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MockBa

OG yTBepsKIeHHH TIOPSIAKA HMMYHH3AaIlHH 10HOPOB /LIst 3ar0TOBKH
HMMYyHOCTenHpHIeCKO# MIa3Mbl

B cooTBeTcTBHU ¢ NyHKTOM 10 4acTu 2 CTaThu 9 denepanbHOro 3aKOHA
or 20 mronsg 2012 r. Ne 125-®3 «O poHOPCTBE KpOBH M €€ KOMIIOHCHTOB»
(CobpaHue 3aKOHOJATCIbCTBA Poccuiickoii @enepanuu, 2012, Ne 30, cr. 4176,
2022, Ne 27, cr. 4605), HOAIYHKTOM 5.2.47* nymkra 5 IlomoxeHus
0 MunucTepcTBE 3ApPaBOOXpPaHEHHS Poccuiickoit Pepepaiin, yTBEPKICHHOIO
nocranosnenreM IIpasutensctBa Poccuiickoir denepanuu OT 19 mronsa 2012 r.
Ne 608 (Cobpanue 3aKOHOIATEJILCTBA Poccniickoit ®@enepaumu, 2012, Ne 26,
cT. 3526; 2022, Ne 40, cT. 6835), U IyHKTOM 42 TlpaBui 3arOTOBKH, XPaHCHHS,
TPAHCTIOPTHPOBKA M KIMHHYECKOro  HCHONB30BAHMA JIOHOPCKOM  KPOBH
U ee KOMIIOHEHTOB, YTBEP)KIEHHBIX  IOCTaHOBJICHHUEM IIpaBuTENECTBA
Poccuiickoit ®enepanuu ot 22 mons 2019 r. Ne 797 (Cobpanue 3aKOHOAATEIBCTBA
Poccuiickoii @enepanuu, 2019, Ne 27, cr. 3574),mpuKa3blBalo:

1. YTBepauTh  [pUNaraeMplii  MOPANOK ~ MMMYHH3alUH JOHOPOB
JUIS 3aTOTOBKH MMMYHOCTIELU(UIECKOH ITa3MBL.

2. Hacrosmugii TIpuKa3 BCTyImaeT B CHiy ¢ 1 Mapra 2023 r. ¥ OCUCTBYET

1o 1 mapta 2029 1.

MuHucTp M.A. Mypauiko




YTBEPXJIEH
npukazoM MUHHCTEPCTBA 34paBOOXPaHEHUS
Poccutickoit @enepanuun

oT «J/ » @Q@Z,q, 2022 . Ne ZoDA-

Iopsagok
HMMYHH3A[HH JOHOPOB JJifl 3ar0OTOBKH
HMMYHocnenn¢puIecKoH MJIasMbl

1. Hacrosmmi DOpANOK OIpeesseT IpaBHiIa HMMMYHH3AlMH JOHOPOB
JUIs 3arOTOBKH HMMYHOCHeLH(U4YecKod Ia3Mbl B ILEIIX IPOM3BOJCTBA
crelinbUUecCKAX  UMMYHOTJIOOYNHMHOB,  INpEeJHAa3HAYeHHBIX IS CO34aHMs
HEBOCHPHUMMYMBOCTH K HMH(DEKIHOHHBIM OONE3HAM, JeYeHMs HHQEKIHOHHBIX
3a00JieBaHUl, TpEeNOTBpAIleHUS  AIJIOMMMYHHU3AlMd  PE3yC-NOJOKHTEIbHBIMU
3PUTPOLIUTAMH.

2. K goHarusM UMMyHOCTIEITPHIECKOM TUIa3MbI JOITYyCKAIOTCS JOHOPEI:

AMMYHU3HUPOBAaHHBIE JIEKAPCTBEHHBIMH IIperaparaMi Ui MEAHUIHHCKOTO
TIpUMEHEHHS, B TOM YHCJI€ IMMYyHOOHOJIOTHYECKHMH,

MMMYHH3HAPOBAHHbIE B pe3yJIbTaTe IIepeHeCEHHOTo 3a001eBaHus;

HMMYHH3HpPOBaHHBIE B pe3yJbTaTe IPUMEHEHHS 3PHTPOLHUTCOAEPIKAIINX
KOMITOHEHTOB KpOBH JOHOpA B KAY€CTBE aHTHUIECHA,

Npy AUIOMMMYHH3ALUH JKEHIIMH B pe3ylbTare OEPEeMEHHOCTH IIPH pesyc-
KOH(ITHKTE.

s mojjepxaHusd KOJMYEeCTBA CreUu(pHUIecKHX aHTHTeNl, HEeoOXOAuMOro
VIS JOHALMM MMMYHOCTIeIIM(UIECKON IIa3MBbl, a TAKXKe IIPH CHIDKEHHH KOJMYeCTBa
cienupUYEeCKUX  aHTHUTeN, BBIpaOOTaHHEIX B  pe3ynbTaTe HMMYHHU3ALNH,
OCYILECTBIISAETCA PEUMMYHHU3aIHs1 TOHOPOB.

