHsS Ha KPbB OT €IAMH JOHOP KPBBHHTE TPYIH OT
cucreMata ABO ce omnpemensT ycmnopeaHO C JBa pa3IMYHU KOMIUIEKTa TECT-PEareHTH |
TECT-EpUTPOLUTH, KaKTO CJIEeBa!

1. Tect-pearentu (aHTu-A, auTH-B 1 anTH-AB), OTyUYeHU OT J1Ba pa3IMYHU U3TOUHHKA;

2. TrecT-epuTporuti A1, A2, B 1 0 - mo 1Ba KOMIUIEKTa OT JBa Pa3IuYHU H3TOYHUKA.

(3) Ipu cnenBamy B3eMaHUs Ha KPbB KPbBHUTE IPYIH C€ U3CJICABAT C €MH KOMILUICKT TECT-PEarcHTH U
TecT-epuTporuTh. [lomydeHuTe pe3yiaTaTH ce CpaBHSBAT C TE€3W OT NPEAMIIHUA B3E€MaHUs Ha KPbB,
chxpanenu B peructbpa mo wi. 36 3KKK, Bogen Ha mbpBO M BTOpo HHBO. [Ipm HechBmajieHue Ha
pe3yiTaTUTe C€ HM3WMCKBAa HOBAa KPBhBHA Mpoda OT CHOTBETHATAa €IWHHUIIA B3eTa KpbB. [loBTOpHOTO
u3CcJe/IBaHe Ha KPbBHU IPYIH CE U3BBPIIIBA C IPYT KOMIUIEKT TECT-PEareHTH U TECT-EPUTPOIIUTH.

(4) MMoarpynute Ha A antureHa (A1 u Az) ce onpeesaT B CIydanuTe, KOrato ce Hajara moadop Ha KpbB
3a MaIMeHT, B YUWTO CEPYM Ca YCTAHOBEHHU KJIMHUYHO 3HAUUMH aHTHU-A1 aHTUTENA.

(5) Turbp Ha aHTH-A ¥ aHTH-B aHTUTENA Ce M3CTeBa caMo B ClIy4auTe, KOraTo OpeeieHaTa eanHHIa
KPbB WJIM KPbBHM KOMIIOHEHTH HsIMa Ja c€ mpesiuBa M30rpynoBo no cucremara ABQ. Pesynrarure ca
BaJIMTHU CaMO 3a ChOTBETHATA €IMHUIIA U HE MOTAT Jla C€ U3MOJ3BAT NIPH MOCIEABAIIO B3€MaHe Ha KPbB
OT ChILIUS JOHOP.

Y. 12. (1) Rh (D) anTHreH ce u3cieaBa Ha BCIKa SAMHHUIA B3€Ta KPbB.
(2) Tlpu mepBHTE aBE MOCIEAOBATEIHH B3€MaHHUS HAa KPbB M3CICABAHETO CE€ M3BBPIIBA YCIOPEIHO C
aHTu-D TecT-peareHTH, MOJyYeHHU OT JIBa Pa3JIMYHU U3TOYHHKA.



(3) IIpu crnenpamy B3eMaHHWs HA KPbB W3CJICBAHETO CE M3BBPIIBA C aHTU-D TecT-peareHT OT eIAHH
U3TOYHMK. Pe3ynTaThT ce CpaBHSBA C pE3yNTATHTE, MOJYUYEHH OT MIPEIUIITHN B3EMaHU Ha KPBB.

(4) Ilpu HechBIAACHNE HA PE3YJITATHTE CE M3MCKBA HOBA KPbBHA MP0oOa OT ChOTBETHATA €IMHHUIIA B3ETa
kpbB. U3cnensanero Ha Rh (D) aHTHreHa ce M3BBPINBA C TECT-PEareHTH OT JAPYT U3TOUYHHK.

(5) Bcsika emunmiia kpbB, onpenaeneHa kato Rh (D) orpuiiarenna, ce u3cieaBa JOMBJIHUTEIHO 3a
Hannuue Ha ¢1ab Rh (D) anturen (DY).

Yn. 13. (1) Beska Rh (D) orpunarenHa eavHuIia B3€Ta KPbB MPH IIBPBUTE JBE MOCIIEIOBATCIIHU
B3eMaHusi Ha KpbB ce m3cienBa 3a C m E anturenure ot cucremara Rhesus. M3cnenBanero ce
ochliecTBsiBa ¢ MoHocmnenupuuan aHtu-C u aHTH-E TecT-peareHTH WM ¢ TOJIHCIEHHPHIHH
anTu-C+D+E nnu antu-C+D u autu-D+E TecT-peareHTH, mojayyeHu oT JABa pa3IndHU U3TOYHHKA.

(2) Tlpu crenpamy B3eMaHHs Ha KPBB C€ M3MOJ3BAT PE3Y/ITATHTE, MOJYYCHH MPU MPEIUIIHUTE JIBE
B3€MaHMs U CbXpaHeHH B peructbpa 1o wi. 36 3KKK, BoseH Ha mbpBO U BTOPO HUBO.

Yn. 14. (1) UscnenBaneto Ha anturenure C, ¢, E, € oT cuctemara Rhesus Ha enuHuIa B3eTa KPbB Ce
U3BBPIIBA B CIyYaWTe, KOraTo € HeOOXOIUM MOA00p Ha KPhB WIM KPHBHU CHCTABKH 32 MPEITUBAHE IO
Rh ¢enorum.

(2) Auturenute C, ¢, E, ¢ oT cuctemara Rhesus ce uzcnensar Hesasucumo ot Rh (D) npunaiexxHocTTa
Ha B3€TaTa CIMHHIIA KPbBB.

(3) Ilpu mbpBHTE MABE TMOCICIOBATCIHH B3eMaHHS Ha KPbB H3CICBAHETO CE€ W3BBPIIBA C
MoHocrierupuuau aHTH-C, aHTH-C, aHTH-E W aHTH-¢ TeCcT-pearcHTH, MOJYYEeHH OT JIBa pa3IuyHH
U3TOYHUKA.

(4) Tpu crneaBamy B3eMaHHs Ha KPBB CE U3IOI3BAT PE3yITATHTE, MOIyUYEHH OT MIbPBUTE JIBE B3EMAHUS
Ha KpbB U cbXpaHeHU B peructbpa 1o wi. 36 3KKK, BongeH Ha bpBO U BTOPO HUBO.

Yn. 15. (1) Epurpornuraure antureHn m3BbH cuctremutre ABO m Rhesus ce uscneasar B ciydawmre,
KOTaTo € Heo0X0AuM MMoI00p Ha KPBB MM KPbBHU ChCTAaBKH 3a NMPEJIMBAHE 10 aHTUTeHHA (GopMyIa.

(2) Tlpun mbpBUTE JABE TMOCICHOBATEIIHM B3€MaHHs Ha KPbB CPUTPOIMTHUTE AHTUTECHH OT JPYTH
kpbBHOrpynoBu cuctemu karo KEL, MNS, Duffy, Kidd, Lewis, P, Lutheran u np. ce m3ciaenBat chbe
CHOTBETHHTE CHCHU(UYHH TECT-PEAreHTH.

(3) Ilpu crenpaiuy B3eMaHHs Ha KPBbB CE U3IOJI3BAT PE3YNITATUTE, MTOMYUYCHH OT IIBPBHUTE JIBE B3CMaHMUS
Ha KpbB U cbXpaHeHU B peructbpa 1o wi. 36 3KKK, BoseH Ha bpBO U BTOPO HUBO.

Un. 16. (1) Besika enuHuia B3eTa KPbB C€ M3CIEABA YPe3 KOMIUIEKC OT METOAM 3a YCTAHOBSBaHE
HAJIMYUETO HA AaHTUEPUTPOLIMTHU aHTHUTeNa. M3ceBaHeTo BKIIOYBA!

1. nupexten anTurino0ymuHOB TecT (JJAI'T) ¢ mommcnenuduieH anturao0ymmHoB cepym (AIC);

2. uaaupekteH anTurno0ynmnHoB TecT (MAI'T - Coombs Tect) ¢ monucnenupuuen AI'C;

3. arlyTUHALMOHEH U €H3WMEH TECT WJIM JIPYTU TECTOBE C €KBUBAJICHTHA YYBCTBUTEIIHOCT.

(2) Tpu noNOXKUTENCH pe3yiTaT OT H3CICABAaHE 32 AHTHEPUTPOLUTHH AHTUTENIA CE H3BBPIIBAT
JOMBTHATETHN MMYHOXEMATOJIOTUYHH M3CIICIBAHUS 32 YCTAHOBSBAHE HA CHEIMU(PUYHOCTTA M TUTHPA
uM. [Ipy HEeBB3MOXKHOCT 3a ompe/ensHe crenupUIHOCTTa Ha AHTUEPUTPOLIUTHUTE aHTUTENa MpobaTa ce
u3Mpala 3a OKOHYaTeIHa JUArHOCTHKA B HalMoHamHHUS LEHTHp MO XEeMAaTOJOTHS M TPaHC(Y3UOTIOTHS
(HIIXT).

(3) Besika emuHMIla B3eTa KPBB C MOJOXKHUTEICH PE3yJaTaT OT M3CICABAHETO 3a AHTHEPUTPOIUTHU
aJI0aHTHUTENa Ce U3MO0J3Ba ChITIACHO TabauuaTa B npuioxeHue Ne 2.

(4) Bzera eqununa kpbB ¢ nonoxuresneH JJAI'T He ce n3non3Ba 3a KITMHUYHO MPUIIOKECHHE.

(5) EputponmreH u TpoMOOIMTEH KOHIICHTpAT, MOJYy4YeHH OT KpbB c monoxkuteneH JATT, we ce
M3I0JI3BAT 32 KJIMHUYHO MPHUIIOKEHHUE.

(6) ToHOp Ha KPBB, YMUUTO PE3YJITATH OT U3CJICIBAHE 3 AHTUCPUTPOIIUTHH aHTHUTENA € TIOJIOKUTEINICH, Ce



HH(bOpMI/Ipa H CC HACO4YBa KbM JIMYHHA JICKAp 3a AOINBJIHUTCIHHU H3CJICABAHHA W KOHCYJITAIlUU. Or
ChIIOTO JHUIEC CC B3E€MAa OTHOBO KPBB IIPHU JIMIICA HA IIPOTHUBOIIOKA3aHUA U CJICIA OTPHULATCIICH pE3YyJITaT
OT HU3CJICABAHC 3a AHTUCPUTPOLMTHH AHTHUTCJIA, U3BBPIICHO HC IIO-paHO OT 6 MECClla OT IMBPBOTO
H3CJICABaHC.

Un. 17. Bepxy eTmkera Ha BCSKa eIWHWIIA B3eTa KPBB C€ HAHACAT CJICIHUTE JaHHH OT
UMYHOXEMATOJIOTUYHHU H3CIICABAHUS:

1. KpBBHOTPYMOBUTE AaHTUTEHU OT cucTemMata ABO; B 3aBHCHMOCT OT KpbBHATa rpyra €THKCTHUTE Ha
€JIMHUIINTE C KPBB MM KPHBHHU ChCTABKH Ca OI[BETCHHU, KAKTO CIIC/IBA:

a) KpbBHA Tpyna A - B CHHbO;

0) kpbBHa rpymna B - B uepBeHo;

B) KpbBHA rpyna 0 - B 0s110;

r') KpbBHa rpyna AB - B )XbTO;

2. Rh (D) anTures:

a) eIMHUIUTE KPbB ¢ mosokuteneH pesynrat 3a Rh (D) anturen ce erukerupar xato Rh (D) (+)
MIOJIOXKHUTETHU; TEKCTHT BbPXY €TUKETA € HAIKCaH ¢ YepHHu OYKBH Ha Osu1 (hOH;

0) emuHunUTe KpBHB ¢ oTpuiareiaeH pesynrat 3a Rh (D) anturen ce erukerupar karo Rh (D) (-)
OTPHIIATEIIHU; TEKCTHT BPXY €THKETA € HaIlMCaH ¢ Oenu OyKBH Ha yepeH (oH;

B) CIMHHUIINTE KPBB C MOJOKUTENeH pe3ynraT 3a ciad Rh (D) anturen (DY) ce erukerupat kato Rh (D)
(+) MOJIOXKUTEITHH;

3. B ciIy4auTe, KOraTto ca M3Cle/IBaHH, Ha €THKETa Ce HAHACIT U MOArpynuTe Ha A aHturena (Ai win
A2), Rh dbenotuna, aHTHUreHUTE OT APYTUTE KPHBHOTPYIIOBH CHUCTEMH, TUThpa Ha aHTH-A U aHTH-B
aHTHTEIIAaTA.

I'maBa Tpera.
JIUATHOCTUKA HA KPbB U KPbBHU CbCTABKHU 3A TPAHCMUCUBHU UH®EKIIUN

Un. 18. /luarHocTHka Ha B3€Ta KPbB U KPHBHU ChCTAaBKH 3a MapKepu Ha TPAHCMHCHBHH HH(DEKINH ce
U3BBPIIBA B IICHTPOBE 32 TpaHC(HY3HMOHHA XEeMAaTOJIOTHs, ChITIaCHO NpaBuiiata Ha [loOpaTta nabopaTtopHa
IIPAaKTHKa U MIPH CTIa3BaHE HAa M3MCKBaHUATA HA Ta3u Hapenaoa.

Un. 19. 3a quarHocTtuka Ha B3eTaTa KPbB C€ M3MOJI3BAT peareHTH, KOUTO UMAaT pa3pelleHne 3a ynorpebda
B PenyOnuka bwarapus. Bcesika HoBomosydeHa mapTuja TECTOBE C€ IMpUEMa ChC CEpTUPUKAT 3a
Ka4eCTBO.

