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OO0 yTBep:KIeHHH
NOPSiAKA MPOX0KIACHHS TOHOPAMH MeIHIIHHCKOI0 00¢c/1e10BaHHA H NMepeYHs
MEeIMIHHCKHX MPOTHBONOKA3aHUH (BPeMEeHHBIX H MMOCTOSTHHBIX) A5 CAAYH
KPOBH H (HJIN) ee KOMIIOHEHTOB H CPOKOB 0TBO/Ja, KOTOPOMY MOAJIEKHT
JIMIIO MPH HAJHYUH BPEeMEHHBbIX MEAHNHHCKHX OKA3AHHH, OT TOHOPCTBA
KPOBH H (HJIM) e¢ KOMIIOHEHTOB

B coorBerctBuM ¢ myHKTOM | wactu 2 crateu 9 @ezmepaipHOro 3akoHa
ot 20 mrong 2012 r. Ne 125-®3 «O monopcTBe KpoBH U ee koMmnoHeHTOB» (CoOpanue
3akoHozaTenbeTBa Poccuiickoit ®eneparyu 2012, Ne 30, ct. 4176), mynkrom 20 TIpasun
3aTOTOBKH, XpaHEHHs, TPAHCIIOPTHPOBKH M KIMHUYECKOTO HCIONB30BaHHUsS JTOHOPCKOH
KpOBU UM €€ KOMIIOHEHTOB, YTBEP)KAEHHBIX MocTaHoBjeHHeM IIpaButenbcTBa
Poccuiickoit ®epepanun ot 22 moHs 2019r1. Ne 797 (CoOpaHue 3aKOHOAATENbLCTBA
Poccuiickoit ®enepanmy, 2019, Ne 27, cr. 3574), npu K a3 Bl B a 10:

1. YTBepauTh:

HOPAAOK POXOXKIEHUs - JTOHOpaMu MEIUIIHCKOTO o0cnenoBanysl,
coryiacHo mpujioxxeHuro Ne 1;

mepedeHh MEAHMIMHCKMX —IPOTHBONOKa3aHUM (BpEMEHHBIX M  IIOCTOSHHBIX)
IUIs ClauM KpOBH M (MJIM) €€ KOMIIOHEHTOB M CPOKU OTBOZA, KOTOPOMY TOIJIEKHUT JIUIO
IpH HaJWMYMMd BPEMEHHBIX MEJMIMHCKHX [IOKa3aHWW, OT JIOHOPCTBa KpOBU
¥ (WIK) ee KOMIIOHEHTOB, COTIIACHO NIPUIOXKEHHUIO Ne 2.

2. Hacrosmmii mnpukaz BerymaeT B cuiay | suBapa 2021 r. ¥ JedcTByeT
no 1 suBapsa 2027 r.

Bpuo Munucrtpa W.H. Karpamausyg




IIpunoxenne Ne 1
K IpuKasy MuHuCTEpCTBa 3paBOOXPAHEHUS
Poccuiickoit ®enepanuu
oT « AL » 0[/%%%/2020 r. Ne 7664

Hopsaaok
NPOXO0XKACHHS AOHOPAMH MeAHIMHCKOro 00¢/1eJ0BAHHS

1. Hacrosimmii Ilopsinox yCTaHaBIUBAET MpaBuia IPOBEJICHUS
MEJULIUHCKOTO  00CNeOBaHUs  JOHOpa KpoBH ®  (WiIM) ee  KOMIIOHEHTOB
(nanee cOOTBETCTBEHHO — MEIMIIMHCKOE 00ClIeJOBaH)Ee OHOPa, AOHOP) B OpraHH3alUIX
CITyKOBI KPOBH C HETBIO ONIPENENEHUS COCTOSHUS 30POBbs JOHOPA I AOMYCKa K CHaue
KpOBH (manmee — JAOHALMH), HAIMYHA HWJIX OTCYTCTBHS Y HET0 MEIMIHHCKUX
IPOTUBONIOKAa3aHUM (BPEMEHHBIX M IIOCTOSIHHBIX) [UIA CHAYd KpOBH H (WIM) €€
KOMIIOHEHTOB (Jallee — MEIMIMHCKHUE IIPOTHBOMOKA3aHHWs K JOHOPCTBY), a TaKXKe
OIpeelIEHHs CPOKOB OTBOJA, KOTOPOMY HNOJJIEKHUT AOHOP NPH HATUYHHM BPEMEHHBIX
MEAMLUHCKUX IIPOTUBOIIOKA3aHUM, OT JOHOPCTBA KPOBH U (MJIH) €€ KOMIIOHEHTOB.

2. MenmunuHCKOe 00CceI0BaHHE JOHOpA NMPOBOJUTCSA B OPTaHH3AIUAX, BXOJSIIUX
B CIIy%0y KpoBHU CyOBEKTOB 00pallleHHs JOHOPCKOM KPOBH, OCYILECTBIISIONIUX 3arOTOBKY
U XpaHeHHe TOHOPCKOW KPOBH U (WJIH) ee KOMIIOHEHTOB (Hajiee — OpraHU3alliuy CIIyKObI
KPOBM) B COOTBETCTBMM ¢ d4actelo 1 cratem 15 DegepanpHOro 3akoHa
ot 20 urosist 2012 r. Ne 125-®3 «O 10HOPCTBE KPOBHU U €€ KOMIOHEHTOB) ',

3. Meguuunckoe oOCIenOBaHHE [OOHOpAa W  Bbiaya COPABOK O JOHALMH’
OCYILIECTBIISIIOTCS OpraHU3alMsiIMH CIy>KOBl KpPOBH 3a CHET CpeacTB (PHHAHCOBOTO
obecriedeHus OpraHu3aiy CIy>XObI KPOBH.

4. MenunuHCcKOEe OOCHEOBaHNE JOHOpAa IPOBOAUTCS OPraHU3ALUUAMH CITYKOBI
KPOBH TP HIWYMHM HMHGOPMHUPOBAHHOTO JOOPOBOJBHOTO  COIJIacHS  JOHOpa
Ha MEAMUMHCKOE o0ciefoBaHHe W JOHALMIO C COOJIOJEHHEM TpeOoBaHuiA,
yCTaHOBIIEHHBIX CcTarbed 20 DenepanpHoro 3akoHa ot 21 HosOpa 2011 r. Ne 323-®3
«O6 ocHOBax oOXpaHBl 300pOBbS TIpaxnaaH B Poccuiickoif (I)e,uepauun»3
(nanee — ®enepansHbii 3akoH Ne 323-03) u 00paGoTKOM NEPCOHATBHEIX JAHHBIXY,
BKJIIOYasi OnoMeTputieckie nepcoHabHbIE TaHHEIE.

5. B ciydae oTCyTCTBHS B €AMHON 06a3e JaHHBIX MO OCYIIECTBICHUIO MEPOIIPUATHH,

CBS3aHHBIX C oOecrieyeHHEM O€30IIaCHOCTH JOHOPCKOW KpOBH M €€ KOMITOHEHTOB,
pa3BUTHEM, OpraHM3aledl M MpomaraHjioi JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB’

'CoGpanne 3akoHoAaTeNLCTBa Poccutickoli ®eaepauun, 2012, Ne 30, cr. 4176.

2 Crarps 78 ®enepansHoro 3axkona o1 21 HoaGps 2011 r. Ne 323-03 «OG ocHOBaxX OxpaHbl 310pOBbA rpaxkaan B Poccuiickolt ®enepauumy»
(Cobpanne 3axkoHomarensctBa Poccuiickoii @enepatun, 2011, Ne 48, cr. 6724; 2017, Ne 31, cr. 4791) (aanee — ®enepansHeiil 3aK0H
Ne 323-®3).

3 Cobpanne 3akoHozateascTBa Poceutickoit ®enepanuu, 2011, Ne 48, cr. 6724; 2019, Ne 10, ct. 888.

4 QepepanbHb 32K0H 0T 27 miois 2006 1. Ne 152-03 «O nepcoHanbHBIX AaHHbx» (Cobpanue 3akoHoaarenscTsa Poccuiickoit Penepann,
2006, Ne 31, ct. 3451; 2020, Ne 17, c1. 2701).