3. ViMMyHM3alMs GOHOPOB OCYILECTBISETCS MEIUIMHCKAMM PaGOTHHKaMH
co cpemHMM Npod)eCCHOHANBHBIM 00pa3soBaHHEM, HMEIOIMMH CepPTU(HKAT
CHEIUANNCTA HIH TPOLISHIIAMH aKKPEOWTALHIO CIELHAINCTa 0 CHEeNHATbHOCTH
«Cectpunckoe aeno» uin «OnepaioHHOe JEI0».

4. VIMMyHM3allisi [OOHOPOB IIPOBOJMTCS B IPOLEAYPHBIX KaOHHeTax
MeAULHHCKAX OPraHu3alliii, AMEIOIIHX JTUIEH3HIO Ha OCYLIECTBICHHE MEIUIIMHCKOM
JeATENbHOCTH Ha  BBIIONHEHHE paboT 1O  BakuWHAUMKM  (IPOBENCHHUIO
IpO(QHIAKTUIECKHX IPUBHBOK).

5. MemuiMHcKoe oOCTeOoBaHUE JOHOPOB, OIpPEHeICHHe METUIMHCKUX
NpOTHBONOKA3aHWii  (BpeMEHHBIX M  NOCTOSHHBIX) Ui COa4d  KPOBH
U (U1M) ee KOMIIOHEHTOB M CPOKOB OTBOJI@, KOTOPOMY MOIJIEKHUT JIHUIO NPH HAIMIHU
BpPEMEHHBIX  MEIWIMHCKHX  IIPOTHBOIIOKa3aHMH, OT  JOHOPCTBA  KpOBH
# (WIK) ee KOMIIOHEHTOB!, OCYIECTBIsSEeTCS Mepe]i KaXAbIM KypCoM UMMYHH3ALMH U
pEeHMMMYHHU3ALUH JOHOPOB.

! Tlpukas MunucrepcTa 3paBooxpaHeHms Poccuiickoit @enepaumu or 28 okrsibps 2020 r. Ne 1166H
«O6 yTBepXAEHMH MOpPSAKA HPOXOXKACHHS JOHOPaMH MEMUHMHCKOr0 OOCHEAOBAHMS M INEPEdHS MEIHUMHCKUX
NPOTHBOTIOKa3aHH}i (BPEMEHHBIX H IIOCTOSHHBIX) VISl Cla9H KPOBH M (UITH) €€ KOMIIOHEHTOB M CPOKOB OTBOAR, KOTOPOMY
TIOJNIEXKHUT JUIIO [IPH HATHUHME BPEMEHHBIX MEAMLIMHCKUX NOKA3aHHH, OT IOHOPCTBA KPOBH M (/M) € KOMIIOHEHTOBY,



6. Ilepen mpoBefeHMEM KMMYHH3allMd [OHOPY PpAa3bACHAIOTCA  LEITH
M [porpaMMa  HMMYHH3allMH, BO3MOXHBIE  PEaKIMH W  OCJIOXKHEHHS
OT HMMyHHM3aLHud, B odopMmisieTcs HHOOPMHPOBAaHHOE NOOPOBONILHOE COTIAcHe
Ha MEIUIMHCKOE BMEIIATeNhCTBO B COOTBETCTBMH C TpeOoBaHMAMH cTaThd 20
®enepanpHoro 3akoHa ot 21 HosOps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHEI
3JI0pOBbs FpaXaaH B PoccuiicKoi ®enepanum»’. ‘

7. JIoHOpHI mepel MMMYHH3allMeH IOIEXaT OCMOTPY - BpadoM-TeparieBTOM
(BpauOM-TepaneBTOM yYaCTKOBBIM), BPauoM OOIIEH NPakTUKH (CeMeHHBIM BpayoM)
wid (eNpamepoM B MEIMUMHCKMX OPraHM3allaX H BPadOM-TPaHC(HY3HOIOToM
B cyOBekTax oOpamieHus JOHOPCKOH KpoBd W (WiH) ee KOMIIOHEHTOB,
OCYIIECTBISIOIMX 3arOTOBKY, XpaHeHHe, TPaHCIOPTHPOBKY [OHOPCKOH KpOBH
¥ (WIH) ee KOMIIOHEHTOB.

8. VIMMyHHU3aIMsd DOHOPOB Ul JOHALMH IUIa3MBl C aHTUTENIAMH IPOTHUB
aatureHa Rh(D) ocyIiecTBISETCS B COOTBETCTBHM C IMyHKTamMH 19-37 Hacrosiero
IMopsinka.