Yn. 20. (1) Besika emuuuiia B3eTa KpbB Ce€ H3CAeABa 3aabDKUTENHO 3a antd HIV 1, 2 anTtuTena,
MOBBPXHOCTEH aHTUTEH Ha xenatut B, antu HCV anturena u antutpenonemMuun antutena. Cbe 3amoBe;y
Ha MUHHCTHPA Ha 3JpaBEOIa3BaHETO MOXKE JIa CE BbBEJAT U IPYTH 3aIbJDKUTCITHA U3CIICIBAHUS.

(2) donopwure no wi. 6 3KKK ce nsciensar 3a Bcuuku mapkepu 1o ai. 1 g0 10 gau npeau B3eMaHeTo Ha
KPBB.

(3) Jonopure Ha KpbBHH CHCTAaBKH, MOJYYCHH upe3 Iutazmadepesa u nurodepesa, ce U3CACaABAT 3a
BCHYKH Mapkepw 1o ai. 1 go 10 qau npeny BKIIFOYBaHE B TporpamMuTe 3a adepesa.

(4) loHopuTe Ha aBTOJIOKHHU IIPEIONEPATUBHO B3E€TH CAMHHIIN CE U3CIEABAT 32 BCHUKHA MapKePH II0 al.
1 npenu BKIIIOYBAHE B MPOTPAMHUTE 3a aBTOJIOKHO jAapsBaHe. [Ipu Hanuvue Ha MOJOKUTETIEH MapKep
PEIICHUETO 3a BKIFOYBAHE B IIPOTPAMHUTE CE B3eMa OT JICKYBAIIUs JIeKap.

Yn. 21. (1) JoHopuTe Ha KPHB 3a MMYHH3AIMS MPEAM B3EMAHETO HAa KPbB CE M3CJCABAT 3a BCHYKHU
Mapkepu 1o 4. 20, an. 1.



(2) B3etara KpbB 3a UMyHH3AIMs CE€ ChXPaHsSBa B 3aMPa3¢HO CHCTOSHHE 3a IEPUOJ HE IMO-MAajKO OT
mect Mecena. Ciies1 To3H MEPHOT TOHOPHUTE CE U3CIIeIBAT OTHOBO 3a BCUYKH Mapkepu 1o wi. 20, ai. 1.
(3) Ilpu oTpumartenHu pe3yaTaTH B3eTaTa KPbB C€ OCBOOOKIaBa 3a MMyHH3alus. [Ipu MOJI0XKHUTEIEH
pe3yNTaT OT €HO WX MTOBEeYe U3CIIeIBaHNUS KPBBTA HE Ce JOITyCKa 3a M3I0JI3BaHE.

Yn. 22. (1) KouTeitHepure ¢ KpbBHH MPOOH OT B3eTa KPbB U KPHBHH CHCTABKH TPSOBA Ja OTTOBApAT Ha
W3UCKBaHMATA 1O UiI. 4, 6 1 7.

(2) KonTteitHepute ¢ KpbBHH IPOOH OT B3€Ta KPbB M KPbBHU ChCTABKH CE€ MPEIaBaT B JabopaTopHsTa ¢
MPUEMHO-TIpeAaBaTeNieH MPOTOKOJ, ChABPIKAIL ClieHATa HH(OPMALIUS:

1. Ne Ha mpuemMHO-TIpe1aBaTEIHUS TPOTOKOJT;

2. n1euyebHO 3aBe/IeHUE, B30 KPbBTA UM ChCTABKUTE;

3. yHHKaJIeH WIeHTU(UKAIIMOHEH HOMED Ha eTMHULIUTE (0apKon);

4. Me U MOJNKC Ha JIMIIETO, U3BBPIIUIIO MPOBEPKA HA KOHTEHHEPUTE;

5. M€ ¥ TOANMUC Ha JULETO, IPUETIO KOHTEHHEPUTE.

(3) Uscnensanusita ce M3BBPINBAT J0 5 JHH OT B3€MAHETO Ha KPbBTa. AKO Ce Haiara 3a0aBsiHe Ha
M3CIIEIBAHUSTA, CE OTIENS CEPYM WM IJIa3Ma M C€ ChXpaHsABa 3aMpa3eH [0 CJIE/IBAILIOTO U3CJE/IBaHE,
0co0eHO mpH H3IpaliaHe Ha MPoOUTe 110 JTabOpaTOPUUTE, U3BBHPIIBAIIN ITOTBBPANTCITHA H3CICIBAHMS.
(4) Bcekun moHOp W/uiu B3eTa eIWHUIIA KPBB ce M3ciieaBa 3a Bcudyku mapkepu no wi. 20, an 1. [pu
OTpHULIATENICH pEe3yJITaT B3eTaTa €IWHUIA KPHB WM IMPOU3BEICHUTE OT HEsl KPbBHU CBHCTABKU CE
O0CBOOOKJaBaT 3a KIMHUYHO TNPWIOKEHHE WIM mpepaboTka. Pe3ynraTure OT u3CIeABaHUSITA CE
chxpansaBaT B peructbpa mo wi. 36 3KKK, BoieH Ha bpBO ¥ BTOPO HUBO U HAa XapTHEH HOCUTEI, KOMTO
ce ChXpaHsBa B 1ab0paTopusTa, U3BHPILINIA U3CIEABAHETO.

(5) [pu mosIoKUTENCH PEe3yaTaT OT U3CICIBAHETO 33 BCEKU MapKep (ITbPBUYHO MOJIOKUTEIICH Pe3yJITaT)
KpbBTa WIM TOJYyYEHUTE KPBBHU CBHCTABKU c€ OJOKMUpAT M Ce KapaHTHHHpAT 10 MOJy4yaBaHE Ha
OKOHYATENHUs pe3ynrar. KpbBTa W KpbBHHTE CHCTaBKM TpsiOBa na ObAar sICHO 00O3HAaueHH, 4e ca
Oyokupanu. MaTeprarbT ce u3ciieBa OTHOBO JBYKPATHO.

(6) Axo mpu MOBTOPHOTO M3CJICABAHE CE MOJIyUaT JIBa OTPHUIIATESIIHU PE3yJITaTa, KpbBTa HITH MOJyUYCHUTE
OT HEsl KPbBHU CHCTABKH CE€ OCBOOOKIABAT 3a KIMHUYHO MIPHIIOKEHUE WIIH ITpepadboTKa.

(7) Axo nipu MOBTOPHOTO U3CIIEABAHE CE MOJyYaT JABa MOJOKUTETHHA PE3yJITaTa WK €AUH TTOJIOKUTEICH
U €JIMH OTPHIIATEIICH Pe3yJiTaT, MpodaTa ce mprueMa 3a MOJIOKHUTEITHA. AKO U3CJICIBAHETO € TPOBEACHO
BBPXy Mpoda OT JAOHOpa, 3a MOTBBPKJIAaBaHE HA pe3yjiTara TO Ce MOBTaps C MaTepuan OT B3eTaTa
eqununa. [lpu nporuBopeune B pe3ysITaTUTE 32 OKOHYATEJIEH pe3yiTaT ce MpueMa TO3H, MOJyUeH MpHu
u3cJe/IBaHe Ha MaTepual, B3eT OT eAuHULaTa. [Ipu NoTBbpk1aBaHe Ha MOJIOKHUTEIHUS pe3yaTaT KpbBTa
WM KPBBHUTE ChCTABKH U B3€TUTE KOHTPOIIU CE TOKyMEHTHUpAT, OpaKyBaT U YHHUIIIOKABAT.

Yn. 23. (1) Beuuku npobu, nonoxurtesiHu 3a Mapkepu mo wi. 20, an. 1, mouiexxat Ha MOTBBPAUTEIIHH
U3CIIIBAaHMS, KaKTO CIIe/(Ba!

1. mpu wm3mpam@aHeTo Ha MPOOH 10 J1a0OPaTOPUUTE, U3BBPUIBAILM IOTBBPAUTEIHU H3CIECIABAHUS, €
HEoOXOAMMO J1a Ce CIa3BaT M3MCKBAHMATA 38 TPAHCIIOPTHPAaHE HAa OMOJIOTHYHU MaTepHAIIH;

2. B CBHIPOBOJUTEIHUTE MHCMa CE€ ONHUCBAT WUACHTU(UKAIMATA HAa MPOOHUTE, CTOWHOCTUTE Ha
BPBUYHUTE W TIOBTOPHHUTE TTOJIOKUTEIHU PEeakiMu (MM CTETICHTa Ha TOJIOKUTENHA peakius mo 4+
cUCTEMa M TUTPH NPH U3CIIeIBAHUATA 32 CUPHUIUC ChC CIIEHU(PUYHM aryTHHAIIMOHHU TECTOBE);

3. mpu TOJIOKUTENCH pe3yaTar 3a antu HIV anTutena mppBudHaTa mpoba U mpoba OT eIWHUIATa ce
U3Mpallar B onpeaeneHaTa pedepeHTHa 1adbopaTropusi, KaTo:

a) MpU OTpHULATENICH PE3yNTaT OT MOTBBPAUTEITHHTE HW3CIEIBAHHS JOHOPBT HE CE€ OTCTPAHABA OT
Obemy B3eMaHus Ha KPbB;

0) aKo Ipu NOBTOPHO M3CJIEIBAHE HA CHIIMS JOHOP CE MOIYYH MOJOKHUTEICH PE3yNTaT PH CKPUHHUHT U
OTpHUIATENIEH PEe3YITaT B HOTBBPAUTEIICH TECT, JOHOPBT CE OTCTPAHsIBA OT OBJICIIN B3eMaHHs Ha KPbB;
B) NPHU HEONpPEAETICH Pe3yATaT OT NOTBBPAUTEIHUTE TECTOBE U3CIIEIBAHUATA CE TIOBTAPAT C HOBA Mpoda,



OCHTypeHa OT KIWHUKUTE M JucnaHcepute mo jgepmatonoruss u BeHeposorus (KAJB); mpu
OTpHULIATENIEH Pe3yJTaT OT CKPUHUHT WU TOTBBPJAUTEIEH TECT JOHOPHT Ce€ JOMycKa J0 Obaeniu
JapsiBaHMsI; MPU MMOBTOPHO HEOMpPEAENICH pe3yiTar JAOHOPHT C€ OTCTpaHsBa OT ObJACHIM B3eMaHHUS Ha
KpPBbB;

') MPH TOJIOKHUTENICH PE3yJITaT OT MOTBHPAUTEIHUTE U3CIEABAHUS JOHOPHT CE€ OTCTPAHSBA OT OBJICIIH
JapsiBaHUs;

4. mpu TIOJOKUTEJIEH PE3yJITaT 3a MOBBPXHOCTEH AHTUTEH Ha XemaTuT B momokurenaHaTa mpoba oT
€JIMHUIIaTa ce U3clie/iBa ¢ HeyTpaiuzanuoHeH tecT B [ITX, karo:

a) TP OTPHIATENICH Pe3yJTaT OT MOTBHPAUTEIHUTE H3CJICABAaHUS TOHOPHT HE CE€ OTCTpPaHsABa OT
ObJeny B3eMaHus Ha KPbB;

0) ako IpH MOBTOPHO M3CJIEJIBAHE HA CHINUSI JOHOP CE MOJIYUH MOJOKHUTENICH pe3yaTaT IPU CKPUHUHT U
OTpHUIIATEJICH PE3YJITAT B MOTBHPAUTEIICH TECT, JOHOPHT CE OTCTPAHsBA OT OBJICHIN B3eMaHU HA KPBB;
B) IIPH MOJIOKUTEIIEH PE3YJITAT OT MOTBBPAUTEIIHUTE U3CJICIBAHUS TAPUTENSAT CE OTCTPaHsIBA OT ObICIIN
B3E€MAaHUs Ha KPbB;

5. mpu monoxuteneH pesynrar 3a antu HCV anTutena mppBuyHaTa mpoba u mpoda OT eAMHUIIATA CE
m3npamat B HIIXT, karo:

a) TpU OTPHIIATEICH PEe3ydTaT OT MOTBBPAMTEITHUTE H3CJIE/BAaHUS TOHOPHT HE CE€ OTCTpaHsiBa OT
ObJemy B3eMaHMs Ha KPbB;

0) ako Mpu MOBTOPHO M3CIEABAHE HA CHIIHS JOHOP CE€ MOJYYH MOJIOKHUTEICH Pe3yiTaT MPU CKPUHUHT U
OTpHULIATEIIEH PE3YJITAT B MOTBHPAUTEINIEH TECT, JOHOPHT CE OTCTPAHsBA OT OBJICIM B3eMaHUs HA KPHB;
B) IIPH HEOTPE/IEIICH PE3yJITaT OT MOTBBPIUTEITHATE TECTOBE M3CJICABAaHUATA CE TTOBTAPAT C HOBa Mpooa,
B3€Ta OT JOHOpa, ocurypeHa oT XEW; npu orpuiiaTesied pe3yaTaT OT CKPUHUHT U MOTBHPAUTENICH TECT
JIOHOPBT CE€ JIOMYyCKa /10 OBJCIIN B3eMaHMs HA KPBB; MIPH MMOBTOPHO HEOMpPEAEIIEeH pe3yaTaT JOHOPBT Ce
OTCTpaHsiBa OT Ob/ICIIN B3EMaHUs HA KPbB;

T') MPU TOJIOKHUTEIICH PE3yJITaT OT MOTBHPAUTEIHUTE U3CIEABAHUS JOHOPHT CE€ OTCTPAHSBA OT OBICITH
B3E€MaHUs Ha KPbB;

6. TIpY TOJIOKUTEIICH PE3yNITAT 32 AHTUTPEIIOHEMHH aHTHUTEIIA TIOJIOKUTEITHATA IMPoda OT eIUHUIATA Ce
U3CTIe/IBa C JOMBIHUTENCH CIIeU(UYCH TECT, KaTo:

a) TP OTPHUIIATENICH PE3yJITaT OT AOIMBIHUTEIHUTE U3CIEABAHUS JOHOPBT HE C€ OTCTPaHsIBaA OT ObICIIN
B3E€MaHUs Ha KPbB;

0) ako MpU MOBTOPHO M3CJIEIBAHE HA CHIIUS JOHOP CE MOJYUH MOJIOKHUTENIEH pe3yaTaT IPU CKPUHUHT U
OTpHUIIATEJICH PE3YJITAT B JOMBJIHUTEIEH TECT, TOHOPHT CE OTCTPaHsABA OT OBbJCIIN B3eMaHHS HAa KPbB;

B) TIPU TOJIOKUTEJICH PE3YNTAT OT JOMBIHUTEITHUTE U3CIICBAHUS JOHOPHT C€ OTCTPAHSIBA OT OBACIIU
JlapsiBaHus.