5 Crarbs 20 @egepansHoro 3akoHa oT 20 mions 2012 r. Ne 125-®3 «O J0HOPCTBE KPOBU U €€ KOMMOHEHTOB» (CoOpanye 3aK0HOAATENLCTRA
Poccuiickoit ®exepauny, 2012, Ne 30, ct. 4176; 2018, Ne 1, ct. 41) (nanee — PenepanbHeiii 3akoH Ne 125-03).
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(manmee — Oa3za [JaHHBIX JMJOHOPCTBA KPOBH M €€ KOMIIOHEHTOB) WH(OpMaLyy
0 TPOTUBOIIOKA3aHUAX K JOHOPCTBY, JOHOD Iepel KaXI0H JOHALUeH:

3aITOJTHSAET aHKETy JOHOpa (Hajiee — aHKeTa) CaMOCTOSTENBHO WIH IPHU COINEHCTBHU
MEIUIMHCKOr0  peructparopa (pekoMeHAyeMblli  oOpaseln] aHKETBl IPHUBEICH
B npuwiokeHuH Ne 1 k HacTosueMy llopsanxy;

mpeAcTaBisieT HHPOPMUPOBAHHOE JOOPOBOIBHOE COrIacke AOHOPA Ha MEIULIMHCKOE
obcitleloBaHHE W JOHAUWIO0 (nanee — HHPOPMHPOBAHHOE OOPOBOJBHOE COTIIACHE)
(pexomeHayeMblii oOpasen; HH(POPMHPOBAHHOIO HJOOPOBOJBHOIO COIJIAcCHs IPHBEIECH
B npwioXkeHUH Ne 2 k HactosmeMy Ilopsaxy);

NpENCTaBIgeT CorjlacMe JIoHOpa Ha 00paboTKy IEepCOHAIBHBIX JaHHBIX
(pekoMeHyeMbIii o0pasell coriacus AOHOpa Ha 00pabOTKy IEpCOHAIBHBIX MaHHBIX
npuBeneH B nmpuioxeHuu Ne 3 k HactogmeMy Ilopsaky).

B ciaydae oTKaza OT 3alOfHEHUs AaHKEThl, MOAINUCAHUSA WH(POPMUPOBAHHOIO
JI0OPOBOJIEHOTO COTJIACHS, COTTIacHsl JOHOpa Ha 00pabOTKy NEpCOHANBHBIX JaHHBIX-IO0HOD
HE JIOITyCKAaeTCs K OHALUH.

6. Peructpaumss AoHOpa B OpraHM3alUAX CIYKOBI KpPOBH OCYIIECTBJIAETCS
MEAUIHHCKAM PErHCTPAaTOPOM Ha OCHOBaHHM JOKYMEHTA, YAOCTOBEPSIOIIETO JINYHOCTH
IOHOpa.

7. Ilpm IIepBOYA JIOHALHU JIOHOPY IIPUCBAaNBaACTCS YHUKQJIbHBIN
UAeHTH(OUKAITHOHHBIM HOMep B 0a3e JaHHBIX JJOHOPCTBA KPOBU M €€ KOMIIOHEHTOB, IIPH
IOC/IEAYIONIMX OOpalleHusIX JIOHOpa WISHTU(PUKAMOHHBIA HOMEp IIPHCBaHBACTCA

JOHALIHH.
8. B ciyyae uM3MeHeHHS CBEIEHMH, MOJIESXKAIIUX PEerHcTpalyyd B 0a3ze NaHHBIX

JOHOpPCTBA KPOBH M €€ KOMIIOHEHTOB, JOHOP HH(OPMHPYET O TaKMX H3MEHEHHAX
OPTaHU3aIMIO CIIYXKObI KPOBH.

9. Tlpu perucrpalyi JOHOpa MEAUIMHCKUM PETUCTPaTOp Ha OCHOBAaHMM CBEJICHHI,
coflepxamuxcsd B 0a3e MaHHBIX JOHOPCTBA KPOBH M €€ KOMIIOHEHTOB, IIPOBEPSET
UHGOPMAIUIO O HAJIMYUHY WIH OTCYTCTBHH Y JOHOpA!

a) MeUIIMHCKIX MTPOTHBOMOKa3aHUH (BPEMEHHBIX ¥ IIOCTOSHHBIX) AJIsl CIAa4M KPOBU
U (M) ee KOMIIOHEHTOB MO pe3yJibTaTaM MEIUIMHCKOro 00CiIef0BaHuUs, BBIIIOIHEHHOTO
IpH MPeIbIIYIUX AOHALMAX;

6) 3a00yIeBaHu#, SBIAIOMIMXCS IPOTUBOIIOKA3aHUEM JJIs JOHOPCTBA.

10. MeaumuncKoe 06CIe[OBaHHE JOHOPa OpTaHU3yeTCsl BpadoM—TPaHC(y3HOIOIOM

Y BKJIIOYAET B CEOA:
1) cOop aHaMHe3a, BKJIFOYast OILIEHKY (aKTOPOB PHCKA HAIMYKs IPOTHBONOKA3aHHH

(B TOM uHCIe, CHOPMHUPOBABIINXCS IPUBBIYEK U MOJIENICH NIOBEIEHNS );

2) aHanmW3 CBEIEHWH, COIEp)KalMXCsl B MEIUIMHCKOM ITOKYMEHTAalMH IOHOpa,
vH(OpMaluK, YKa3aHHOM JOHOPOM B aHKeTe, a TakxKe CBEACHUH, cofepxammxcs B 6ase
JaHHBIX JOHOPCTBA KpOBM H €€ KOMIIOHEHTOB, M CBEICHMH, IIOIyYEHHBIX
B IIOpAZKE, MPEAYCMOTPEHHOM IyHKTOM 8 4actd 4 crathy 13 ®DenepanbHOro 3akoHa
Ne 323-@35;

6 Cobpanue 3axoHozarenbeTBa Poccniickoit denepauny, 2011, Ne 48, c1. 6724; 2020, Ne 14, ct. 2023,




3) pusHKaNBHBI OCMOTp AOHOPA (BKJIIOYas H3MEPEHHE MacChl Teja, TEMIIEPaTyPhl
Teja, apTEepUAIbHOTO [aBIEHHUS, OCMOTP KOXHBIX ITOKPOBOB, BHAWMMBIX CIH3HCTBIX
000J1049€K, CKIIep, Nablanus TUM(aTHYECKHUX y3JI0B);

4) nabopaTopHble UCCleAOBaHMs Meprueprdeckoii KpoBH (Tiepe]] JOHAIHeH):

HCCIIEIOBAaHHE YPOBHS TreMorjoOuHa (B TOM 4YHCIEe C HCIHOJIh30BaHUEM
HEHHBa3UBHBIX METOJIOB);

HCCIIeA0BaHMs rpynnel KpoBH o cucreMe ABO, pesyc npuHa/nexHOCTH, aHTUT'€Ha
K1 cucrems Kell (nanee — K) (mpu nepBoii jonanun);

5) naGopaTopHBIE HCCIEIOBAHUS BEHO3HOW KpOBM, B3ATOH BO BpeMs KaXIOH
JTOHAIIN:

OlpeAeTeHHe MapKepoB BUpyca renarura B;

orpejiesieHe MapkepoB Bupyca remnatura C;

olpeJieNieHHe MapKepoOB BUPYyca MMMYHOAeQUIIUTA YeIOBEKa;

omnpeeNieHHe MapKepoB Bo30yauTens cuduiuca,;

MMMYHOTeMaTOJIOTHYeCKHE HCCIIeIOBAHNUS;

uaeHtudukanus no cucreme ABO;

oTpeJieNieHUe pe3yCc-IIPUHAIIEKHOCTH;

orpeje/ieHie aJUIOMMMYHHBIX aHTUTEN K aHTUTEHAaM 3PUTPOLIMTOB;

6) onpenenenue aHtureHoB spurpouuroB C, ¢, E, e, K, a Taxxke BapHaHTOB
aHTHreHa D, IpoBOMUTCS IIPH IePBOM K BTOPOM AOHALMH, IPH COBMAJCHUU PE3YIIBTATOB
AQHTUT'€HBl  DPUTPOIMTOB  CYUTAIOTCS  YCTAaHOBICHHBIMM M B IOCJIEAYIOLIEM
HE OIPeNeIITIOTCS.

11. Hccnemosanme oO0pa3lioB KPOBU JOHOpPA OCYILECTBISIETCS B COOTBETCTBHUHU
¢ npunoxxkeHueM Ne 4 k Hactosmemy Iopsaaxy.

12. JlabopatopHble HcclenoBaHUS Iepudepudeckoil KpoBu (Iiepen AoHaIMeEH)
IPOBOJATCS TIOCJIE 3aIIOJHEHHS aHKETHl JJOHOpA, pe3yabTaThl KOTOPHIX 3aHOCATCA B 6asy
JaHHBIX TOHOPCTBA KPOBU U €€ KOMIIOHEHTOB M MEIULIMHCKYIO JOKYMEHTALHIO.