(2) JanHuTe 3a TOHOPH, TPAMHO OTCTPAHEHU OT OBJCIIM B3EMaHHs HA KPBB, CE BIMCBAT B PErHCThPA IO
q71. 36 3KKK Ha Bcsiko HUBO.

(3) lanauTe 3a TOHOPHU C MOTBBPJCHH TOJIOKHUTEIHU PE3YJITATH 33 MOBBPXHOCTEH aHTHICH HAa XEHATUT
B u anturena cpemnry xenatut C ce cro0maBat Ha XEN.

(4) JlaaHWTE 32 JOHOPH C MOJIOKUTEIICH TECT 32 aHTUTPEIIOHEMHHM aHTUTeNa ce choOmanaT Ha K/[/IB.

I'maBa yeTBBpPTA.
IMPEPABOTKA HA KPbB U KPbBHU CBbCTABKHA

Un. 24. TIpepaGoTBaHeTO Ha B3eTaTa KPbB U KPbBHU CHCTaBKU € TEXHOJIOTMYEH MPOIIEC, TPU KOWTO upe3
U3II0JI3BAHETO HAa CTAHJAPTHU METOH 32 pa3leisiHe W/ WU TOMBIHUTEIIHO 00pab0TBaHe Ce MOTyJyaBart:
1. KpBB ¥ KPBBHM CHCTABKH 33 KIMHUYHO IPHIIOKEHUE;

2. U3X0JHA CypOBHMHA 32 MPOU3BOJICTBO Ha JIEKApCTBA, MOJIYUYEHHU OT IJ1a3Ma.



Yn. 25. (1) KpbBTa ¥ KpbBHHTE ChCTaBKU CE MpepadOTBAT B OT/ACICHHUS 3a MPepadOTKa B IIEHTPOBE 3a
TpaHc(y3MOHHA XeMaTOJOTHs TIPH ClIa3BaHe Ha MpaBwiata Ha JoOpara mpou3BOACTBEHA MPAKTUKA U B
CHOTBETCTBHUE C IOCTIDKEHUATA HA HAYYHO-TEXHUUECKUS MTPOTrpec.

(2) Beuuku nponieAypu, U3IMOJI3BaHU MIPU MpepaboTKaTa Ha KPbBTA U KPHBHUTE CHCTaBKH, CE€ U3BBHPILIBAT
B CHOTBETCTBUE ChC CTAHAAPTHH OMEPATUBHU MTPOTOKOIIH.

Uom. 26. HpI/I Hpepa6OTBaHCTO Ha KPBbBTA JOKYMCHTAUATA CC BOAU HAa XapPTHUCH U CIICKTPOHCH HOCUTCII.

Un. 27. Tlpu npepaboTkaTta Ha CTaHJApTHA €AMHMIIA B3€Ta KPBB C€ TOJydYaBaT CIICTHUTEC KPHBHU
CHCTaBKHU:

1. epUTpPOLIUTEH KOHILIEHTPAT;

2. epUTPOLIUTEH KOHIIEHTPAT ¢ J00aBEH pa3TBOpP;

3. epUTPOLIUTEH KOHIIGHTPAT C OTCTPAHEHA JICBKOIIMTHATA TICJICHA;

4. epUTPOIMTEH KOHIICHTPAT C OTCTPaHEHA JICBKOIUTHATA ITeJIcHa ¢ J0OaBEH pa3TBOp;
5. epUTPOLIUTEH KOHIIEHTPAT 00€3JIeBKOIIUTEH;

6. epUTPOIIMTEH KOHIIEHTPAT 00E3JIEBKOIIUTEH C I00aBEH Pa3TBOD;

7. €pUTPOLIUTEH KOHIIEHTPAT IPOMUT;

8. epUTPOIUTCH KOHIIEHTPAT 3aMpa3eH;

9. mpsicHo 3ampa3sena miazma (I1311);

10. ma3ma ¢ HaMajeHo ChAbP)KAHKUE Ha TAOWITHU KOAaryJalMoOHHU (aKTOpH;

11. TpOMOOIIMTEH KOHIICHTPAT;

12. TpOMOOIIMTEH KOHIICHTPAT IPOMHT;

13. TpOMOOIIMTEH KOHIIEHTPAT 00€3JIEBKOIIUTEH;

14. TpoMOOIIMTEH KOHIIEHTPAT 3aMpa3eH.

UYn. 28. (1) KpbBra miv KpbBHHUTE CHCTaBKH, MOJY4YeHH upe3 adepesa, ce B3eMaT B ChOTBETCTBHE C
W3UCKBaHUATA OT JOHOPH, KOMTO OTTOBAPST HA YCTAHOBEHUTE KPUTEPHUH 32 TIOA00P.

(2) KpbBTa 1 KpbBHUTE CHCTABKM CE B3EMAT B 3aTBOPEHA CHCTEMa OT CTEPWJIHU IIACTMACOBH CAaKOBE C
pa3nYHd KOH(UTypaluu, ChIbP)KAlld KPHBOKOHCEPBUpANI pa3TBOp (IIPH HIKOM KOHPUTYpaIlu U
no0aBeH pa3TBOp), pa3pelleHu 3a yrnorpeda B Pemybnuka boarapus.

Un. 29. EguHunuTe KpbB M KPBBHU CHCTABKH C€ NpHEMaT B OTACIIEHHETO 3a MpepadoTka ¢
NPUEMHO-TIPE/IaBaTeNIeH MPOTOKOJI, B KOMTO ce ChIIbpkKa ciieHaTa HHPOpMaIus:

. T1e4yeOHO 3aBeJIeHHE, B3EJIO KPBBTA;

. TIOpeJIeH HOMep;

. I/II[eHTI/Iq)I/IKaLII/IOHCH HOMCP Ha CAMHHUIIATA,

. ODUCHTUPOBBYHA KPbBHA IPYTIa;

. JlaTa ¥ 4ac Ha KPbBOB3EMAHETO;

. KOJIMYECTBO B MUJIUJIUTPHU;

. IPOJBIKUTEITHOCT HA KPHbBOB3EMAHETO B MUHYTH;

. TEMIIEPATypPEH PEKUM Ha ChXpaHEHUE U TPAHCIIOPT J0 MpepadboTKara;

. uMe, (haMuIIus, JUTHKHOCT U TOJIUC Ha PEAaBanioTo U MPUEMAIIOTO JUIHKHOCTHO JIHIIE.
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Yn. 30. (1) Eaununmre B3eTa KPbB WIKM KPHBHH ChCTABKH CE HACOUBAT 3a MpepadoTKa, KaTo Ce OTYUTAT
CJICTHUTE MHIUBUYATHH ITapaMeTPy Ha BCSIKA CIMHUIIA!

1. IpOABIHKUTETHOCTTA HA KPHBOB3EMaHE;

2. BUIBT W crenu(UKanusaTa Ha 3aTBOPEHATa CHUCTEMa OT IUIACTMACOBUTE CAKOBE, B KOUTO € B3eTa
KPBBTA;

3. TeMmiepaTypara Ha CbXpaHEHHUE, TPAHCIIOPTHT M BPEMETO JI0 IpepadoTKaTa;



4. mpou3BOJICTBEHATA IIporpamMa Ha IEHThpa 3a TpaHC(PY3HMOHHA XEMAaTOJIOTHS, OTUMTAIIA HYXAUTE Ha
JedeOHUTE 3aBeJCHUS 32 OOJHUYHA MOMOII M Ha JHUCIIAHCEPHUTE C JIeTJIa OT OMpeJeNieH BUJ KPbBHU
ChCTaBKH, M HY)KJaTa OT IIa3Ma 3a MPOU3BOJICTBO Ha JIEKAPCTBA.

(2) Besika cTaHgapTHA eMHUIA B3€Ta KPbB B ChOTBETCTBHE C MHAMBHIYaJTHHUTE W MapameTpH mo ai. 1
CE BKJIFOYBA B €THA OT TEXHOJIOTUYHUTE BEPHUTH CHITIACHO MpriiokeHne No 3.

(3) Besika equnuMIla KphB, B3eTa B HECTAHIAPTHO CHOTHOIICHHUE HA KPBB : KoHcepBaHT (00em ot 300 10
404 mn, B3eTa B KphBOKOHCEpBHUpall pa3TBop 3a 450 *+ 45 mur), ce nmpepaboTBa camo 10 €pUTPOITUTEH
KOHIICHTpAT C HaMaJieH 00eM U HaMaJIeH CPOK Ha TOAHOCT.

(4) Besika equHUMIA B3€Ta KPBB HIIM KPBBHA ChCTABKa CE€ OTIENS, M3TEIIISl U OpaKyBa, B CIydai de:

1. HE e chXpaHsBaHa A0 MPUEMaHETO MPHU TEMIIEPATYPEH PEKUM, OTTOBAPSI Ha ipuiiokeHue Ne 4;

2. € Cc HapyIIIeHa XepMETH3aIH;

3. ¥Ma JIaHHY 32 HAJIM4YKME Ha TOKA3aTeId, OTKJIOHSIBAIIU C€ OT U3UCKBAHMTA HA WI. 29.

(5) Bbpxy Bcsika eAMHHUIIA KPBB WM KPbBHA ChCTAaBKa C€ MPHKpENBA TEXHOJOTMYCH KOJ, YKa3Balll
TEXHOJIOTUYHOTO HANPaBJICHUE 32 MPEepadoTKa.

(6) B3etusT TpoMOOIIMTEH KOHIIEHTPAT Ype3 anaparHa urodepesa Moxke aa obe:

1. M3M0I3BaH TUPEKTHO 33 KIMHUYHO TPUIIOKEHHCE;

2. MOJUIOXEH Ha!

a) IOIBJIHUTEITHO IIEHTPOPyTUPAHE;

0) buntpupane B 1pJI00YMHA C TEBKOIUTHH PUITPHU;

B) IPOMUBAHE.

Yn. 31. (1) IIpepaborkara Ha B3eTaTa KPbB MOXeE Ja 3amo4yHe ¢ (uITpupaHe B IbJIOOYHMHA 3a
OTCTpaHsBaHE Ha JIEBKOIIUTUTE WM C HAYAJIHO HEeHTpodyTrupane.

(2) ®unTpanmoHHaTa TEXHUKA C€ CTAHIAPTH3HMPA BB BCSIKO MPepadOTBAIIO OTACICHUE MO OTHOIICHUE
Ha BCHYKU NapaMeTpH, KOUTO BIMSAT BbPXY €(EKTUBHOCTTa HA Mpoleaypara, Taka ye MOIy4YEeHHUTe
KPBBHHU ChCTaBKH J]a OTTOBApSAT HA MMOKAa3aTeIUTe, IOCOUYEHHU B Tabi. 1 u 2 Ha npuinoxenue Ne 5.

Y. 32. (1) HavanHoTto neHTpodyrupane 3a mojixydaBaHe Ha pa3iHyHH KPbBHU ChCTABKH CE M3BBPIIBA
M0 €IMH OT METOJIUTE, TOCOYEHU B MpuiioxkeHue Ne 6.

(2) TpoMOOIITEH KOHIICHTPAT OT €IMHMIIA KPBB MOXKeE J1a ObJIe TIOJyYEH I10 ABa METO/IA:

1. ot Gorata Ha TPOMOOLIUTH TIIIA3Ma;

2. OT JICBKOIIUTHO-TPOMOOIIMTHA TIEJICHA.

(3) BropuuHoTO TIeHTpOdYyrUpaHe 3a MOTy4YaBaHE Ha KpallHH ChCTABKHU CE M3BBPIIBA IO MMapaMeTpH,
MPENOpPBHYBAHU OT MPOU3ZBOUTENS.

(4) CxopocTTa ¥ BpeMeTO 3a BCEKH METO]] Ha IIEHTpOo(yrupaHe ce moa0upar u CTaHAaPTU3UPAT 3a BCAKA
eHTpodyra Taka, 4e IMOTyYaBAaHUTE KPBBHU CHCTAaBKH Ja OTTOBApsT MO CHCTaB HA IMOKA3aTEIIHTE,
nmocouyeHu B Tadin. 1, 2, 3 u 4 Ha npunoxxenne Ne 5.

(5) Tlpemnu 3apexmaHe Bcska IEHTpodyra ce TeMmIepHpa 10 MOCTHraHe Ha JOJIHATa TPaHMIA Ha
paboTHHS TeMIIepaTypeH JUarna3oH:

1. OCHOBHUSAT TEMIIEPATypPEH PEXUM MpU BcUUKH MeTo U € oT +4°C no +8°C;

2. korato metoabT Ha neHrpodyrupane (I, I wiu 1) mo npunoxenue Ne 6 ¢ 4acT OT TEXHOJIOTHYHATA
BepHra 3a MoJiy4aBaHe Ha TPOMOOIIUTEH KOHIICHTPAT, TEMIIEPATypHUSIT PEKUM Ha IIEHTPOPyTrHpaHe € B
rparunute 20 - 24°C.

Un. 33. KpbBHU ChCTaBKH c€ pa3AelisiT ciie]] BCAKO HaualHO WIH JOMBIHUTEIHO EHTPOPYyTUpaHe.
Un. 34. (1) OTaenenu KIeThbYHU KPBBHU ChCTABKU CE PECYCIIEHIUPAT B 3aTBOPEHA CUCTEMA.