13. B cinydae BbIBICHUS (DAKTOPOB pHCKa 3apakeHus HWHQEKIXOHHBIMU
3a00JIeBaHUAMH, T€PeIaBacMBIMHA C KPOBBIO: IpU (HU3UKaJBHOM 00CIE0BaHUH JOHODA,
c6ope MeOUUMHCKOrO aHaMHe3a, B TOM YHCIEe U3 NaHHBIX aHKETHI, IPH OLICHKE 0OLIEro
COCTOSIHMS 3OPOBBSI M CBS3aHHOTO ¢ HUM oOpa3a XH3HH, a TaKXKe II0 pe3ysbTaraM
nabopaTOpHOro HCCIeAOBaHUsS Mepudepudeckoifi KpoBH (Iepen IOHALHMeEi), JOHOP
OTBOJHUTCS OT JOHAIIUH.

14. Bup pomammu ¥ 0o0BEM IOHOPCKOH KpOBHM W (MJIM) €€ KOMIIOHEHTOB
ompenenseTcs  BpPadyoOM—TPaHCQY3HOIOTOM B  COOTBEICTBMM C  TpeOOBaHMAMH
K ONpelNeNeHHI0 BuUJAa  JIOHOpPCTBA, 00BeMa  B3ATHA  JOHOPCKOM  KpOBH
u (W1K) ee KOMIOHEHTOB (TprIokeHre Ne 5 k HactosmeMy Topaaky).

15. Ilpu onpenmeneHuH JOHMycka K  JIOHOPCTBY  Bpay—TpPaHC(y3uojior
PYKOBOJICTBYETCS IIEPEUHEM NIPOTUBOINOKA3aHUI K JOHOPCTBY KPOBU M €€ KOMIIOHEHTOB
COrjacHO TmpwiokeHMro Ne 2 K HacroAmeMy MNpHKasy, HOpPMaMH COCTaBa
1 OHOXMMHYECKMX TIIOKazaTejeil  mepudepuieckoii KpOBU B  COOTBETCTBHUH
¢ npunoxkerrdeM Ne 6 k HacrosmeMy [Topsaaxy, HHTepBalaMKM MEXy BUAaMH JOHOPCTBA
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(B IHSX) B COOTBETCTBUH C npuiioxeHrneM Ne 7 k HacrosmeMy [lopsnky u TpeboBaHUAME
nyHKkTa 16 Hacrosmero ITopsaka.

16. B 3aBucMMOCTH OT BHAAa [JOHAallMM U HHTEPBAIOB MEXAY NOHALUSIMU
IIPOBOJIATCS ClIEAYIOMIUe 1a0OpaTOPHbIE UCCIIENOBAHHS:

a) B OTHOILLEHUH JOHOPOB ILJIa3MBI:

B o0pasie KpoBH, B3ATOM IpU NEPBUYHONM NOHALUU IIJIa3Mbl, — OHMOXUMHUYECKOE
HCCIIe/IOBaHNe BEHO3HOM KpOBH, BKIIOYAIONIEE OMpejesieHHe o01iero 0enka, OeIKOBBIX
¢dpaxumii (asp0yMuHa, ro0yJIMHOB);

B 00pasiie KpOBH, B3ITOM IIPU KaXXAO IATOM HOHAIMHU I1a3MBl, a TAKXe, B ClIydae
HHTEpBaJla MEXIy JOHAIMAMM IUIa3Mbl Oosee 2-X MecileB — OHOXUMHYECKOE
HCCIIeIOBaHHEe BEHO3HOW KPOBH, BKIIOUAlOlee ompenelieHue obiero Oenka, OETKOBBIX
¢bpakuuii (anp6yMuHa, riI00yINHOB);

0) B OTHOIIIEHUH JTOHOPOB KJIETOK KPOBH METOAOM agepesa (B TOM YHUCIE JOHOpaM
IBYX U 00Jiee KOMIIOHEHTOB KPOBHU 3a OJHY ITpoLenypy adepesa):

nepen  KaXIoW JOoHallMed — KIWHUYECKUH AaHallu3 KpOBH, BKIIOYAIOLIUN
ompeesieHHe COAepKaHUs TPOMOOIUTOB, TEHKOIIUTOB, SPUTPOLIUTOB, TEMaTOKPHUT;

IpH  KaXIOW TMATOH JOHAlWM, 3a HWCKIIOYEeHHWEM JOHAlluM KOHIIEHTpaTa
TpOMOOLIUTOB, MOJIY4EHHOTO METOZIOM adepesa B 106aBOYHOM
pacTBope, — OMOXHMMHUYECKOe HCCIEOBaHNE BEHO3HON KPOBH, BKITIOUAOILEE ONPEIEICHHE
obmero 6enka, 6enkoBbIx (pakuuit (a1s6yMuHa, r10OYIHHOB).

B  oTHOmEHHHM [JOHOPOB  IUIa3Mbl, MpeJHa3HAUYeHHOW Ui  IepefadH
Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX MIPENapaToB, ONpeAeIeHUEe IPYIIILl KPOBY IO CUCTEME
ABO, pe3yc-npuHaIe)XHOCTH, aHTUT€HOB dputpouutoB C, ¢, E, e, K, a Takke cKpuHUHT
JJIOUMMYHHBIX aHTHUTEJ He IIPOBOIUTCS.

17. OtBOI OT HOHOPCTBA KPOBHU U (WJIH) €€ KOMIIOHEHTOB IIpU HAJIMYKHU y AOHOpA
BPEMEHHBIX METUIIMHCKUX IPOTUBOIIOKA3aHUH IS Cla4yy KPOBH M (MJIHM) €€ KOMIIOHEHTOB
(manee — BpeMeHHBIH MEIUIIMHCKUH OTBOX) odopmiisercs AOHOPY Ha CpPOK OTBOJAA,
yKa3aHHBIH B pa3zene 1 npunoxerus Ne 2 K HacTOAILEMY IIPUKa3y.

18. OtBOA OT JOHOPCTBa KPOBU U (WJIH) €€ KOMIIOHEHTOB NPY HAIMYUH Y JJOHOPA
HOCTOSHHBIX METUIIMHCKHUX MMPOTHUBOMOKA3aHMH [T CIaull KPOBU U (WJIM) €€ KOMIIOHCHTOB
(OTBOA OT JOHOPCTBAa HE3aBHCHUMO OT IAaBHOCTH 3a00JI€BaHMS U pe3yJbTaTOB JICYCHH)
(manmee — TMOCTOSHHBIM MEIMIUHCKHN OTBOJ) OpOpMISIETCS JOHOPY KpOBH W (MiM) ee
KOMIIOHEHTOB B COOTBETCTBMM C IMOCTOSHHBIMA MEIUIMHCKMMHU IPOTUBOIIOKA3aHUSAMU
IUISL CIa4d JOHOPCKOH KPOBU UM €€ KOMIIOHEHTOB, YKa3aHHBIMH B pasjele 2 NPHIIOKCHUA
Ne 2 x HacTosIIIEMY IIPUKAa3Y.

19. Jlumam, y KOTOPHIX BBISBJICHBI MEIUIIMHCKUE MPOTHUBOMOKA3aHUS A CHA4YU
KpPOBH M (WJIH) €e KOMIIOHEHTOB, BpPadoM—TpaHC(y3HOJIOrOM Ppa3biACHSAIOTCS NPUYUHEIL
OTBOJIa OT JOHOPCTBA KPOBH M (MJIN) €€ KOMIIOHEHTOB.

20. Hudopmanus 0 HATMYUN MEIUIMHCKUX IPOTUBOIOKA3aHUN Ul CIa4YH KPOBH
u (MId) ee KOMIIOHEHTOB BHOCHUTCS B 0a3y NaHHBIX OHOPCTBA KPOBU U (WiM) ee
KOMIIOHEHTOB H B MEIWUIUHCKYIO JOKYMEHTAallMI0 AOHOpa C YKa3aHHEM IPUYMHEL
METUIITHCKOTO OTBOAA OT JOHOPCTBA KPOBH U (WJIH) €€ KOMIIOHEHTOB.



2]1. [omyck [OoHOpa K JOHAllMM IIOCIIE OKOHYaHUS CpOKa BPEMEHHOTO
MEIMLMHCKOTO OTBOJAA, B CBA3H C IEPBUYHBIM IOJIOXKUTEIBHBIM WM COMHUTEIbHBIM
pe3yJlbTaTOM Ha MapKephl BHPYCHBIX MH(QEKIMHA, OCYIIECTBISETCS BpauOM—
TpaHC(y3M0JIOroM Ha OCHOBaHHM pe3yJNbTaTOB HCCIENOBaHHMS oOpasna KpoBH JOHOpA,
NONyYEHHBIX B OpraHHM3allUHd CIyXOBI KpOBH, B KOTOPOH JOHOp OCYIIECTBIISI
COOTBETCTBYIOIIYIO TOHALIHIO.