(2) JleBkOouMTHO-TPOMOONUTHA TMEJICHA C€ PECYCIEeHIWpa BHUMATEIHO B IUIa3Ma WM ITOJXO/ISIIL
XpaHUTENIEH Pa3TBOp, KOraTo Ce BKJIIOYBA KAaTO MEXKIMHHA CHhCTaBKa B TEXHOJOTMYHATA BEpHra 3a



HOoJy4YaBaHe Ha TPOMOOIMTEH KOHIIEHTpAT.
(3) EpuTporuTes KOHIEHTPAT Ce PECYCIIeHANpPa B IJIa3Ma WM MOIXO/ISI XPAHUTEIICH Pa3TBoOp, KOraTo
XeMaToKpuThT € > 0,76.

Y. 35. CarenuTeH cak ¢ JEBKOIMTHO-TpOMOOIMTHA TieieHa B o0eM 20 - 60 My, ako He MOJJICKH Ha
JOITBTHUTEITHA MPEpadoTKa, Ce OTCTPAHsIBA M YHHUIIOKABA.

Yn. 36. (1) Ilnasma, monydeHa B mpolieca Ha IpepabOTKa Ha CIMHHUIIA B3€Ta KPBB HIH B3€Ta 4Ype3
amapartHa adepes3a, MOXKe Jla ce KOHCEpPBHUpa KaTo MPSICHO 3aMpa3eHa ria3ma.

(2) Bpemero, B koeTo TpsiOBa J1a Ob/Ie MOCTABEH CAKbT C IJIa3Ma B IIIOKOB 3aMPa3MTe 3a MMoJydyaBaHe Ha
MpsICHA 3aMpa3eHa Iia3Ma, ce OmpeAesis OT BpEMETO U TeMIiepaTypaTa Ha ChbXpaHeHHE CJIe]l B3eMaHETO:
1. mo mepBUA Yac ciea B3€MaHETO Ha TUIa3Ma 4pe3 arnaparHa adepesa npu cTaifiHa TeMIepaTypa;

2. 10 IeCTUs Yac cJie]l B3eMaHeTo pu Temieparypa 2-8°C;

3. 1o ABazieceTHs Yac ciel B3eMaHeTo mpu Temmeparypa 20-24°C.

(3) IlokoBuAT 3aMpa3uTen MPEear BCIKO 3apeXkaaHe ce TEMIIEpUpa J0 TeMIepaTypa, MpernopbyBaHa OT
MIPOU3BOTUTEIIS.

Yn. 37. (1) MexauHHuTe KPBB M KPBBHH ChCTaBKH CE IMOCTaBAT O] KapaHTHHA 10 3aBbpIIBAHE HA
LEJHS IPOU3BOJICTBEH IIUKBI U 10 M3JIM3aHETO Ha KPAMHUTE PE3yATATH OT JIaDOpaTOPHU M3CIICABAHUS U
KaueCTBEH KOHTPOJI.

(2) Kpaiinure KpbB M KPBBHU CHCTABKH CE€ IMOCTaBAT TOJ] KapaHTHUHA IO MOJIy4aBaHETO HA BCHYKHU
PE3yATATH OT 33IBDKUTEIHUTE 1a00paTOPHU U KOHTPOJHU U3CEABAHNS, OTIPEICTICHU C HapeaoaTa.

(3) VcnoBusita Ha ChXpaHCHHE Ha MEXKJAWHHM W KpailHW KPbB M KPBBHH CHCTaBKH IO BpEeME Ha
KapaHTHHATa ca MOCOYEHHU B MpuiioxeHue Ne 4.

Yn. 38. (1) I[na3ma, moayveHa npu mpepaboTKaTa Ha HECTaHAApTHA enuHMIA KpbB mo wi. 30, an. 3,
MOXe€ J1a ce U3I0JI3Ba 3a MPOU3BOCTBO HAa CTAOWIIHY IJIa3MEHH IPOITYKTH.

(2) MexauHHUTE KPHB M KPBBHU CHCTaBKM, KOUTO Ha JIJCH €Tall Ha J1abopaTOpHH W3CIICABAHHS U
Ka4eCTBEH KOHTPOJ TOKakKaT IOKa3aTelld, HeChOTBETCTBALIM Ha M3MCKBAaHHWATAa Ha HapenOara, ce
U3TETIIT OT TEXHOJOTHYHUS ITPOIIEC, MApKHUpPAT ce U ce OpaKyBar.

(3) Kpaiinure KpbB M KPbBHH ChCTaBKH, HECHOTBETCTBAIM HA KAYECTBEHHs KOHTPOJ, CE€ MapKUpar u
OpakyBar.

(4) bpakyBanuTe 10 ain. 2 ¥ 3 KPbB U KPbBHU ChCTABKH C€ YHHUIIIOKABAT WIIH CE TMPEAOCTABAT 33 yueOHU
WIN HAyYHO-MEIMLIMHCKU HYXKU 110 pesia Ha Hapenbata mo wi. 43, an. 1 3KKK.

Yn. 39. (1) KpaitHute KpbB ¥ KPbBHU ChCTaBKH, KOUTO Ca MPEMUHAINA BCHUYKU €TAIlld Ha JJabOpaTOpHU
U3CJIeIBAaHUST M KAYeCTBEH KOHTPOJ M HMMAaT TIOKa3aTelH, CHhOTBETCTBAIlM HA OIPEICICHUTE B
npuioxkeHue Ne 7, ce eTUKeTHpaT KaTo KPbB M KPHBHU CHCTAaBKH 33 KIIMHUYHO TMPUIIOKEHUE MU KaTO
U3XOJIHAa CYpOBHHA 32 IMPOU3BOJICTBO Ha JIEKAPCTBA OT IIa3Ma.

(2) PasznuuHuTe BHIOBE KPBHBHHU CHCTAaBKH CE€ CTHKETUPAT ChHIVIACHO CTaHAapTa 1O TpaHCc(]y3nOoHHA
XEMAaTOJIOTHSI.

(3) Bceku eTuKeT chabprKa Hall-MaIKo CIASTHUTE JTAHHHU:

1. upeHTHUKAIVS HA TTPOU3BOIUTEIIS;

. YHHKAJICH UACHTU(DUKAIIMOHEH HOMED;

. ABO u Rh (D) rpyna;

. JIaTa Ha B3EMaHe;

. HAIMEHOBAaHUE Ha aHTUKOATyJIaHTa;

. HAIMECHOBAHHUE Ha ChCTABKATa;

. JOI'BITHUTEIHA UHPOPMALUs 3a ChCTaBKaTa (00bueHa, 00€37IeBKOIUTEHA U T.H.);
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8. CpPOK ¥ 4ac Ha FOJIHOCT;

9. 00eM MM TErjo Ha ChCTAaBKAaTa;

10. TemnepaTypa Ha CbXpaHEHUE;

11. ¢peHOTHT (aKO € ONIPEACIICH);

12. chcTaBKaTa He ce MpesinBa MpH JaHHU 332 XEMOJIN3a WU JIPYTU IPOMEHU;

13. cecraBkara ce npenuBa mpe3 170 - 200 um Guintsp.

(4) Kpaiinure KpbB ¥ KPBBHH CHCTaBKH C€ OCBOOOKAABAT OT KapaHTHHA BEJHAra Clie]] ETUKETUPAHETO.
(5) Bcuuku erukeTHpaHd M OCBOOOJEHH OT KapaHTHHA KPbB U KPBBHH CHCTaBKH C€ IPEMECTBAT U
ChXpaHsIBaT KaTo CKJaz0Ba HaIMYHOCT B "/leno - u3xoaHa cypoBUHA 3a MPOU3BOJICTBO Ha JIEKapCTBa OT
wiasma" u "Jleno KpbB M KPBbBHU CHCTABKHU 33 KIMHUYHO NPWIOKEHHE'" IIPU YCIOBMS, OIIPEIEICHU B
npusioxxenue Ne 4.

Y. 40. (1) Juctpubyrmsra Ha M3XO0JHATA CYpOBHMHA 3a MPOM3BOJACTBO HA JIEKAPCTBA OT IUIa3Ma KbM
MIPOU3BOAUTENIUTE HA JIEKApCTBAa W HAa KPbBTAa U KPHBHUTE CHCTABKU 32 KIMHUYHO MPUITIOKEHHE KbM
OOJTHUYHUTE JIeYeOHM 3aBEACHHUS M JUCIAHCEpUTE C JIETJIa C€ H3BbpIIBA CHIIACHO JOTOBOPHTE,
CKJIFOUYEHH C IOTPEOUTEITHTE.

(2) TpancHOpTHT HAa KPBBTA U KPHBHUTE CHhCTABKH 33 KIMHUYHO MPUIOKEHHE M U3XOJHA CypOBHHA 3a
MPOU3BOJACTBO HA JIEKAPCTBA OT IUIa3Ma CE€ MU3BbPILIBA ChC CHEUUATHM KOHTEHHEpH, B KOUTO CE€
HOJIbpKAT MOCOYEHUTE B MpHiiokeHne Ne 4 TemriepaTypHH yCJIOBUS.

I'naBa nera.
CBXPAHEHHUE HA KPBbB U KPbBHU CHCTABKU

Uin. 41. B3etute envHUIM KpbB C€ ChXpaHSABAT M TPAHCIOPTHUpAT A0 MpepadoTkara UM 10 KPbBHU
CHCTABKH MPU CIECTHUTE YCIOBUS:

1. mpu Temneparypa ot +2°C go +6°C, korato:

a) npepaboTKaTa Ha KPbBTa MOKE J1a 3all0YHE B IIEPHOJ] OT BpEME, MO3BOJISABAIIIO IIOJyyaBaHe Ha MpsicHA
3aMpa3eHa Iu1asma 210 6-1us 4ac OT KPbBOB3EMAHETO;

0) mpepaboTkaTa Ha KpbBTa HE MOXKE Ja 3aMl04He npeau 18-us 9ac OT KpHBOB3EMaHETO;

2. IpU yCIIOBUS, TApaHTUPAIU ChXpaHEHHE Ha equHHIHTE mpu Temmeparypa ot +20°C go +24°C 3a
nepuon 10 18 waca, Koraro ce IeNM TOJy4YaBaHE HA EPUTPOIMTEH KOHIICHTPAT, TPOMOOLUTEH
KOHIICHTpAT U MpsiCHA 3aMpa3eHa Iia3ma.

Un. 42. BB3MOXHOCTHTE 3a TMOJy4YaBaHE HA pa3IUYHA KPBBHU CHCTaBKM B 3aBHUCHMOCT OT
MPOABJKUTEIIHOCTTA HA KPhBOB3EMAHETO U MPOIBIDKUTEIHOCTTA U TEMIEpaTypara Ha CbXpaHEHHE Ha

B3€TaTa KPBB CC ONPCACIIAT ChbITIACHO NPUIIOKCHUC Ne 3.

Y. 43. 3a cbxpaHeHHe Ha KPBBHUTE ChCTABKU CE OCUTYPSIBAT YCIIOBHSI, KOUTO TapaHTHPAT 3ara3BaHe Ha
ONTUMAJIHATA UM KU3HEHOCT U QYHKIIUH.

Un. 44. HequarHoCTUIIUPAHUTE KPBB U KPBBHU CHCTABKU CE ChXPaHIBAT B KApAaHTHHA JI0 IPUKIIFOUBAHE
Ha BCUYKH MMPEJBUICHU B Hapea0aTa N3ciieIBaHMsI MPU yCJIOBUS, IOCOUYCHHU B MpuiiokeHue Ne 4.,

Un. 45. KpaifHuTe KpbBHU CHhCTaBKH, OTTOBApSAIIM Ha yciaoBusATa mo wi. 39, an. 1, ce chbXxpaHsBaT 3a
MIEPHUOJ OT BPEME U TPH YCIIOBHSI, TIOCOYCHH B MPHIIOKEeHHE Ne 4.

I'maBa mecra.



KAYECTBA HA KPBBTA OT BHOC

Yn. 46. (1) KpbB ¥ KpbBHH ChCTaBKH MOTAT Jla C¢ BHACAT Ha TEPUTOPHSATA HAa CTpaHaTa B CiIydall Ha
U3BBHPEIHU OOCTOSITENICTBA, MPU KOMUTO KOJMYECTBAaTa KPbB M KPHBHHM CHCTaBKM, C KOMTO CTpaHaTa
pasmnosara, He ca JOCTaThYHU 3a 3allUTa Ha 3IpaBETO Ha HACEIICHUETO.

(2) Tpenerkara 3a HEAOCTATHPYHOCT HA HAIMYHUTE KOJIMYECTBA KPbB U KPHBHU ChCTABKH CE U3BBPINBA
OT MMHHMCTBPA Ha 3[paBeOa3BaHETO Bb3 OCHOBA Ha JoKiaa Ha qupekropa Ha HITXT.

Un. 47. benrapckusat UepBeH KpBCT MPOyUYBa OT KOS CTpaHa MOKe J1a ObJie OCHIIECTBEH BHOC HA KPBB U
KPBBHH ChCTAaBKH IPH HAIMYMUETO HA OOCTOSITENICTBATA 10 Wi. 46 M IIpaBu MPEIIOKEHUE IO MUHUCTBPA
Ha 3/IpaBEONa3BaHETO 3a 3alI0YBAHE HA MPOLEAYPa 10 JOTOBAPSIHE U BHOC.

Yn. 48. (1) Ilpeamer Ha BHOC Morar jga ObAaT caMO KpbB M KPBBHH CHCTaBKH, KOUTO Ca B3€TH,
JTUATHOCTHIIMPAHH, TpepaboTeHH, CTHKETHUPAHH M OCHUTYPEHH OT HWHCTHTYIHUS, KOSATO € 3aKOHHO
IpHU3HATA [0 YCTAaHOBEHUS OT ChOTBETHATA JBPKaBa PeJi J1a OCHIECTBIBA TE3H JCHHOCTH.
(2) BHoChT ce mormycka caMoO B Cly4ail, 4Ye B MHCTHTyIHATa MO al. 1 e BbBeneHa u (QyHKIHMOHHpA
CHUCTEMa 3a YIIPaBJICHHE Ha KAa4eCTBOTO U 0€30MIacHOCTTa Ha KPhBTA U KPHBHHUTE CHCTABKH.