PesynbTaTel HCCleA0OBaHUN UHBIX OPraHU3alliil HE YYUTHIBAIOTCS, 32 UCKITIOYEHUEM
pe3yIbTaTOB UCCIECAOBAHHM, IPOBEACHHBIX U MNOATBEPXKACHHBIX CIECLUANU3HPOBAHHBIMU
MEIMIIMHCKAMH  OPraHM3alMsMM,  OKAa3plBAIOIIMMH  MEAMIMHCKYIO  IIOMOIIb
IpY COIMAIBHO 3HAYUMBIX 3a00/IeBaHMIX.

22. Jlomyck pOOHOpa K [JOHAIMM IIOCNIE OKOHYAaHHS CpOKa BpPEMEHHOIO
MEAMLIMHCKOrO OTBOAA B CIlydasX, KOIZla CPOK OTBOJA OIpeAelieH B COOTBETCTBUU
¢ npunoxeHueM Ne 2 K HacToslleMy IIpHKa3y, OCYLIECTBISETCS IIO HCTEYECHHUIO CpPOKa
OTBOJA.

23. Ilo 3aBeplueHNH CpOKa BPEMEHHOIO MEAULIMHCKOIO OTBOZA JOHOp oOpalaercs
IJI NOHALMK B OpraHM3alM CIyXObl KPOBH Ha OCHOBAHWM MHGQOpMAlMU O JOIyCKe
JIOHOpa K JOHAIM{, BHECEHHOU B 6a3y IaHHBIX JOHOPCTBAa KPOBU U €€ KOMIIOHEHTOB.

24. B ciy4ae OTCYTCTBHSA MEAMLIMHCKUX IIPOTHMBOIOKAa3aHUHP Ul CHAYU KPOBHU
U (Wim) ee KOMIIOHEHTOB, HA OCHOBAHWHW JAaHHBIX PErHCTpPalliM [OHOpa, aHKETHI,
uH(popMaLuy, coaepkaleiics B 6a3e TaHHBIX JOHOPCTBA KPOBH H (MJIH) €€ KOMIIOHEHTOB,
C Y4€TOM MOTpeOHOCTH B JOHOPCKOM KpOBH M (MJIM) €€ KOMIIOHEHTaX AN KIMHUYECKOTO
¥ THOT'O HCIIONB30BaHMS, JOHOP JOMyCKAaeTCsl K JOHAIMM KPOBH U (MJIM) €€ KOMIIOHEHTOB
BpauoOM—TPaHC(y3UOJIOTOM.

25. Amnketra, MHQOpPMHpOBaHHOE JA0OPOBOJIFHOE COIJVIaCHE, COIJIache MJOHOpa
Ha 00pabOTKy NEepCOHANBHBIX JaHHBIX XpaHATCS B OpraHU3allil CIykObl KpOBHU
5 net mocine AaTel JOHALMH.



Ilpunoxenue Ne 1
K Iopsaxy npoxoxxaeHus: JOHOpaMu
MeIUUUHCKOro 00CIIeIOBaHH S,
YTBEPXJIEHHOMY NpHKa3oM Mun3znpasa Poccuu

OT « 4L » pwya%g, 2020r. Noe #6642

Pexomennyemsiii o6pasery
AHKeTa A0HOpa

KPOBHM H (HJIH) ee KOMIIOHEHTOB
Qamuius, AMs, OTIECTBO (IIPH HAJIMYKH) JOHOPA KPOBH H (HIIH) €€ KOMIIOHEHTOB

Hara poxxzaenus (IIeHb, MECSII, TOA) TOHOpa KPOBH H (HJIH) €€ KOMIIOHEHTOB

Ne ConepixaHue Bonpoca Orser
n/n
1. | Xopouwee mu y Bac ceituac camouyscteue? Ja HET
2. | bbinm 1m y Bac korna-nmi6o nHbekImoHHbIe 3a60eBanua (B TOM 4Mcie 60Ne3Hb, BbI3BAHHAS Ia HET
BHPYCOM HMMyHoZeduuuTa yenosexa (BUU-undekums), BupycHsle renatutsl B u C, cudwmc,
TyOepKyies, Maaphs)?
3. | Beun v y Bac korna-mi6o 6071€3HH cepa, BRICOKOE HITH HU3KOE apTEPHAIbHOE TABICHHE? na HET
4. | beiu i y Bac korga-nu6o Tshxelnble aJUIeprUdecKue peakiiny, GpoHxuaibHas actMa? Ja HET
5. | beum i y Bac xorna-nu6o cyiopory u 3a6osieBaHHs HEPBHOM cHCTEMBI? Ja HET
6. | beuin in y Bac xorga-mmbo caxapHsiil qrabeT, OHKOIOrHIeckue 3abonepanus? na HET
7. | Haxomwinck nm Bel B KOHTaKTe ¢ 60NEHBIMH HHOEKIIMOHHBIMH 3a00/€BaHUAMK? Ja HeT
8. | beum i y Bac cekcyasibHBIE CBA3M € THIAMY, HHOHIUPOBAHHBIMH BHPYCOM UMMYHOnedHuuTa | 1a HET
venosexa (BUY-undekipeit), 60IpHbIMY BUPYCHBIMH renatutamu B v C, cudunncom?
9. [IIpeGbiBanm M1 Bel Ha TEPPHTOPHUAX, HA KOTOPBIX CYIIECTBYET Yrpo3a BOSHHKHOBEHUS U (HIIH) na HET
PacOpOCTPaHEHHs! MACCOBBIX HHPEKUMOHHBIX 3260s1eBaHuil WK 3N aeMuit?
Ecmu JTA, T0 Ha Kakux?
(yxaxure)
10. | Ynorpebisinn nu Bel korga-nn6o HapKOTHUECKHE CPEACTBA, IICHXOTPOIHbIE BEUIECTBA? Ja HET
11. } IIpoBomwtack i Bam 3a nocienHuii ron BakHALWS (IPHBUBKK) M XHPYPTHIECKUE it} HET
BMeIIaTehCTBA?
12. |Tlpunaumaere nu Bel B HacTosmlee BpeMda WIM TNPHHUMAIM B TeueHue nocieauux 30| aa HET
KaJICHIAPHBIX KHEH KaKue-Tu00 JeKapcTBa, BKIIOYad KapONOHMKAIOIIHE?
Ecnu 1A, To Kakune?
{yxaxwure)
13. | Ilpusumann v Bei 3a nocnenaue 48 9acoB akorons? na Her |
14, | Cocroute 1 Bel Ha AUCTIaHCEPHOM yueTe WM HabmofaeTech ceifuac y Bpada? na HeT
Eciu [TA, no kakoMy OBOAY U B Kakoit MEAMLMHCKON OpTaHH3a1iH?
(yKaxHTe)
15. | dna xeHiun: GepeMeHHH! I Boi B HacTosimee BpeMs, Gulia niu y Bac GepeMeHHOCTS 3a aa HET
TIOCJIEHNH IO/, KOPMHTE JIM BBl B HacTos1LEee Bpemsa pebeHkKa rpyabio?
16. | IIposomunu i BaM urnoykaibiBaHye, IEPCHHT, TAaTyUPOBKY 3a nocinennue 120 xaneHmapHbIx aa HET
JHeil?

INoanuce noHOpa

Hara (uucio, mecsi, rox)

Iopnuce MenuuuHCKOTO paboTHUKA




Ipunoxenue Ne 2
K ITopsaxy nmpoxoXXaeHus: JOHOpaMH
MEIUIMHCKOr0 06CIeI0BaHUS YTBEPK ICHHOMY
npuka3om Munsapasa Poccuu
OT « 4f » Oktintifs 2020 1. Ne 756/

PexoMennyemsrit o6pasen

NndopmupoBanHoe 100pOBOJILHOE COTJIACHE
AOHOPA Ha MeJHUMHCKOE 00C/ICN0BaHHE H JOHALUIO KPOBH H (HJIH) e¢ KOMIOHEHTOB

|

(hamunud, uMs, OTIECTBO (IPH HAMYMH)

(roa poXacHUA, AIPEC MECTA KHUTENLCTBA J0HOPA)

Jal0  MHQOPMHPOBaHHOE JOOPOBOJBHOE COTNIACHE HAa TMPOBEJEHHUE MEMLHHCKOTO
o0ceIoBaHys 1 JOHAIMIO KPOBH U (M/IM) €€ KOMIIOHEHTOB B

(oHOE HAMMEHOBAHHE MEIULIMHCKOMN OPraHU3aIliH)

MenunuscKkuM pabOTHUKOM

(ZOMmKHOCTE, hamMuus, UMs, OTYECTBO (TIPH HAIMYHH) MEAMUMHCKOTO paGOTHHKA)

B JOCTYymHOM Juis MeHs (opMe MHE pa3bsACHEHBI LENH, METOABl MEIUIIMHCKOTO
o0cre10BaHMs, TOPANOK OCYIIECTBICHHs NOHAIMH KPOBHM M (MIH) ee KOMIIOHEHTOB,
CBSI3aHHEIH C HEH PUCK, B TOM YHCIIE€ BEPOSATHOCTh PA3BUTHS OCIIOXHEHHH.