Ui, 49. Hanumamero Ha oOcTOsATEICTBATA 1O Wil. 48 C€ YCTAaHOBSBA ChC:

1. nuueH3uu, pa3pemieHus 3a AeMHOCT, APYTH JTOKYMEHTH, YCTAHOBSIBAIIM, Y€ KOMIIETEHTHUAT OpraH B
CTpaHaTa, OT KOATO TMPOM3X0XAAT KPbBTA U KPHBHUTE CBHCTAaBKHU, € YIIBIHOMOIIMI HaAJIEKHO
WHCTUTYIUATA J1a U3BBPILBA JESHHOCTH 10 B3eMaHe, TUarHOCTUKA, pepaboTKa U ChXpaHEHUE;

2. TOKYMEHTH 3a HaJMYUETO Ha BBbBEJEHA CHCTEMA 3a yNpaBJIEHUE Ha KAYeCTBOTO M OE30MacHOCTTa Ha
KPBbBTa U KPbBHUTE ChCTABKU;

3. pa3pernieHue 3a U3HOC, B CIy4ail Yye TaKOBa C€ M3UCKBA OT 3aKOHOJIATEIICTBOTO HA CTpaHATa, OT KOSATO
MIPOU3XO0KIAT KPbBTA U KPbBHUTE CHCTABKHU;

4. MTOKYMEHTH, Y€ B MHCTUTYIHSATA, KOSATO € B3eja, TUArHOCTHIMpAJIa, MpepaboTWia U eTUKeTUpaa
KpbBTa UM KPBBHUTE CHCTABKH, Ca PEJOBHO MPOBEKIAHH HHCIEKIMH (IIPOBEPKHU, IPYTM MEpPKH 3a
KOHTPOJI Ha KaY€CTBOTO) OT CTPaHa Ha KOMIIETEHTHHSI B CTpaHaTa OpraH.

Yn. 50. (1) Ipeamer Ha BHOC Morar jga ObaaT caMO KPbB M KPBbBHH CHCTaBKH, YHHTO KadyecCTBa
OTTOBapAT HA U3UCKBAHUATA HAa HapeadaTa.

(2) He ce nmomycka BHOC Ha KPbB M KPBBHH ChCTaBKHM, KOUTO HE CHOTBETCTBAT HA M3MCKBAHMATA HA
npuioxxenue Ne 7.

(3) He ce momycka BHOC Ha KPbB M KPbBHU ChCTaBKH OT CTPaHHU, B KOUTO Ca PETUCTPUPAHU UH(CKIIHH,
KOUTO MOraT Jla ce MmpeaajaT Mo KpbBEH IBT M 3a KOUTO HE ca MPEANPHETH MEpPKU, TrapaHTUpPAIU
CUTYpPHOCTTa Ha KPbBTAa.

Un. 51. O6crosrenctara mo wi. 50, an. 1 u 2 ce Aoka3BaT ¢ JOKYMEHTH, B KOHTO C€ ChAbpXKa
uHbopMaIUs 3a WACHTH(DHUKAIIMOHEH HOMEpP Ha CIMHHUIIUTE, TMPOBEACHUTE M3CIICBAHUSA, METOIUTES Ha
JMarHOCTHKA, MPepadOTKa U CPOK Ha TOTHOCT.

Yn. 52. (1) JoxymenTure mo wi. 49 u . 50, an. 3 u 4 ce mpeacTaBAT OT MHCTUTYIMATA, OCUTYpsIBaIIa
KpbBTa WU KPbBHUTE ChCTaBKH, Ui oT BYK B MUHHCTEpCTBOTO Ha 3/1paBeona3BaHEeTo.

(2) MuHHCTBPBT Ha 3[paBEONa3BAHETO HAa3HAYaBa KOMHCHS, KOSATO Ja H3BBPIUIM TMPOBEPKa IO
MIPEJCTABEHUTE JOKYMEHTH U MPELEHKA OTHOCHO Ka4€CTBOTO Ha KPbBTA U KPHBHUTE CHCTaBKH.

(3) Komucusita ce chcTOM OT HE MO-MAJIKO OT CEIEM WICHOBE, KaTO B ChCTaBa M 3ab/DKUTEIHO Ce
BKIItouBatT ABama npezactasurenu Ha HIUXT u aBama npexacraButenu Ha V3mbaHUTENHATa areHIMs 110
JieKapeTBara U equH npencrasuren Ha bUK.



(4) Ilpu HEOOXOAMMOCT KOMHUCHATA MOXE Ja M3UCKA W JOMBJIHUTENIHA WHPOPMAIUS 3a MpeleHKa Ha
oOcTrosTencTara 1o 4. 49 u 50.

(5) Kommucusita H3roTBs NpPEIIOKEHHE [0 MHHHCThpAa Ha 3JpaBEONa3BaHETO 3a M3JaBaHE Ha
paspelieHre 3a BHOC, B KOETO C€ TOCOYBA W Pa3MpeelICHHETO HAa KPBBTA U KPHBHHUTE CHCTABKU JIO
IIEHTPOBETE 3a TPAaHC(HY3NOHHA XEeMATOJIOTHS.

Yn. 53. (1) LeHThpbT 32 TpaHCPY3MOHHA XEMATOJIOTHS, KOMTO MOJyyaBa BHECCHUTE KPHBHH ChCTaBKH,
U3BBPIIBA MPOBEPKA 38 CHOTBETCTBUE HA BHECEHUTE KPBB M KPBBHHU CHCTABKHU C TOKYMEHTHTE 110 wi. 51
U ¢ HHpOpMaIUATA, TOCOUCHA B TPUEMHO-TIPEAaBATEITHUTE TPOTOKOJIH.

(2) KpbBTa ¥ KpBBHHUTE ChCTaBKH OT BHOC CE MPUEMAT B IEHTPOBETE 3a TPaHC(HY3UOHHA XEMATOJIOTHS C
JOKyMEHTAIIHsI, JJoKa3Balla clia3BaHe Ha peXrMa Ha ChbXpaHEHHE 110 BpEeMe Ha TPAHCIIOPTUPAHETO HM.

JlombJIHUTETHN pa3nopendu

§ 1. ITo cmMucwna Ha Ta3u Hapenoa:

1. "JIBe mocnenoBaTeIHA B3eMaHUA" ca B3eMaHUs Ha KPbB OT €IHO JIMIIEC, OCBHIIECTBEHN B PAMKUTE Ha
€lHa TO/IMHA, B €/IMH U ChIUIM TpaHC(Y3UOHEH LIEHTHDP WK OTAeJIeHHe. Pe3yntaTure oT Te3u napsiBaHUs
TpsiOBa J1a ca BbBeNIeHU B peructhbpa mo 4. 36 3KKK.

2. "TecT-peareHT OT JIBa pa3InIHU U3TOYHHKA" ca:

a) MOHOKJIOHAJIHUTE TeCT-PEareHTH, MOJy4YeH! OT ABE XUOPUIOMHU JTMHUU;

0) MOJIMKIOHAIIHUTE TECT-PEareHTH, OJIYYCHH OT ABE PA3TUUYHU MPOU3BOICTBEHU MAPTH/IN.

3. "TecT-epuTpOIUTH OT JBa Pa3MYHU U3TOUYHUKA'" ca TECT-EPUTPOLUTH, OJYyYEHHU OT JIBa JOHOpA Ha
KPBB.

4. "Manku KOJIM4YecTBa KpbB 32 AUATHOCTUYHHM IIeNIn" ca B3eTUTE OT JOHOP KOJUYECTBA KPbB, KOUTO HE
Morat Aa npesuiaBaT 160 M1 MeCedHO.

5. "CranmapTHa eauHUIIA KpBB" € €IWHHUIIA, B KOSTO CHOTHOIICHHETO KPBB . KPBBOKOHCEPBHUpAII
pa3TBOp OTroBaps Ha MPENOPHKUTE HA IPOU3BOIUTENS HA TIIACTMACOBHU CaKOBE 3a KPbBOB3EMAHE.

6. "MexauHHUTEe KPBB M KPBBHU CHCTaBKH' ca KPBHB M KPBHBHH CHCTaBKH, KOMTO MOJUICKAT Ha
JIOMBIHUTETHA 00paboTKa.

7. "Kpaiinute KpbB U KPBbBHH CHCTaBKHU' Ca KPBB U KPBBHH CHCTABKU, MPU KOUTO TEXHOJIOTHYHHUTE
MIPOLIECH Cca MPUKITIOYMUIIN U Ca TOTOBH 328 KIIMHUYHO MPUIIOKEHUE.

§ 2. JleueOHUTE 3aBEJCHUS, KOMTO ChbXpaHsABAT MH(OpMaIMs Ha MOCOYCHUTE B HapeadaTa HHMBAa Ha
peructbpa mo ui. 36, an. 1 3KKK, ce onpenensat ¢ Hapendara no wi. 37 3KKK.

3ak/0unTeTHM pa3nopendu

8§ 3. Hapenbara ce uzgaBa Ha ocuoBanue wi. 20, an. 2 3KKK u Biam3a B cuja oT IeHS Ha 00HApOIBaHETO
i B "/IbpxKaBeH BECTHUK'.

3axil0uMTeTHU pa3nopenoun
KBbM HAPEJIBA 3A UBMEHEHUE HA HAPEJIBA Ne 18 OT 2004 I'. 3A YCJIOBUSITA U
PEJIA 3A U3BBPUHIBAHE HA JUATHOCTHUKA, IPEPABOTKA U CbXPAHEHHUE HA
KPBB U KPbBHU CBCTABKHU U KAYECTBOTO HA KPBBTA OT BHOC
(OBH. - IB, BP. 64 OT 2011 T'., BCHWJIA OT 01.07.2011T".)

8§ 2. Ta3u HapenOa BuBexkAa pasnopendoute Ha [{upextuBa 3a usnbianenue 2011/38/EO na Esponeiickara



komucus oT 11 ampun 2011 r. 3a u3menenue Ha [lpunoxenue V xbMm [QupexktuBa 2004/33/EO mo
OTHOIIICHWE HA MaKCUMAaJHHUTE CTOHHOCTH Ha pH 3a TpOMOONMTHU KOHIICHTPATH B Kpas Ha CpoKa Ha
roguoct (OB, L 97/28 ot 12 anpun 2011 r.).

§ 3. Hapenbara Bnu3a B cuna Ha 1 romu 2011 .