51 mosty4wm(a) OTBETEI Ha BCe 3alaHHBIE MHOU BOMPOCHL. SI MOMHOCTBIO 0CO3HAT(a)
3HaYUMOCTh MOJYyYEHHOH WHGOPMALMH [JI MOEro 310pOBbS M 3I0pPOBbS IIallHEHTA,
KOTOpOMy OyneT Npou3BeNeHa TpaHC(y3Hs KOMIIOHEHTOB M IPENApaToB, MOIyYeHHBIX
M3 MOed KpOBM W (MJIH) €e KOMIIOHEHTOB. EciM s OTHOWmIyCch K Ipynme pHcKa
0 pacnpocrpaHeHuto BUpycos renaruta B, C, BUY-undexuun u apyrux GolesHei,
51 cornaced (cornacHa) He caBaTh KpOBb M (WIM) ee KOMIIOHEHTBI Ui APYTHX JIOAEH.
5 moHMMaro, YTO MOS KpOBb M (MIIM) €€ KOMIIOHEHTHI OyAeT NpoBepeHa Ha HalH4ue
MapkepoB BUY-undexuun, BupycHbIX renatutoB B u C, cudunuca.

51 mndopmmpopan(a), 4To BO BpeMs NPOLENYphl IOHALMM KPOBM H (MIH) ee
KOMIIOHEHTOB BO3MOXHBI HE3HAYWTENbHBIE DEaKUUH OpraHuzMa (KpaTKOBPEMEHHOE
CHIDKCHHE apTepHAIbHOIO JaBJIEHHs, reMaToMa B 00J1aCTH MHBEKIMHM), HE SBJISIOLIUECS
CJIEZICTBHEM OLIMOKH MEAUIIMHCKOTO MTEPCOHANA.

Sl ocemomieH(a) O TOM, YTO 3a COKPBHITHE CBEJEHHH O HAIMYAM Y MEHS
BUU-pHdexuun WIM  BeHepHYecKoro 3abojieBaHHMs s IOMIEKY  YTOIOBHOM
OTBETCTBCHHOCTH B COOTBETCTBHUM €O cTaThaMu 121 u 122 VYromosBHOro kojekca
Poccuiickoit ®eneparun.

(moamuce) (bamuvs, UMs, OTHECTBO (TIPH HAJIMYHH) FPAXKIAHUHA)

(dammnus, uMs, OTIECTBO (TP HATMYMU) MEJHLMHCKOTO paboTHIKA)
(noamuce)




Ilpunoxenue Ne 3
Kk Iopsanxy npoxoxaeHust AOHOpaMu
MeIHLUHCKOro obcie10BaHus,
YTBEepXKIEHHOMY IiprKka3zoM Mun3zapasa Poccun

OT « 2f» p,fml&/yﬁyé 2020 1. Ne 66/

PexoMmenayemblit o6pazen

Coracue gonopa
Ha 00paGoTKY NePCOHAILHBIX AAHHBIX, BKJII0YasH CIELHHAIbHbIE KATErOPHH
NEePCOHAJBHBIX JaHHLIX H OHOMETPHYECKHE NePCOHANbHbIC JaHHbIE
A,

(pamunust, UM, OTHUECTBO (NP HATTUYNH))
NacnopT Cepuu , HoMep , BBIIaH

IPOXMBAIOIIKUH (as1) o ajapecy:
B COOTBETCTBUM C TpeboBaHuAMH cratekl 9 DenepansHoro 3axkoHa ot 27.07.2006

Ne 152-®3 «O nepcoBanbHBIX AaHHBIXY, TIPEIOCTABIISLIO
(I'IOJ'IHOC HAaHMCHOBAaHHE MCHPKLIHHCKOFI opraHmauun)

(nanee — OnepaTop) pacloNOKEHHOMY II0 aIpecy: ,
CBOe corjiacHe Ha 0OpabOTKy MOMX IEpCOHaNbHBIX NaHHBIX, BKIIOYAIOIINX: (paMHUIIMIO,
MMs, OTYECTBO (IpH HAIMYMH); MECTO M [aTy POXIEHHS; PETUCTPALMIO IO MECTY
KUTENBCTBA; aJpec MPOXUBaHUA ((QaKTHYECKUH); TeleOHHBIM HOMEp (IOMAIUHMIA,
pabounii, MOOMJIBHBIH); afipec dIEKTPOHHON IIOUTHI; ACOPTHBIE AAHHbIE (CEpHs, HOMED
I1acropTa, KeM M KOTa BBIIaH); CBEAEHHUS O TPYJOBOH NEATENBHOCTH (MECTO PabOTHI MK
y4eOHOe 3aBeieHHUe, JODKHOCTD).

[IpenoctaBnaro Onepatopy IpaBO OCYIIECTBIATH BCE JEHCTBHA (Omeparun)
C MOMMH II€PCOHAIBHBIMH NaHHBIMH, BKIIO4Yass cOOp, CHCTEMaTH3alMIO, HAaKOIUIEHHE,
XpaHeHHe, OOHOBIEHHE, U3MEHEHHe, HCIIONb30BaHUe, 00e3nnuyuBaHue, GIOKMPOBAHME,
yuuytoxkeHne. Omepatop BhpaBe o0pabaThiBaTh MOH MEPCOHAIBHBIE  JAHHBIE
TIOCPEJICTBOM BHECEHHS MX B €IMHYIO 0a3y AaHHBIX IO OCYIIECTBICHUIO MEPONPHUSITHH,
CBA3aHHBIX C ofecnedyeHreM Oe30IacHOCTH JOHOPCKOW KpOBM M €€ KOMIIOHEHTOB,
pasBUTHEM, OpraHM3anMed M IponaraHfiodl JOHOpCTBa KPOBH M €€ KOMIIOHEHTOB
Ha ocHoBaHuu: DenepansHoro 3akona ot 20.07.2012 Ne 125-@3 «O moHOpcTBe KpOBU
U €€ KOMIIOHEHTOBY.

Ioanuce cyOpexTa nepcoHa bHBIX JaHHBIX
Jlata cocTaBieHus corjacus




IIpunoxenne Ne 4
K ITopsaKy poXoXAeHUs JOHOPaMH
MEIUIMHCKOTO 00CNeI0BaHuA,
YTBEPXKIEHHOMY NprKa3oM Munsapasa Poccun

OT € Ad » 0/(//77//”7(/ 2020r. Ne /76674

IMopsnox
HccIe10BaHusA 00pa3oB KPOBH A0HOPA

1. Ot6op 06pa3LioB KpOBH JOHOPOB IUIsSl ONpeeNeHHs TPy KPOBU IO CUCTEME
ABO, pesyc-mpunaanexxsoctd, K1 cucremsi Kell (nanee — K), anturenos spurpouutosn C,
c, E, e, Bapmantsl anTuresa D, a taxxke Ui NpOBENECHUS CKPUHUHIA aJNIOMMMYHHBIX
aHTHUTeJI, BHISABICEHNS MapKepoB BHPYCOB MMMYyHoAe(duiuTa yelioBeka, renatutos B, C
U Bo30Oynmutens cumiInca OCYIIECTBIAETCS BO BpeMs JOHAIMH HEMOCPEICTBEHHO
U3 CHCTeMBl KOHTeWHepa Oe3 HapyIeHWs LEJIOCTHOCTU WM W3 CIEHUATBHOTO
KOHTeiHepa-CIyTHUKA 1Ji Mpo0, MMEIOIIEerocs B COCTaBe 3TOW CHUCTEMBI, B BaKyyMHBIE
OJTHOpa30Bble MPOOUPKH, COOTBETCTBYIOIIUE IPHMEHSEMBIM METOAMKAM JIabOpaTOPHBIX
UCCIIENOBaHNM.

2. TlpoGupku ¢ obpasliaMH KpOBH IOJBEPralOTCs LEHTPU(PYTHPOBAHHUIO, PEKUM
KOTOPOTO  OIpeJeNseTcs MHCTPYKIUAMH K MEIUIUHCKUM u3fenusM (Habopam
pEeareHToB).