[Tpunoxenue Ne 1 kpMm uin. YU3UCKBaHUS KbM TECT-PEATEHTUTE U TECT-CPUTPOLIUTHUTE, U3TOJI3BAHU 32
MMYHOXEMAaToJIOrnyHa nuarfoctukal. TecT-peareHTuTe 3a U3CiIeIBaHe HA AHTUTEHHUTE OT CUCTEMAaTa
ABO morar jga 0b1aT MOHOKJIOHAJTHU WM ITOJUKIOHAIHU ChC CICIU(UYHOCT aHTH-A, aHTU-B, aHTH-
A+B unm aatu-A,B. Te TpsOBa ga nmpuTexaBar CIeAHUTE KA4eCTBA:a) aKTUBHOCT - HEPA3PE/ICH,
TeCT-peareHThT TPsOBa 1a AaBa 3 10 4 IUIroca peakius B arllyTHHAIIMOHEH eMPYBEThYCH TeCT ¢ 3%
€pUTPOLIMTHA CYCIIEHCHSI TIPH CTaliHa TemMIepaTypa;0) crenuuIHOCT - TECT-peareHThT TPsAOBa J1a AaBa
OTUETJIMBA PEAKIUS C EPUTPOIIUTH, HOCEI CHOTBETHHSI aHTUTEH, 0€3 TaHHU 32 XeMOoJIn3a, (hanmBo
MOJIOKUTETHH U (DAIIIIIMBO OTPUIIATEITHU PEAKIIMHU;B) TUTHP - U3CIIEBA CE MO METO/I, YKa3aH OT
MIPOM3BOAUTEIIS, TATPUTE TPsiOBa 1a ObAAT HE MO-HUCKH OT 128 3a aHTH-A, aHTH-B 11 anTn-AB ¢ A1 u B
TECT-€PUTPOLIUTH U HE MO-HUCKU OT 64 ¢ A2 u A2B TecT-epuTpounTy; TO31 ITOKa3aTes He ¢ OTHACS /10
MOHOKJIOHAJTHU peareHTu.2. TecT-peareHTuTe 3a u3CieIBaHe Ha aHTUTeHHUTE OT cuctemaTa Rhesus mo
MIPOM3XOJT MOTaT J1a ObJaT MOHOKJIOHAIHU WJIH MOJIUKJIOHAIHU, MOHOCTIEIU(DUYHH ChC CHEIUPUIHOCT
antu-D, antu-C, aHTH-C, aHTU-E, anTH-¢ nin noaucnenuduanu antu-C+D, antu-D+E u antu-C+D+E.
Te TpsiOBa ma mpuTeKaBaT CICIHATE KAUeCTBA:a) aKTUBHOCT - HEPa3PElICH, TECT-PEareHThT TpsIOBa /1a
JaBa 3 10 4 mioca peakiys ¢ TECT-€pUTPOLIUTH, HOCEIIN ChOTBETHUS aHTUTEH, M0 yKa3aH OT
MIPOU3BOAUTEIIS METO;0) CIEIIM(PUIHOCT - TECT-PEAareHTHT TPSOBA Ja 1aBa OTYETIIMBA PEAKIUS C
€pUTPOLIUTH, HOCEIIIM CHhOTBETHUS aHTUTEH, 0€3 JaHHM 32 XeMOJIU3a, (aIIUBO MOJOKUTEITHU U
(hanmrBO OTPHUIIATEIIHA PEAKIIUN;B) TUTHP - HE MO-HUCHK OT 16 ¢ TecT-eputponutu cbe cieaans RH
¢denotumn:Ba) 3a antu-D TecT-pearentu - ccDee u CcDee;B0) 3a anTu-C Tect-pearentu - CcDee nnm
Ccdee;BB) 3a antu-E tect-pearentn - ccDEe nnu ccdEe;Br) 3a anTtu-c Tect-pearentu - CecDee mnn
Ccdee;Bn) 3a anTH-€ TecT-pearent - ccDEe mnu ccdEe.3. TecT-pearenTuTe 3a n3ciieBaHe Ha aHTUTECHU
OT ApYyTU KpbBHOTpyHoBH cucteMu n3BbH ABO u Rh cuctemara Morar ga 0b1aT MOHOKJIOHATTHU WITU
noyimkiIoHanHu. Te TpssOBa 1a mpuTekaBaT CICTHUTE KaueCcTBa:a) aKTUBHOCT - Hepa3pe/ieH,
TeCT-peareHThT TPsIOBa 1a AaBa 3 A0 4 IUIroca peakius ¢ TeCT-ePUTPOLIMTH, HOCEIIH ChOTBETHUS
AHTUTEH, 110 YKa3aH OT MPOU3BOAUTENS METO/;0) crien(UIHOCT - TECT-peareHThT TPsIOBa 1a 1aBa
OTUYETJIMBA PEAKIUS C EPUTPOIIUTH, HOCEIN ChOTBETHHSI aHTUTEH, 0€3 TaHHU 32 XeMOoJIn3a, (panmmBo
TMIOJIOKUTETHH U (DAIINBO OTpHUIIATETHH peakiuu.4. TecT-epurponnT:a) aHTUTeHHATa (hOpMyJia Ha
TECT-epUTPOILIUTHUTE, U3IIOJI3BAaHH 32 UMYHOXEMATOJOTUYHA JUATHOCTHUKA, C€ OTPEAeIs IPeIBaAPUTEITHO
C JIBa KOMIUICKTa TeCT-PEareHTH 3a BCSIKa CeU(PUIHOCT;0) TeCT-epUTPOLIUTUTE TPSOBA J1a IPUTEKABAT
CJICIHATE KavyecTBa:0a) pEaKTUBHOCT - TECT-EPUTPOIIUTUTE TPsOBA J1a JaBaT SICHO M3pa3eHa
arfTyTHUHAIUS C OMPEJIEICH TECT-PEareHT Mo MeTOo/I, yKa3aH OT MIPOU3BOAUTENS;00) CIEMPUIHOCT - C
u3kiIoueHne Ha cencubunuszupanute ¢ [gG u C3 epuTponTt BCUYKH TECT-€PUTPOLIMTH TpsiOBa Ja
JaBaT OTpHIIATEIHA PeaKlus B AUPEKTEH aHTUTIIO0YIUHOB TECT C MONUCTICU(UICH aHTUTTIO0YINHOB
TECT-PEareHT;B) TECT-€PUTPOLIUTUTE, U3MOI3BAHN B CKPUHUHT 32 aHTUEPUTPOIIUTHU aHTHUTEIA, TpsiOBa
J1a ChIBPIKAT aHTHIEHH, OTKPUBAILM KIMHUYHO 3HaunMu anTutena - C, ¢, D, E, e, Kk, Fy?, Fy?, Jk?, JK®,
S, s, M, N, Py, L€, L€eP:Ba) npenopbuBa ce eqUHHUAT BUJ OT TECT-€PUTPOLUTHTE Aa Obae ¢ Rh xanmmoTun
cDE;B0) U3M0I3BaHNUTE TECT-EPUTPOLIUTH Ja HocsT anTurenute D, E, Fy?, Fy®, k2 JK® S, s B
XOMO3UTOTHA ()OpMa;BB) HE C€ JIOMYCKa CMECBAHETO (MyJIMPAHETO) HA TECT-EPUTPOLIUTH OT PA3TUIHUTE
W3TOYHUIIN; BCEKH BHJ] TECT-CPUTPOIIUTH CE M3MOI3Ba MOOTACIHO.S. [TonmucnennuaHUsIT aHTHIOBEIITKA
aaTurnooynuHoB cepyM (AI'C) ceabpka antu-1gG u antu-C3 /C3d anTHTENa C KayecTBa:a) aKTUBHOCT
- noyucnienupuaansT AI'C armyTuHUpa epuUTPOLUTH, CCHCUOWIM3UPAHU C aHTUTeNa oT kiac IgG u
KOMILUTIeMeHT;0) cnerupuanocT - noymcnenupuaausatT AI'C He TpsOBa 1a ”Ma XeMOJIUTUYHA aKTUBHOCT
U J1a arllyTHHUPA HECEHCUOMIM3UPAHU €PUTPOIUTH.6. DU3HONIOTHYHUAT PA3TBOP € U30TOHUYEH Pa3TBOP



Ha HatpueB xjopua (0,154 M/n =9 r/n) ¢ pH 7 + 0,2 npu Temnepatypa +22° + 1°C.7. ConeBust
pa3tBop ¢ Hucka ionHa cuia (LISS) e 0,03 M pa3rBop Ha Harpues xiopu, 0,003 M NazHPO4:
NaH2POs ¢ pH 6,7 npu Temneparypa +22° + 1°C u 0,24 M Glycin. Kpaitausr pa3tsop € ¢ pH 6,7 (ot
6,5 1o 7) u mpoBoauMocT 3,7 ms/cm npu +22° £+ 1°C (ot 3,44 no 3,75).8. [Ipoteas3u - u3nosnssar ce,
KOHTPOJIHPAT C€ U Ce ChXPaHsBAT ChIIACHO yKa3aHUATa HA pousBoauTens. 9. KoHTporsT Ha
TECT-PEareHTUTE Ce OCHILECTBABA B UMyHOXEMAaTOJIOIMUHATA JIabopaTopHs MpH MOTyyaBaHE HA BCSIKA
JIOCTaBKa TECT-PEareHTH U TECT-EPUTPOIIMTHU U TIpeu Besika cepus uscneasanus. 10. Kontpon Ha
TECT-PEarcHTUTE M TeCT-CPUTPOITUTUTE ITPH ITOJTyIaBaHE Ha JOCTaBKaTa:a) KOHTPOJ Ha TeCT-PearcHTHTE
- B 3aBUCUMOCT OT 00eMa Ha JIoCTaBKaTa ce U3cleBa He MO-MajKo OT 1% OT MHIUBUAYATHUTE
KOHTCHHEPH OT BCEKH PEareHT WU TIOHE ¢/IMH WHIUBHIyaJIeH KOHTCHHEP OT BCEKU TECT-PEareHT; TO3H
KOHTPOJI BKJIFOUBA:aa) U3CJIe/IBaHE HA aKTUBHOCTTA C TECT-EPUTPOLIUTH OT 3 pa3iIMyHU U3TOUYHUKA;a0)
W3CIIeIBAaHE HA CICIM(PUIHOCTTA C TECT-SPUTPOIIMTH OT 3 pa3IUYHU U3TOUYHUKA;aB) U3CIIEABAHE HA
TUTBPA C TECT-EPUTPOLIUTH OT 3 pa3IMYHU U3TOYHUKA;0) KOHTPOJ Ha TECT-EPUTPOLIUTUTE - OPOSAT Ha
U3CTIEIBAHUTE KOHTEHHEPH ce OmpeIest OT o0emMa Ha JOCTaBKaTa, HO He TPsOBa /1a € TI0-MaJIKO OT €UH
MHAMBHIyaJIeH KOHTEHHEpP; TO3H KOHTPOJI BKJIOUBa:0a) U3CieIBaHe Ha pEaKTUBHOCTTA C TECT-peareHTH
OT JiBa M3TOYHMKA;00) U3ciaenBaHe Ha CIeM(PHUIHOCTTA C TECT-PEareHTH OT JIBa U3TOYHUKA;B)
W3CJICIBAHMSTA CE U3BHPIIBAT 110 METOIUTE, YKA3aHH OT MPOU3BOIUTEIIATE;T) PE3yJITATUTE Ce
JIOKYMEHTHPAT B OMpEJIeNICH 32 [eNITa JHEBHUK;) [0 €UH HHIUBUyaJeH KOHTEHHEDP OT BCEKU
TECT-PEAreHT C€ ChbXPaHsIBa €IMH MECEL e U3TUYAHE CPOKA HAa roAHOCT Ha nmaptuaaTa.l1l. Kontpon
HA TECT-PEareHTUTE U TECT-EPUTPOLIUTUTE MPEIH BCSIKA CepUs U3CIIEABAHNS:a) KOHTPOIBT HA
TECT-PEarcHTUTE BKIIOYBA:aa) U3CIICIBAHE 3a AKTUBHOCT - C TECT-CPUTPOIUTH OT €IMH U3TOYHUK;a0)
u3cieIBaHe 3a Creuu(UIHOCT - C TECT-€PUTPOLIMTH OT €UH U3TOYHHK;0) KOHTPOIBT Ha
TECT-CPUTPOIUTUTE BKIIIOUBA:0a) M3CIIeIBAHE 32 AKTUBHOCT - C TECT-PEAreHTH OT €IMH U3TOYHHK;00)
u3cJe/IBaHe 3a Creuu(UIHOCT - ¢ TECT-PEareHTH OT €IMH U3TOYHUK;B) U3CIeABaHUATA CE€ U3BBPILBAT IO
METOJIUTE, YKa3aHHU OT MPOU3BOIUTENNUTE;T) Pe3yITaTUTE C€ JOKYMEHTHPAT B ONpEIeIIeH 3a IeTa
JTHCBHUK.

ITpunosxenue Ne 2 kpM ui. 16, ann. 3[IpuioxeHne Ha KpbB U KPbBHU ChCTAaBKH C IIOJIOKUTEIECH
CKPUHMHT 32 aHTHEPUTPOLIMTHU aHTHUTEIa

KpbB/KpBHBHA Pesynrat npu IIpunoxenue
ChCTaBKa paspexiaHe
1:10 1:50
1 2 3 4
KpsB MOJIOXKH- TIOJIOXKHU- He ce npenusa
TEINCH TEICH
TTOJIOKH- OTpHIIa- IIpenmuBa ce, HO
TEINeH TEIeH HE IIPU HOBO-
poJicHH
EputpounTtHu TIOJIOXKH- MIOJIOXKH He ce npenuBa
KOHIIEHTPATH TeJleH TeJIeH
MOJIOKU- oTpulla- IIpenusa ce, HO
TeNeH TeJIeH He IPH HOBO-
poJeHH
TI311 IIOJIOJKH- TI0JIOXKHU- He ce npenusa
TeJeH TEJIeH WIIN
OTpHUIIATENICH
OTpHIIa- oTpHIIa- IIpenusa ce, HO
TEINeH TENeH HE IIPU HOBO-
poJicHH
TpombonuTeH MOJIOXKU- MOJIOKHU- He ce npenusa
KOHIIEHTpAT TeNeH TeJIeH WU

OTPpULIATCJICH




OTpHIIa- OoTpHIIa- IIpenmusa ce, HO
TeJeH TeJIeH HE TIPU HOBO-
poJieHn
[Ina3zma 3a MOJIOKU- MOJIOKHU- He ce dpak-
(bpakmroHu- TeJIeH TeJIeH LIUOHHpA
paue TMOJIOXKH- oTpuLa- ®pakiuo-
TEJCH TEeJCH HUpa ce

[Tpunosxxenue Ne 3 xpM uit. 30, an. 2TeXHOIOTMYHU BEPUTH 3a IpepaboTKa Ha CTaHAAPTHU €IUHUIU
KPBB B 3aBUCUMOCT OT NIPOJIBJIKUTEIIHOCTTA HA KPHbBOB3EMAHETO U NPOIBIDKUTEIIHOCTTA U
TeMIlepaTypara Ha CbXpaHEHHE Ha JapeHaTa KpbB 0 npepadoTkara

[Tpoabmxu-
TEJHOCT Ha
KpPbBO-
B3€MaHETO
B MHUHYTH

Temmnepa- Hauano
Typa Ha Ha Tpepa-
ChXpaHe- 0oTKaTa
HUE U B 4aCOBE
TpaHc-
MOPT 10
pepadoT-
Kara

KpbBHU ChCTaBKH,
KOMTO MOrar J1a
ObJaT MOTyYeHH

Jlo 15 muH.