3. He pomyckaercsi OTKpbITHE NpoOMpOK C oOpaslaMH KpOBH JO MOMEHTa
JIOCTaBKH UX Ha HCCIeI0BaHMe B 1abopaTopHIo.

4. TpaucnmoptupoBka B mnaGopartoputo mnpoOUpok ¢ ofpa3lamMu KpOBHU
OCYIIECTBIISIETCS B CIIELMANIBHBIX KOHTelHepax mpu Temmeparype oT +2°C go +24°C
IIPY YCJIOBHH HEIOMYIIEHHS IPSIMOro BO3JEUCTBUS CBETA.

5. XpaHeHne o0O0pa3loB KpOBH [OHOpa 1O IpoBeJeHHUS J1abopaTOpHBIX
HCCIeIOBaHUI  OCYIIECTBNIIETCS B  YCJOBHAX, OTBEYAIOIMX  TpeOOBaHUIM,
YCTaHOBJIEHHBIM B DKCIUTyaTAllUOHHOW NOKyMEHTAllUH NPOM3BOAUTENS (M3rOTOBHTEIS)
MEIUIIMHCKOTO HM3JeJus, NpelHa3HauYeHHOro Juid 1abopaTopHbIX HccieqoBaHuil (Habopa
pearentoB)'.

6. Ilpy HaMMuuM y JOHOpAa BPEMEHHBIX WM IIOCTOSHHBIX MEAMLIUHCKUX
HPOTHUBONOKA3aHWH U CHaYM KPOBHU U (MJIHM) ee KOMIIOHEHTOB IOHOpPY O(OpMiseTrcs
OTBOJl OT JOHOPCTBA KpOBU M (WIH) €€ KOMIIOHEHTOB (Janee COOTBETCTBEHHO —
BpPEMEHHBIH MEAULUHCKUIN OTBOJI, IOCTOSHHBIM MEAUIIMHCKUH OTBON).

7. B mensax obecrnedeHus coOmoneHnss TpeGoBaHUM O6e30MacHOCTH KPOBHU
¥ €€ KOMIIOHEHTOB PUMEHSAIOTCS CIIeAyIOIIUe MPaBUila UCCIEeJOBAaHUS TPy KPOBH:

a) omnpezesieHre Ipynnbl KpoBH Mo cucteme ABO:

! A63an ommHHamuatelii myHkTa 4 IlpaBun rocyaapcTBEHHOW perdcTpalltid MeRMUMHCKAX W3JETHH, YTBEPKICHHBIX
nocrasoBiieHneM IIpaBurensctBa Poccutickoit @enepanpm ot 27 mexabps 2012 r. Ne 1416 (CobpaHue 3aKOHOAATERLCTBA
Poccuiickoit ®enepannn 2013, Ne 1, ct. 14).
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NPOBOAUTCS M3 00pasla JOHOPCKOH KpOBH, B3ATOrO0 BO BpeMs JOHAIHH
TNIEPEKPECTHBIM CIOCOO0OM CO CTanAapTHeIMH sputpouutamu Al, B. Ilpu mposenennu
aHAIH3a Ha IUIOCKOCTU HCHONB3YIOTCS TaKXKe CTaHJApTHBIE SPUTPOLUTEI TPYMIIBI
KposH 0;

B KaXIyd  CEpPHI0  HCCIEAOBAaHUNA  BKIIOYAIOTCS  «IOJOXKHUTEIHHBIM
1 «OTpHULATEeJIBHBIN» KOHTPONBHEIE 00pa3Lbl (3putpouutst Al, B, 0);

B Cllyda€ pacXOXAEHHS pe3yNbTaTOB INPAMOrO H OOpaTHOrO ONpeAeNeHHUs
(BBISIBIIEHHE DKCTPAarrTIOTHHHHA aHTH-Al), a Taxke HpH OCIaGIeHHH CHIIEI peaxkuu
arrIfOTHHAIMY NIPU BBISBICHUU aHTHreHa A, JUI JUAarHOCTUKH MOATPYINIIbI aHTHreHa A
HCIIOJB3YIOT PEAKTUB aHTH-Al;

BBISABICHHE OKCTPAAarTMIOTHHHHA aHTH-Al SBIeTCS OCHOBAaHUEM 3ampeTa
HCIOJIb30BaHHsI KOMIIOHEHTOB KPOBH JUIsi KTHHUYECKOT'O HCIIONb30BaHNU,

6) pe3yc-IpUHALIEKHOCTD ONpPeAeAeTCs HATMYMEM MIIH OTCYTCTBHEM aHTHreHa D,
BBIABJISEMOTO TNpPH HCCICAOBaHMM 0O0Opasla JOHOPCKOH KpOBH, B3STOTO BO BpeMs
JNOHALIHH;

Pe3yC-NPUHAUISKHOCTh yYCTAHABJIMBAECTCS KaK IOJIOXKHUTENbHAS INPH HATHYUU
aHTureHa D W Kak oTpuIaTesIbHasl IPU OTCYTCTBUH aHTUTeHA D;

o0pasibl KPOBH JI0OHOPOB, NMOKA3aBIIHEe OTPHLATENBHBIH PE3yNbTaT ¢ PeaKTHBAMH,
conepxauMu aHTU-D IgM anTHMTena, NONMONHUTENBHO HCCIEAYIOT C peaKTHBaMH,
conepxamuMu aHTH-D IgG anTHTEna, ¢ HCHONB30BaHHEM METONOB, NpeAHA3HAUYCHHBIX
JUISl BBISIBJICHUSI BADUAHTOB aHTHreHa D;

JIOHOPBI, MMeoIe BapuanTsl anturesa D (D" DP)  cuyrarorcs pesyc
(D)-nmonoxurensHbIMY.

B) THIIHPOBaHHe aHTHreHOB 3puTpouuTos C, c, E, e, D, K sBisieTcs 0653aTeIbHbIM
1 IPOM3BOAUTCA Ha 00pa3nax KpoBH JAOHOPA OT pa3HbIX JOHAIHIA.

8. Ilpy CcKpuHHHIE AJIOMMMYHHEIX aHTHTENl B 00paslaXx KpOBH JOHODOB
IPUMEHSAETCA NaHeNb CTAHJAPTHBIX 3PUTPOLUTOB, NpeJHa3HaYeHHas I ONpeeNeHHs
AJUIOUMMYHHBIX aHTHIPUTPOLUTAPHBIX aHTUTeN. [laHenb CTaHHAPTHBIX 3PHTPOLMTOB
JIO/DKHA BKIJIIOYATh 00pasiibl 3pUTPOLMTOB HE MEeHee YeM OT 3 JOHOPOB, He JOMYCKAeTCs
MpUMeHeHHe cMecH (I1yia) 06pa3noB 3pHTPOUHUTOB. CKPUHMHI MPOBOJUTCS B HENPSIMOM
aHTHUIOOYJIMHOBOM TECTE HIIM B TECTE C aHAJIOTHYHOM YyBCTBUTEIBHOCTHIO.

9. B KaXmylo cepui0 HCCIEAOBaHHH BKIIOYAIOTCS  IIOJOXHTEIbHBIN»
¥ «OTPUUATEJIBHBID) KOHTPOIH (00pasibl CHIBOPOTOK, COACPIKAIME M HE COAEp)KAlLHe
aHTHUTENA).

10.Tlpu BeisiBAEHMM B oOpasile KpOBM JOHOpAa AINOMMMYHHBIX aHTHTEN
K AaHTUI€HaM DJPUTPOLMTOB JOHOPCKAas KPOBb M €€ KOMIIOHEHTHI, 3arOTOBJECHHEIE
OT JaHHOW [OHAUMH, OpaKylOTCS, IIOBTOPHOE HMMYHOJOTHYECKOEe HCCIIENOBAHUE
OCYILIECTBIISETCSA He paHee YeM uepe3 180 KajeHIapHEIX THEH.

11.B  ciyyae mosydeHHs IONOXWTEIBHONO pe3ylsTaTa IIPH  [OBTOPHOM
UMMYHOJIOTUECKOM HCCIIC0BaHUH AJJIOUMMYHHBIX aHTHTEN K aHTHI'€HaM 3PUTPOLUTOB
uCCIeyeMblii  00Opasell KpOBH [OHOpa IIPU3HAETCS MONOXKUTENBHBIM. JIOHOpPY
0(hOpMIISETCS IOCTOSHHBIH MEIUIMHCKHIT OTBO (32 UCKIIOUEHHEM JOHOPOB IUIa3Mbl /I




IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/CTB).

12. BesonacHOCTh HOHOPCKOW KpPOBM W €€ KOMIIOHEHTOB IOATBEPXKIAETCS
OTPHMLATEIIBHBIMY pe3yJIbTaTaMH Ja00OpPaTOPHOTO KOHTPOJNSA 00pa3sLloB KPOBH JIOHOpA,
B3ATBIX BO BpeMs KaXJOH AOHALUH, Ha HaIU4YHe BHUPYCOB UMMYHOIE(DHUINTA UYEIOBEKA,
renatutoB B u C, Bo3Oyaurens cudpuiuca.

13. B nensx BbIABIEHHS MapKepOB BUPYCOB UMMYyHoAe(hHIMTa 4denaoBeka 1 u 2
TUNOB, renaTMToB B u C HCHONB3yIOTCS HMMYHOJIOTMYECKHE W MOJIEKYIISPHO-
OHOJIOrHYecKHe METOAbl, PEeaIN30BaHHBIE B Ha0opaxX peareHTOB, 3aperHCTPHUPOBAHHBIX
B COOTBETCTBHH ¢ nocTta”HoBlieHHeM IIpaButensctBa Poccuiickoit ®epepauun
or 27 pexabps 2012 r. Ne 1416 «O6 yrtBepxknmeHuu [IpaBui rocyaapCTBEHHOM
perucTpanyi MeTUIUHCKAX U3IEITHIT»;

METOOM UMMYHO(QEPMEHTHOTO H (WJIH) HMMYHO(DJIEKTPO )XEMUIIOMUHECLEHTHOTO
aHaJln3a KpoBb [JOHOPOB HCCIEAyeTCsl Ha HaJIMUWe aHTUTeNl K BUPYCY UMMYyHoae(HUIIHUTa
4eJ0BeKa M aHTureHa p24 Bupyca HMMyHoJeuIUTAa dYelloBeKa (OIHOBPEMEHHO),
IIOBEPXHOCTHOI'O aHTUI€HAa BHpPYCHOro remarura B, antuten k Bupycy remarura C,
CYMMapHBIX aHTUTeN K Bo30yagutemo cudumuca. Jlomyckaercs MpOBeaeHHUE
UCCIIE[IOBaHUSI C LENbIO OJHOBPEMEHHOI'O OIpe/eeHUsI HAIUYHUS AHTUTEN K BHPYCY
rernatuta C 1 anTHreHa Bupyca renaruta C. AHTHUTeNa K KapIUOJUIIMHOBOMY aHTHTE€HY
BO30yauTENs cUUIICca ONPENeNIAIOTCA METOIOM IPEIUIINTAIUH;

MOJIEKYIIpHO-OHONOTHYECKHE HCCIIEIOBaHUSA HPOBOAATCH IS HACHTHDUKAIIHH
HYKJIICMHOBBIX KHCJIOT BHPYCOB HMMYyHoAeduuuTa dYenoBeka W rematutoB B u C,
JOIyCKaeTCsl IPOBEJCHHUE UCCIeOBaHUA B (hopMaTe MYJIBTHIIEKCHOTO aHAIN3a;

MOJIEKYJIIPHO-OUONIOTMYECKOEe  HCCNIEOBaHHE  TPOBOAMTCA B  €IMHHUYHBIX
NOCTaHOBKAaX WHAMBUIYalIbHO WIM B €AUHWUYHBIX IOCTAHOBKAaX B MHUHHIIyJIE HE Oolee
yeM u3 6 o6pa3ioB.

14. ina npoBeneHUs: HCCIeNOBaHHSA B MHUHHITYJIE PEKOMEHIYETCA IPUMEHSATD
HabOpBl peareHTOB C 4YYyBCTBUTENBHOCTBIO HE HHXXE: BHPYC HMMYHOJAe(PHUIUTA
yenoseka — 10 000 ME/mn B pacuere Ha ofHy noHanuio, Bupyc rematura C — 5 000
ME/Mn B pacuere Ha OIHY AoHauuio, Bupyc rematuta B — 100 ME/min. B cnyuae
JI0Ka3aHHOTO IOCTTPaHC(HY3UOHHOTO MHOUIMPOBAHHS PELUIHEHTa HOHOPCKOH KpPOBBIO
1 (1K) ee KOMIIOHEHTaMH, UCCIIEeJOBAHHBIMU COOTBETCTBYIOLIIMMU HabopaMK pearcHTOB,
OCYLIECCTBIIICTCS YTOYHEHHE BO3MOXXHOCTU INPUMEHEHHs JaHHBIX HaOOpOB peareHTOB
i obcnenoBaHus JOHOPOB KPOBH U €€ KOMIIOHEHTOB.

15. IMmMmyHOnornyeckoe HccieloBaHME Ha HalWYWe MapKepoB  BHPYCOB
uMMyHozeduuuTa yenoseka, renatutoB B u C, Bo3Oymurtens cuduianca mpoBOIUTCS
B €AMHUYHOM IOCTAaHOBKE.

IIpy  monydYeHUM  TOJIOKUTENBHOIO  WJIM  COMHHTEJIBHOIO  pe3yJibTara
MMMYHOJIOTHYECKOe HCClielOBaHHE Ha Halliyhe MapKepoB BHPYCOB HMMYHOIehHLIHUTA
yenoBeka, renatutoB B u C, Bo3Oyaurtens cuuimca MOBTOPSIOT IOCIEI0BATENBHO ellle
JIBa pa3a ¢ COXpaHEeHHEM YCJIOBHii IEPBOI IOCTAHOBKH, BKJIFOYasl pEareHThI.

Ilppy mnomydeHuMH IIOCIENOBaTENIbHO OBYX  OTPHIATENBHBIX  Pe3YJIbTATOB
MOBTOPHOI0O WMMYHOJIOTHYECKOTO HCCIEOBaHUS Ha HaJIHYHE MapKepoB BHPYCOB




4

AMMYHOJeHUINTa YenoBeka, renatutoB B u C, Bo30ynuTens cudunrca obpaser; KpoBH
JIOHOpa TPU3HAETCS OTPHULATENbHBIM, @ €r0 KpOBb H(WJIHM) KOMIIOHEHTHI IMPU3HAIOTCS
IIPUTOJAHBIMU 7SI KIIMHAYECKOTO UCIIOIb30BAHUS.

16. B ciydyae noiydeHHs TMOJOXHUTENIBHOIO WJIM COMHHTENBHOTO pe3ysbTara
TIOBTOPHOTO UMMYHOJIOTHYECKOTO HCCIEeIOBaHUSA Ha MapKephl BUpyca UMMyHoaeduiura
yeJioBeKa HcciieyeMblii o6paseln] KpOBH JJOHOpa MPU3HASTCS ITOJIOXUTEIBHBIM, TIOATIEXKUT
HamnpaBlCHUIO AJ TOATBEP)KIAIOIIEr0 HMCCIENOBaHUS Ha HAJW4YHE MapKepoB BUpyca
uMMyHoAeduIuTa delloBeka B HeHTp mpodumaktuku u O60psObl co CITM. onopy
odopmIIseTcs IOCTOSHHBIN MEIULUHCKUN OTBOJ.

B ciydae 1nomydeHUs — OTpHULIATENIBHOTO  pe3yJjibTaTa  I[IOATBEPXKIAIOMHIETO
UCCIIeIOBAaHUS Ha Haluuhe MapKepoB BHpyca HMMYyHOAe(hHUIUTa 4eloBeKa JOHOPY
odopmisieTcss BpeMEHHBIH MEOUIIMHCKUN OTBOA CpokoM Ha 120 kaneHOapHBIX AHEH,
3aroTOBJIEHHBIE OT JJAHHOM JOHAIIMU KPOBb U €€ KOMIIOHEHTHI OpaKyroTcs.

17. B cmywae  TOIydYeHHs  TNOJNIOKUTEIBHOIO  pe3yJibTara  MOBTOPHOTO
AMMYHOJIOTHYECKOTO HCCJIEIOBaHUS Ha MapKkepsl BuUpycoB rematutoB B u C,
BO30yauTens cuduinca obpasell KpOBH JOHOpa NMPU3HAETCS IMOJIOKUTEIBHBIM, JOHOPY
odopmIIsieTcst MOCTOSHHBIN MEIULIMHCKUI OTBOJ.

18.B cimyyae  mosydeHHMS = COMHHUTEIBHOTO  pe3ysibTaTa  IOBTOPHOTO
HMMYHOJIOTUYECKOT0 HCCIIEA0BaHUs HAa MapKephl BUpyca rernaruta B goHopy mpoBoautcs
JIOTIONTHUTENIEHOE UMMYHOJIOTHYECKOE HCCIEI0BAHIE HA aHTUTENA K AJEPHOMY aHTUICHY
BUpyca renarura B (manee — antu-HBc).

B caywae nOmy4yeHUS — MOJOXHUTEIBHOIO  pe3ysbTara  JOIOJHHUTEIHHOI'O
AMMYHOJIOTHYECKOTO HccienoBanus Ha antu-HBc noHopy odopmisiercs mocToOsSHHEIM
MeIUIIUHCKUM OTBOJI.