16 v moBeue
MUHYTH

o 6 gac

2-6°C

EpurpouutHu
KOHIICHTPaTH

1311

Eputpouutau
KOHIICHTPaTH

IIna3ma c Hamase-
HO ChIbpXKaHWE Ha
JIaOWJTHU KoaryJia-
IIMOHHU (hakTopH

Cren 6 yac

Eputpouutau
KOHIICHTPATH

ITna3ma ¢ Hamane-
HO ChIBPXKaHUE Ha
NaOMJIHY Koaryia-
MOHHU (aKTopu

Ho 12 mu-
HyTa

13 - 15 mu-
HyTa

16 v moBeue
MUHYTH

20-24°C

Jlo 18 wac

Epurpountau

TpomMOOLHUTHH
KOHIICHTPATH

1311 (Bki1. 1 OeaHa
Ha TPOMOOIINTH)

EpurpouutHu

I13I1
Epurpountau
KOHILIEHTPATu

IIna3ma c Hamase-
HO ChIbpXKAaHUE HA
JTAOWITHU KoaryJia-
IUOHHM (haKTOpPH

Cnen 18 yac

Epurpountan
KOHIICHTpATH

IIna3ma c Hamase-
HO ChIbpPXKAHUC HA
JTaOWJIHU KoaryJa-
IMOHHU (akTopu

ITpunoxenue No 4 kbm 4. 30, an. 4, . 1 CbXxpaHeHHE HA KpPbBHU ChCTABKH

Kps/KpbBHA
CBCTaBKa

Temneparypa

Ha CbXPAHCHUC

HpOﬂT)J'DKI/ITCJ'IHOCT
Ha CbXPAHCHUC

Temneparypa Ha
TPaHCIIOPTHPAHE

Bpewme 3a
TPAHCIIOPTHPAHE




TIpscua 3aMpaseHa -18°C - -25°C 3 Mecerna CxojHa ¢ Ta3u Ha
mIasma mox -25°C 24 Mecena ChXpaHCHHE
Pasmpazena Pazmpazena [IpenuBa ce Hemo-
miazma mpu +30°C - +37°C CPENICTBEHO Cliej

pasMpazsiBaHe
TpombGounTHN +20°C - +24°C 5 nHu (IpH MOCTOSIH- CxofHa ¢ Ta3H Ha ChX-

KOHICHTpATH - OT

elHa eIMHULA,
myJ oT aepesa

HO BHUMATECJIIHO pas-

KJIalllaHe ) TI0-MajKo OT
6 gaca (Ipu OTBOpEHA

paneHue (pu
MOCTOSTHHO
BHUMATEJIHO Pa3Kiia-
IaHe)

CHUCTEMA)

3ampa3eHH TPOM-
OOIIMTHH KOHIIEHT-
patu ot adepesa

3aMpaszeHH TpOM-
OOLIMTHH KOHIIEH-
TPaTH CE€ ChbXPaHsIBAT

Jo 12
Mecera

mpu: -80°C (B enex-

CxojHa ¢ Ta3d Ha CbX-
paHeHue

Tpruecku (Gpusep) IToBeue ot
-150°C (B mapure Ha 12 mecena
TEYEH a30T)
Pasmpazenu Tpom- Wznomssar
OOLIMTHHU KOHIIEHT- ce BeJHara
paTH ce ChXpaHsBaT cien pas-
npu +20°C - +24°C MpassiBaHe
TIPY TOJX OISO
pasKJalane, ako ce
M3HCKBa KPATKO-
TpailHO ChbXpaHEHHE
Eputporutan +2°C - +6°C Jo 35 gam (mpu autu-  +2°C - +10°C ITo-mainko ot 24 yaca
KOHIIEHTPATH KOaryJIiaHT ¢ IpubaBeH
aJICHHH)
Epurpouutau +2°C - +6°C B 3aBucumocr ot antu- +2°C - +10°C ITo-manko ot 24 yaca
KOHIICHTPATH C KoaryJianTa u noba-
JI00aBCH Pa3TBOP BEHUS Pa3TBOP
Epurpouuthu +2°C - +6°C B 3aBucumocr ot antu- +2°C - +10°C ITo-manko ot 24 yaca
KOHIICHTPATH C
KoaryJianTa u nobase-
noba-
BEH Pa3TBOP C
HUS pa3TBOP.
oTcTpa-
HEHa JICBKOIIUTHO- OO6ukHOBEHO 35 HHH
TPOMOOIIMTHA
nesieHa
Eputponntau +2°C - +6°C Jo 35 aau (npu antn-  +2°C - +10°C ITo-manko ot 24 yaca

KOHICHTpPATH C Ha-
MAaJICHO CbABPIKAHUC
Ha JICBKOIIUTH

KOaryJIaHT ¢ IpuOaBeH
aJICHUH).
ITo-manxo ot 24 gaca

IIPY OTBOPEHA CHCTEMa

Eputponutau
KOHILICHTPATH, 3aM-

pa3€Hu 1o Me€Toa €

-140° - -150°C B
MapuTe Ha TEYCH
a3oT

10 roguan

CxopHa ¢ Ta3d Ha CbX-

paHeHue

3aMpa3eHn epUTPOIUTHH
KOHIICHTPATH: KOJIKOTO

MOKE [0-KPaTKOo.

Pasmpasenu
HHUCKO chabpkanue  +2°C - +6°C cruen ITo-manko ot 24 yaca, P
EPUTPOLIMTHH
Ha TIIUIEpOIT pa3mpassiBaHe Jla ce U3IO0I3BAaT KO- KOHILIEHTPATH: JIa Ce Tpe-
KOTO MOXe€ T0-0Bp30
CJIe/I pa3MpassBaHe
-60°C - -80°C B
Epurporutan ek 10 ronmHN CxonHa € Ta3W Ha CbX-  3aMpa3eHH EPUTPOIUTHH

KOHICHTpATH, 3aM-
pa3€Hu 1o MeToxa €

Tpuiecku dpusep

paHeHue

KOHIIEHTPATH: KOJIIKOTO
MO MO-KPaTKo.



BHUCOKO CHABPKAHUC

+2°C - +6°C cuen

ITo-manko ot 24 yaca,

Pasmpazenu
EPUTPOLIUTHU

Ha TIUIEPOIT pasMpaszsBaHe Jla ce U3MO3BaT KOJI- KOHIIEHTpATH: J1a Ce Tpe-
KOTO MOJXE IM0-0bp30
cjell pa3MpassiBaHe
IIpomutu epurpo- +2°C - +6°C [To-manko ot 24 yaca  +2°C - +6°C OrpaHu4eHo OoT CbOTBET-
[UTHA KOHLICHTPATH MIPH IPUTOTBSIHE TIPU HOTO BpEME Ha ChXpa-
HUCKH TEMIICpPaTypH.
[To-manko ot 6 "aca
IIPY TIPUTOTBSIHE TIPU
cTaiiHa TeMIieparypa
KpsB (32
i +2°C - +6°C Ho 35 gau (mpu antu-  +2°C - +10°C ITo-manko ot 24 yaca
IpeIrBaHe)
KOaryJiaHT ¢ pudaBeH
aJICHUH)
KpsB (3a o o
+1°C - +6°C Mo 8 vaca npeau
TIPUTOTBSHE
Ha KPBBHH
ynorpeba
CBCTABKH)

+20°C - +24°C (axo
Ce M3IO0JI3BA 33 MOJY-
YyaBaHe Ha TPOMOO-
IIUTH)

Jo 24 gaca npenu
ynotpeba

[Tpunoxenue Ne 5 kpm ui. 31, an. 2[Ipubnu3uTeneH CbCTaB Ha MOJTydaBaHaTa Iia3mMa Mpy MPUIaraHeTo

Ha YETHPHUTE METO/A Ha HaYaJIHO LIEHTpOo(yrupaHe 1o npuioxexue Ne 6

Tabmuna 1
| | I | 1 | IV | V- cuen guntpupane |
O6eM B M1 220 - 280 220 - 280 270- 320 270- 330 240 - 290
TpomGowuth 70 - 80% 70 - 80% 10 - 20% 10 - 20% <1%
JleBKOLUTH 5-10% 5-10% 2-5% 2-5% <0,01%

[Tpubnu3uTeNeH ChCTaB HA MOMyYaBaHUS EPUTPOLIMTEH KOHIIGHTPAT MPH MPUIIAraHETO Ha YETHUPUTE
METO/a Ha HavaJHO LIeHTpodyrupane mo npusoxenue Ne 6

Tabmuma 2
[ | I | 1 | v | V- cuen dwrrpupane |
XeMaToKpHuT 0,75- 0,80 0,65- 0,75 0,85- 0,90 0,80 - 0,90 0,80 - 0,90
TpombouuTH 5-15% 20 - 30% 10 - 20% 80 - 90% <1%
JleBkonuTH 25 - 45% 90 - 95% 25 - 45% 95 - 98% <0,01%

[TpubaM3uTENIeH CHCTAB HA TIOMyYaBAHUS CJION OT JICBKOIIUTH U TPOMOOIIMTH TIPH MIPUIIATAHETO HA
YeTUPUTE METO/Ia Ha HauaJHO HeHTpodyrupane no npuioxenue Ne 6

Tabmuma 3
| | 1 | i | v | V - cnen puarpupane |
XeMaTOKpHT 0,50- 0,70 0,40 - 0,60
Epurporutu 10 - 15% 10 - 15%
TpombonuT 10 - 25% 80 - 90%
JleBkonuTH 60 - 70% 50 - 70%

[Tpubau3uTeNieH ChcTaB Ha TPOMOOLMTEH KOHLIEHTPAT, MOJy4YaBaH OT Oorara Ha TPOMOOIUTH I1a3Ma
Yype3 JOMbIHUTENTHO eHTpodyrupaneTabnuma 4
O0eM Ha cpenarta 3a CyCICHIUPAHE B MIT

Bpoit TpomborTH

50-60

45 - 85 x 10(9)

Bpoii neBkouutn

<1,0x10(9)

bpoii eputporutu

<1,0x10(9)

[Ipunoxenue Ne 6 kbm uin. 32, an. 1
MeToau 3a HaYaITHO IIEHTPO(DYTUPAHE HA KPBB OT CTAHIAAPTHO JapsBaHE
(450 M £ 10% B 63 M H3X0JIeH KPHBOKOHCEPBHPAII PA3TBOP)



[Tapametpu Merton
[ I Il v | v
[TspBUYHO Tpombo-
dbuntpupane He He He He JIEBKOIIUTEH QHIITHBD
CxopocTt Ha
1eHTpodyrupane HUCKa HHCKa BHCOKa BHCOKa BHCOKa
Bpeme Ha nen-
Tpodyrupane 4 - 15 MmunyTH 4 - 15 MunyTHn 4 - 15 munyTH 4 - 15 MunytHn 4 - 15 munyTH
Temneparypa 6°/22° C 6°/22° C 6°/22° C 6° C 6° C
CbCTaBKH, KOUTO IInazma IInazma
Ce moJiy4daBat + + [Ina3zma
JleBkOLIUTHO- [Tnazma JleBkOLIUTHO- [Tnazma +
TPOMOOIIMTHA + TPOMOOIIMTHA + O0€e31EBKOLIUTEHN
reseHa Eputpount reseHa Eputpount €PUTPOIIUTH
+ +
Epurpouutu Epurpouutu

[Tpunoxenue Ne 7 kbm ui. 39, an. 11lokazarenu 3a kauecTBO HA KpallHU KPbB U KPBBHU ChCTAaBKH 32
kiuHU4HO npuioxerue(M3m. - JIB, 6p. 64 ot 2011 r., B cuna ot 01.07.2011 r.)

Ne'| KpbB u kpbBHU Ornpenenenue [TapameTtsp 32 M3uckBanus 3a YecroTa Ha Kontponst ce
CHCTaBKH KOHTPOJIMPaHe Ka4ecTBO KOHTpOJa | ochInecTBsiBa OT
1 2 3 4 5 6
Beuuku equHUIN ABO, Rh(D) oTIpeJICIISTHE Ha BCHYKHU JlaGopatopust 3a
KPBB WIH KPHBHU TpymnuTe SIMHUII KPBBHH TPYyTIH
CHhCTaBKHU
AHTHEPHTpO- BCUYKHU JlaGoparopus 3a
[UTHU aHTUTEJA CAMHUIH KPBBHH IPyNU
Anti-HIV-12 OTpHUILIATEIIEH 110 BCUYKHU CKpUHHUHT
MPUCTHSI CKPHUHUH- SIMHUII naboparopus
TOB TECT
HBsAg OTpHULATEIIEH TIO BCUYKHU CKpHUHHUHT
MPUCTHSI CKPHUHUH- CIAMHUII nmabopaTopus
TOB TECT
Anti-HCV OTpUIATEINICH TI0 BCHYKHU CKpHHHHT
TIPHUETHSI CKPHHUH- SIMHUTIN nmabopaTopus
TOB TECT
Cudunmc OTpPHIIATEIICH 10 BCHYKHU CKpUHUHT
MIPUETHSI CKPHHUH- CAMHUIH naboparopus
T'OB TECT
1. Kpss Kp®B 3a npenuBane  Ob6em 450 v+ 10% 1% ot Ortaenenue 3a
€ KpbBTa, B3€Ta OT obem 6e3 aHTH- BCUYKH npepadboTka
TIOJTXOJISAI TOHOP B KOaryJaHr. SIAMHUII
CTEepHIICH arupore- Hecrangaptaute TIpY MUHH-
HEH KOHTEHHEp
eAVHUIH TPIOBa MyM 4 enu-
(cak)
C aHTHUKOAryJIaHT. Jla ce eTUKETUpaT HUIA Me-
e IO TIOIX OIS CEYHO
U3I0JI3BA
TJIABHO KaTO
HAYWH
U3XOJICH
MaTepHan 3a
ToJyya-
BaHE Ha KPbBHU
CHhCTABKU
XemornoOux MUHUMYM 45 T 3a 4 enquaunn - KoHTponHa
CIMHUIA MECEYHO sabopaTopus
Xemoiuza B <0,8% ot epwurt- 4 equuaunn - KontponHa
Kpasl Ha ChXpa- poruTHaTa Maca MECEUHO naboparopus



HCHHCTO

HCHAa JICBKOIIMTHA

Ha 1j1asmMarta 1 JICB-

2. Epwurporurex L O6eMm 280 £+ 50 mu 1% ot OrtnencHue 3a
MoJTy4eHa
KOHIICHTpPAT 4ype3 OTHEMaHe Ha BCUYKH npepaboTka
4acT OT IjIa3MaTa
a €TUHUII
KpbB, 0e3 Mmo-HaTa-
ThIIHA 00paboTKa
XeMaToOKpUT 0,65 10 0,75 4 equauun - KontponHa
Ha Mecer]  jabopaTopus
XeMornoouH MHHHMYM 45 T 3a 4 equuunn  KontponHa
SJIMHAIIA Ha Mecell  JiabopaTopHs
Xemonuza B <0,8% ot ep. 4 equuaunn - Kontponna
Kpasi Ha chXpa- Maca Ha Mecel| nabopaTopus
HEHHETO
el Oy O0em 250 +£ 50 mn 1% ot OrTxenenue 3a
KOH- MOJTy4eHa
LEHTPAT C OTCTpa- dYpe3 OT/ACISHE Ha BCHYKHU npepaboTka
HEHa JIEBKOI[MTHA YacT OT IIa3MaTa U eIMHULIN
JIEBKOI[UTHATA
nesieHa (epuTpo-
rejieHa
utd BCR) OT €PUTPOIUTECH
KOHIICHTPAT
XeMaToKpHUT 0,65 no 0,75 4 equuaunn - KontponHa
Ha MeceI| nabopaTopus
XeMorioouH MUHUMYM 43 T 3a 4 enuaunn  KonTponna
eIIMHHIIA Ha Mecel| nabopaTopus
JleBkomuTu* <1,2x 10(9) 4 enuannn  KoHTponHa
(Opoti/enuHuIa) Ha Mecel] nabopaTtopus
Xemonuza B <0,8% ot ep. 4 equauun - KoHTpoiHa
Kpas Ha CbXpa- Maca Ha Mecel] nmabopaTopus
HEHHETO
e e Obem neduHupa ce oT 1% ot Otnenenue 3a
KOH- MoJIy4yeHa
LEHTPAT C OT KPBB upe3
M3M0JI3BaHaTa BCUYKH npepaboTka
Ji00aBeH LIEHTPO-
pastBop (epurpo- (P RO cucTema CIUHUIIN
OTIEIsTHE
Ty AS) Ha IIa3Mara ¢ mnoc-
JIeABAIO JOOaBsIHE
KBM €PUTPOIUTUTE
Ha TIOXO I
XpaHu-
TEJICH Pa3TBOP
XeMaToOKpUT 0,50 1o 0,70 4 equaunin - KontponHa
Ha Mecel| nabopaTopus
XeMorioOuH MUHHMYM 45 T / 4 enuauun  KonTponna
eIMHULIA Ha Mecel] nabopaTopus
Xemonuza B <0,8% ot ep. 4 equauun  KoHTposiHa
Kpas Ha CbXpa- Maca Ha Mecer] nmabopaTopus
HEHHETO
B G e Obem nepuHIpa ce OT 1% ot Otnenenue 3a
KOH- MoJIy4eHa
LIEHTPAT C OT KPbB upe3
M3T0JI3BaHaTa BCHYKH npepaboTka
Jio0aBeH LIEHTPO-
(dyrupasne,
pasTBoOp, C OTCTpa- cucTema STUHUIN
OTIEJIsTHE



nenena (epuTpo-

uut AS-BCR)

KOIMTHaTa ICjICHa

rnocjaeaBauio pecyc-
NeHaApaHe Ha

HCHHUCTO

epur-
pOLIUTHTE B
TIOTX OIS
XpaHUTEJICH
pas3TBOp
XeMaToKpHUT 0,50 1o 0,70 4 equuunn - KontponHa
Ha Mecerp  jabopaTopus
XemornoOux MUHUMYM 43 T 3a 4 enquann  KoHTponna
SIMHUIA Ha Mecel]  JabopaTtopus
JleBkounTu(*) <1,2 x 10(9) 4 enuannn  KonrtposHa
Opoii/eHNIA Ha Mecell  JjabopaTtopus
Xemonuza B <0,8% ot ep. 4 enuauun  KonTponna
Kpas Ha CbXpa- Maca Ha Mecer]  JabopaTopus
HEHUETO
6. Epwurporurexn e Obem nepuHIpa ce OT BCHUYKH Otnenenue 3a
ToJTy4eHa
OT KPBB Upe3
KOHIIEHTpAT, M3II0NI3BaHATa SIMHUII mpepaboTka
LIEHTPO-
(dhyrupase u
MPOMHMT cucrema
OTJICNAHE
Ha IJ1a3Mara, ¢ moc-
JIeIBaIo
MIPOMUBaHE
Ha EPUTPOIUTHTE B
M30TOHHYEH
pasTBOp
XeMaToKpUT 0,65 no 0,75 BCHYKHU Konrtponna
eJMHHULIM  JabopaTopusi
XemornoOuH MuHumMyM 40 1 3a BCUYKHU KonTponna
CIMHUIA CIAMHUII nabopaTopus
Xemonusa B <0,8% or ep. BCUYKH Kontponna
Kpasi Ha CbXpa- Maca SIAMHUII nabopaTopus
HEHUETO
OO0111 6enTHK HA <30 mr 3a BCUYKU Kontponna
KpaitHara cynep- emmHHTA(**) SIMHUTN nmabopaTopus
HAaTaHTa
7. Eputporuren koH- CbcTaBKa, nonmydeHa OcTaTbuHH <1 x 10(6) 3a 1% ot Otnenenue 3a
4pe3 OTCTPaHsIBaHE %
LIEHTpAT, 00e3TIeB- e JICBKOLIUTH eAMHUIA BCHYKH npepaboTka
KOITUTCH MO-TOJISIMa YacT OT CIIMHUII
JICBKOILIUTHUTE OT CPU- IpU MUHH-
TPOLMTHUS KOHIECH- myMm 10
Tpar CIMHUTN
MECEUHO
XemorioonH MuaumMymM 40Tt 1% ot Kontponna
3a eMHUIA BCHUYKH naboparopus
SIMHUIN
IpY MUHH-
MywMm 4
CIMHUII
MECEUHO
Xemonuza B <0,8% ot ep. 4 equanin  KoHTposHa
Kpas Ha CbXpa- Maca Ha Mecel] nmabopaTopus




8. Eputpouuten koH- CbcraBkata ce noiny- Obem >185 mn BCUYKH JlaGoparopus 3a
LIEHTpAT, 3aMpa3eH 4aBa OT KPbB, KaTo €IUHUIIA nmpepaboTka
EPUTPOLIUTUTE CE
3ampassiBar, 3a npea-
MOYUTaHE 10 7-Usl
JIeH
OT B3EMaHETO Ha
KPBBTa, C IOMOIITA
Ha KPUOIIPOTEKTOP U
Ce ChbXpaHsBAaT IPU
Temneparypa -80°C
WK TIO-HHCKA.
[Ipenu
ynorpeba KISTKHUTe
ce
pa3MpassBar, IPOMH-
BaT U CyCIIEHANPAT
BbBB
(hu3nomoruyeH pas-
TBOp WK 100aBeH
XpaHHUTEIICH Pa3TBOP
3a ePUTPOIIUTHH KOH-
IEHTPaTH
XeMmornooun(***) <0.2r3a BCHYKH Kontposna
eANHUIA
(cymepHartaHr) €JIMHULIN naboparopus
XeMaTOKpUT 0,65-0,75 BCHYKHU KonTponna
€IMHULIU naboparopus
>36T3a
XemoriaoouH BCUYKHU Kontpoina
eIMHUIA
CIMHUII nabopaTopus
OcMmonapurer <340 mOsm/n 1% ot JlabopaTopus 3a
BCHYKH npepaboTka
CIMHUIN
IpU MUHH-
MywMm 4
(105050500058
MECEYHO
JleBxonmTu(*) <0,1 x 10(9) 1% ot Konrposna
BCHUYKH naboparopus
CIMHUII
Ipu MUHH-
MyM 4
SIMHUII
MECEYHO
CtepuitHOCT Crepunau 1% ot KonTposnna
BCUYKH naboparopus
CIIMHUII
IpU MUHH-
MyMm 4
CIMHUIN
MECEUHO
9. TpomOouuTeH CscraBka, noxydena HLA wmun HPA Tunmsupane Korato ce  HLA maboparopus
KOHIICHTPAT OT OT e/IHa eIMHHIIA (xoraro ce H3HCKBa
€IMHULA KPbB KpPBB, ChBPKAIIA B U3HCKBA)

e(hexkTHBHA JeueOHA
dhopmMa mo-ronsimara
YaCT OT U3XOJHOTO
ChABPIKAHUE HA



TPOMOOIINTH

Ob6eMm > 40 Ma Bceuuku JlaGoparopus 3a
STMHUITI nmpepaboTka
Bpoii Tpombo- >60x10(9)3a 1% ot Konrtponna
utu(*) €KBUBAJICHT HA  BCUYKHU naboparopus
¢/lHA CIMHUIIA  CVHUIIH,
HO HE I10-
MAaJIKO OT
10 equauN
MECECUHO
OcTarpuHn
JIeBKOIUTH(*)
IIpenu obe3nes-
KOIUTSIBaHE
A. [lomyuenu <0,2x10(9) 3a Lol Kounrpoana
BCHY-
ot BTII eKBHBAZEHT HA nabopatopus
CITUHUIIN,
HO HE
emHa equHMma
b. [ony4yenu <0,05x 10(9) 3a WHRL
eau-
ot JITII €KBHUBAJIECHT Ha HHIH
MEeCEYHO
eIHa eTUHUIA
OcTarpuHu <0,2x10(9)3a 1% ot Kontpoana
JIeBKOITUTH(*) E€KBUBAJICHT HA  BCHYKH naboparopus
¢llHa CIMHUIA  CAWHUIIH,
Cnen obe3neB- HO HE I10-
KOITUTSIBaHE MAJIKO OT
10 enu-
HUIA Me-
CEYHO
pH u3me- MUHUMYM 6,4 1% or Konrponna
peHo(***¥) KOpUTHpaHa BCUYKH naboparopus
(+22°C) B kpas 3a +22°C eIMHUIIH,
Ha CpoKa Ha B Kpast Ha CpOKa HO HE I10-
TOZIHOCT Ha TOJTHOCT MAJIKO OT
4 eTMHAIN
MECEUHO
10. Tpombouuten  ChbcTaBKa, MOTYYCHA ObeMm > 40 mn 3a Beuuku JlabopaTopus 3a
WOHLICHTPAT, OT e/IMH JapuTeN 4pe3 B0 ) CIMHUIIH npepaboTka
1o- TpoMOO-
JIy¥IeH Hpes TpombormTodepesa LUTH
adepesa
C M3MOJI3BaHE Ha ama-
paTH 3a aBTOMaTUIHO
OTJICNISTHE HA KICTKUTE
Bpoii Tpom- >200x10(9)3a 1% or KonTponna
ooruta(*) €IIMHNLA BCHYKH nmabopaTopus
CIMHHIIH,
HO HE I10-
MAaJKo OT
10 eqnHALN
MECEYHO
OctaTbuHu 1% ot KonTponna
JICBKOLIUTH BCUYKH nabopaTopus



Crnien 00e31eB- <1x10(6) 3a CJIUHULIHN,
koruTaBane(*) CcTaHAapTHa HO HE II0-
eIMHHLA MaJIKO OT
10 equuum
MECEUHO
pH MUHUMYM 6,4 1% ot KonTponna
m3MepeHo(**¥***)  xopurupana BCHYKH nmabopaTopus
------------ 3a +22°C €IMHUIIN,
(+22°C) B kpas B Kpas Ha HO HE T10-
Ha CPOKa Ha CpoKa Ha MAJIKO OT
TOIHOCT TOJTHOCT 4 enuHUIA
MECEYHO
HLA nnu HPA Tunusupane Koraro ce HLA naGoparopus
(xoraro ce H3HCKBa
HM3HCKBA)
iy ChbcTaBKa, U3roTBEHA O6em OT6ensa3anusT BCHYKH JlabopaTopus 3a
3aMpa3eHa
a3Ma OT KPBB WM OT TIIa3- obem + 10% eANHUIH mpepaboTka
Ma, IToJTyueHa upes
adepesa u 3aMpazeHa
3a IepUOJ U 10 TeM-
neparypa, KOUTO 1103~
BOJIIBAT aJICKBaTHO
MoTbprKaHe Ha Jia-
OuaHUTE (haKTOPH Ha
CHhCUPBAHETO BHB
(hYHKIIMOHAITHO
CBHCTOSIHHE
®axrop VIllc > 70ME 3a Ha Bcexu KonTtponna
100 mn 2 Mecena: naboparopust
a) ImyJ oT 6
SIMHUIIH C
pa3nuIHA
Kp. TPyIHX O
BpeMe Ha
I'bPBHUS MECell
Ha
ChXpaHEHHE;
0) mys oT 6
eIMHUIIH C
Pa3NAIHA KP.
rpyImH mpe3
MOCIIETHUS
Mecell Ha
ChXpaHeHHe
OcrarbyHu Epurpouuru: 1% ot KonTponna
KIIETKU <6 x 10(9)/1 BCHYKHA naboparopust
JleBronmTH: SAVHUIIH TIPH
<0,1 x 10(9)/I MUHUMYM 4
TpombOouuTH: CIMHULIN
<50 x 10(9)/1 MECEYHO
N3tnuane He ce nonycka Bceunuknu JlaGopatopust 3a
HUKaKBO 6
A THUAHE CIMHUIIH npepaboTka

OT HUTO €JHA
qacTt



Ha caka Mpu
ornen

clie] MPUTHUCKAHE
C IJIa3MaeKCTpaK-
TOp, MIPEIU
3aMpa-

3sIBaHE U CIIE]
pas-

Mpa3siBaHe

Buaumu
MIPOMEHU

He ce nomycka Benukn JlaGoparopusita,
aOHOPMEH LIBAT €JIMHULIA I10JIy4uIia POayKTa
HNJIX BUJUMHAU

ChCHUpEIH

(*) Ilpuema ce, ye Ha T€3U U3UCKBAHUS € OTTOBOPEHO, ako 90% OT KOHTPOJIUPAHUTE €AUHULIM TOTAaaT
B TPaHUIIUTE HA TOCOYCHUTE CTOWHOCTH.(**) ToBa KomudecTBO 001 OENTHK rapaHTUpa, 4e
chabpxkanueTo Ha IgA e mo-uucko ot 0,2 mr/enununa.(***) dunanen cycnenaupai pa3rBop.(****) 3a
MpeIoYnTaHe € U3MEepBaHeTo Ha pH 1a ce u3BbPIIM B 3aTBOPEHA CHCTEMA, 3a J1a ce u30erHe 3arybaTa
Ha CO2. 3mepBaHusATa MoraT Jia ce H3BBPIIBAT IPH JIPyra TeMIIepaTypa i CTOMHOCTHUTE Ja Ce

npeu3yrcasaBaT u cbobuasar 3a pH npu +22°C.