B ciydae moiiyueHHs ~ OTpPHLATENbHOrO  pe3yibTara  JAONOIHUTEIHHOIO
AMMYHOJIOTHYECKOTO HcciieoBaHuss Ha aHTtu-HBc moHOpy odopmisercss BpeMeHHBIH
MEIULUHCKUK OTBOJ CcpokoM Ha 120 kaneHAapHBIX AHEH, 3arOoTOBJIIEHHBIE OT JAHHOM
JIOHAIIMH KPOBB M €€ KOMIIOHEHTHI OpaKyroTCs.

19.B caywae  moiiydeHUsT ~ COMHUTEIBHOIO  pe3yibTaTa  IOBTOPHOIO
HMMYHOJIOTHYECKOT'0 HCCIIeJOBaHUSA Ha MapKephl Bupyca remaruta C wnu Bo3OyauTes
cudunuca AoHOpPY odopmigercs BpeMEHHBIH MEAULMHCKHM oTBOZ cpokoM Ha 120
KaJIeHJAPHBIX JHEW, 3aroTOBJIEHHBIE OT JaHHOW NOHAIMM KPOBb M €€ KOMIIOHEHTHI
OpakyroTcs.

20. B cnyuae odopmiieHHSI BpeMEHHOIO MEIUIIMHCKOrO OTBOJA B COOTBETCTBHUHU
¢ nyHkramd 16, 18 u 19 Hacrosumero Ilopsaka NOBTOPHOE HMMYHOJOTHYECKOE
HCCIIE0OBaHUe Ha MapKephl BHPYCOB MMMyHojeduuuTa yesnoBeka U rematutoB B u C
OCyILIECTBJISIETCA HE paHee, 4eM depe3 120 kaneHIapHBIX JHEH, M BKIIOYAET
JIOTIOTHUTEIbHOE UMMYHOJIOTMYECKOe MccleloBaHre Ha aHTU-HBc, He3aBuCcHMO OT TOTO,
MapKephl Kakoro Bo30yauTens ObLIN BBISBIEHB! IPY IEPBUYHOM UCCIIECIOBaHUH.

B ciydae mosyueHHs IIOJIOKUTENBHOTO WM HEONPENEICHHOIO pe3yibTaTa
UMMYHOJIOTHYECKOTO HCCIIEIOBAHUSA Ha MapKepbl BUPYCOB UMMYyHoOAe(hUIUTa deroBeKa
u renatutoB B u C mpu obcnenoBanuu noHopa ciycTst 120 u Gonee KaneHIapHBIX AHEH




uccienyeMbld oOpasell KpoOBH JOHOpa IIpU3HAeTCs IOJNOXKHUTENbHBIM. JIoHOpY
o opmisieTcsl MOCTOSHHBIA METULIMHCKUMA OTBO/I.

' IIpu nony4yeHny OTpULIATENBHBIX PE3YIHTaTOB HMMYHOJIOTHYECKOTO HCCIIEIOBaHUS
Ha MapKephl BHUPYCOB HMMyHoxeduimra uyeloBeka u TrematitoB B u C
npu obcnenoBaHuu crycts 120 u Oonee KajleHIapHBIX AHEH BpeMEHHBIH MeIHIIMHCKHIMA
OTBOJ CHUMAETCS, a JOHOP AOIMYyCKAECTCs IO NOCIEAYIOINX JOHAIHH.

21. Ilpu nomy4eHrH IIOJIOKUTENBHOTO pe3ysbTaTa MOJIEKYIIPHO-0MOJOTHIECKOTO
UCCIeOBaHUs HAa HaJW4YKE BUPYCOB HMMMYyHOIe(hHIMTa desioBeKa, rematutoB B u C
IpU MPOBEICHUH HMHIAVBUIYAIBHOTO HCCIEAOBAaHUSA B MEPBOM €IUHHYHOW ITOCTAHOBKE
HCCIIEIOBAHNE IIOBTOPSIOT C COXPAaHEHUEM YCJIOBHH MEpBOH IMOCTAHOBKH, BKJIIOYAs
peareHTshl.

Ilpy mnomydeHuWM  MHOCIENOBaTEeNbHO JBYX  OTPHLATENBHBIX  PE3YJIHTATOB
IIOBTOPHOT'O  MOJIEKYJISIPHO-OMOJIOTHYECKOTO HCCIEIOBAHHAS Ha HaJIW4YHe BHPYCOB
UMMyHOZAepHIUTa YenoBeka, renatutoB B u C mccnemyeMslii obpasen KpoBH AOHOpa
IPU3HACTCS OTPULATECIBHBIM, 3aroTOBIEHHBIE OT [JaHHOW J[OHAUMH KpPOBb H €e
KOMIIOHEHTHI IPU3HAIOTCS IPUTOAHBIMU TS KIIMHUYECKOTO UCITOJIb30BaHHUS.

22.Ilpy momy4YeHHMHM IIOBTOPHOTO IIOJNOXHUTENBHOTO pe3yJbTaTa MOJEKYJISPHO-
OMOJIOTHYECKOTO HCCIEAOBaHUS Ha HalMdhe BHPYCOB HMMYHOJeOHIMTA dYellOBeKa,
renatutoB B u C uccinexyemsiit oOpasel] KpoBH JOHOpa MPH3HAETCS IOJIOKUTEIBHBIM,
JIOHOPY 0GhOPMIISIETCS TTOCTOSHHBIN METUIIMHCKHA OTBO/I.

B ciry4ae BrIsIBIIEHNSs B 00paslie KPOBU JOHOPa pUOOHYKIEHHOBOM KUCIIOTH BUPYCa
uMMyHo eduiuTa yenoseka (nanee — PHK BUY) uccnemyemsrit o0paser] KpoBH JOHOpa
TIOMJIEXKUT HAIPaBICHUIO IS IIOATBEPXKAAIOIIEr0 UCCIEJOBAHUS B LIEHTP NPOQUIAKTUKH
u 60ps6561 co CITU . [loHOpY OdopmisieTcss MOCTOSHHBINA MEeTUITMHCKIM OTBO.

23.B cnyyae mNOIy4YeHHsS IIOJIOKUTENHHOTO pe3ysibTaTa MPH MOJIEKYJISPHO-
OHOJIOTWYEeCKOM MCCIEOBaHUH Ha HaJIM4YHMe BHPYCOB HMMYHOAEQHIMTA YEIOBEKa,
renatutoB B u C B mepBoil NOCTaHOBKE B MHUHUILYJIE PE3YJIbTAT PAaCUEHUBACTCA Kak
IIPOMEXKXYTOYHbIM. BpImonHsAeTcs WHAMBUIYyalbHOE HCCIIE0OBaHHE BCeX 00paslioB,
BXOZASIIUX B MUHUILYJL.

BrisBiCHHBIN TONOXUTENbHBIM oOpasell Npu HHAMBHIYAIBHOM HCCICJOBaHUH
Ha Hajgu4yhe BUPYCOB HMMYyHoJedpuuurta dejoBeka, rematutoB B u C mpusHaeTcs
HOJIOXKUTENBHBIM, JOHOPY, KOTOpOMY NpHHAJUIeXall JaHHBIH oOpasew, ohopMiseTcs
MIOCTOSIHHBIN MEUITMHCKUN OTBO/,.

24. B cny4dae HEBBIABICHHUS MOJIOKUTENBHOIO O0pas3la IIpH HHAWBUILYaTHHOM
WCCIIeIOBaHNM Ha HaJlMyhe BUPYCOB MMMYyHoJebuiuTa 4denoBeka, rematutoB B u C
o0pa3l0OB KpPOBH, paHee BXOIMBIINX B MUHHILYJ, NPOBOOUTCA IOBTOPHOE
WHIUBUIYyaNbHOE MCCIeAOBaHUE OOpa3lioB KPOBU TOHOPOB, a TaKXKe JOMOJHUTENbHOE
KccliefioBaHue 00pas3lloB KpOBH, paHee BXOOWBIIMX B MUHHUITYJ, Ha Hanuyue aHTU-HBc.
Ilpu BbiBieHuu aHTH-HBc B kakom-mnbo ob6pasue naHHbId oOpa3zen cuHuTaeTcs
TIOJIOXKUTENBHBIM, TOHOPY 0GQOpMIISETCS NOCTOSIHHBIA MEIUIIUHCKHUHA OTBO/I.

25.B cmydae TIOBTOPHOTO OTpPULATENBHOTO pe3yjbTaTa WHAWBUIAYAIBHOIO
MOJIEKYJIIPHO-OHOJIOTMYECKOTO HCC/IeOBaHUA Ha HalM4YUe BUPYCOB UMMyHOAedUIMTA