9. VIMMyHH3alHsi JOHOPOB JUIS 3aTOTOBKHM MMMYHOCIELM(PHUYECKOH ILTa3MBbl
C QHTHTENIaMH IIPOTHB CTA(QUIOKOKKA, KICIeBOro 3Hiedanuta, BO30yAMTENs
CTONOHSAKA, Trematuta B, HHBIX BHAOB HMMYHOCHEIMGHMYECKOH  ILIa3MBI,
OCYILECTBIISIETCS B COOTBETCTBUM C MHCTPYKLHEH MO MEAULMHCKOMY IPUMEHECHHUIO
JIeKapCTBEHHBIX NPENapaToB*?, HCIOIB3yeMBIX JIs HMMYHH3ALlMH JOHOPOB.

10. ITocne npoBeleHus WMMYHH3aIMH JOHOpa oOpasel KpPOBH HOHOpa
Hccefyercs Ha HaJIWYhe CHelUMGHYECKUX aHTHTEN U MX THTPAa M Ha OCHOBAHWH
IONYYEHHBIX  pE3yJBTaTOB  BPauoOM-TPAHCQY3HOJIOTOM  NPUHHMACTCA  OXHO
U3 CJIeIYIOMIUX PELICHHH:

0 JIOITyCKe JIOHOpa K JOHALMH UMMYyHOCTIELU(pUYECKOH ILIa3MBI;

0 HEOOXOIMMOCTH OCYILIECTBIICHUS pEUMMYHH3AIHH;

06 UCKIIFOUEHHH JOHOPA U3 YKCIIa JOHOPOB HMMYHOCTIELU()MIECKON MIa3MBl.

11. K noHanuu 1ia3Msl ¢ aHTHTeNamMu npotuB antureHa Rh(D) momyckatores
JOHOPHI, IMEIOIIHE THTP A/UIONMMYHHBIX aHTH-D anTHTeN He MeHee 1:64.

[Tocie MMMyHH3alMH D-TOJOXHTEIBHEIMA 3PUTPOLIUTAMU OCYINECTBIACTCA
3a60p KpOBH JOHOpA Ha OINpeAeNcHHE BBHIPaOOTKM aHTUTEN U MX THTPa B TEPHOL
OT [BYyX MECAlEB O roja OT Hadala WMMYHHM3alud. B 3TOT mepHoi BpeMEHH

3aperucTpupoBaH MHHUCTEPCTBOM ocTHLMH Poccuiickor Denepanyy 26 nos6ps 2020 r., peructpanuonHsii Ne 61104,
CpOK JieifCTBHA TOKYMEHTa OrpaHudeH 1o 1 susaps 2027 r.

2 Cobpanwe 3akoHOaTeNbCTBa Poccuiickodt denepanuy 2011, Ne 48, c1. 6724; 2022, Ne 1, cT. 51.

3 Tlpuxas MuHHCTEPCTBa 3PaBOOXPaHEHUS U COLMATBHOTO pasBUTUA Poccuiickoii ®enepaupu ot 23 mapra 2012 r.
Ne 252H «O6 yrtBepxnenuu Ilopsaxa Bo3NoXeHHS Ha Qenbamepa, aKylIepKy PyKOBOAUTENEM MeaULMHCKOM
OpTaHM3al|¥ [IPH OPraHA3ALMK OKa3aHWA IEPBUYHON ME/IMKO-CAaHHTAPHOH MTOMOLLH 1 CKOPO¥ MEIUIIMHCKOMH OMOLIH
OT/eNbHBIX QyHKIHMil JIeTallero Bpada o HemoCPEACTBEHHOMY OKa3aHHIO ME/IUIIMHCKON TIOMOL NAaLHeHTY B IePHO/
Ha6IIOACHHS 32 HUM M €T0 JICYCHHS, B TOM YHCIIe IO Ha3HAUEHHIO U IPMMEHEHHIO JIEKapCTBEHHEIX MPETIapaToB, BKIFOas
HApKOTHUECKHE JIEKApCTBEHHbIC [pPENapaThi M [CHXOTPONHBIE JIEKAPCTBEHHBIE NpENapaThly, 3aperuCTPUPOBaH
MunncTepctsoM foctuuuu Poccuiickoit ®enepanuu 28 anpens 2012 r., peructparuoHHbIi Ne 23971, ¢ U3MeHeHHAMHY,
BHECEHHBIMH TpHKa3oM MuHKMCTEPCTBa 3/paBooXpaneHus Poccuiickoit @enepaiyu OT 31 oxrabpsa 2017 r. Ne 882,
3aperucTpuposan MuHucTepcTBOM FocTulMH Poccuiickoit Oeneparimi 9 smBaps 2018 r., perucTpanynonssii Ne 49561.
4 Tlpuka3 MunucTepcTBa 37paBooXpaHeHus Poccuiickodi ®enepanuy 0T 21 cenrsbps 2016 r. Ne 724u
«O6 yTBepxneHuy TpeGOBaHHI K MHCTPYKUMH MO MENULMHCKOMY NPUMCHEHHIO JIEKapCTBEHHBIX MpeNapaTosy,
3aperucTprpoBat MuHHCTepCTBOM rocTHImMK Poccuiickort Qeepariiy 7 okta6ps 2016 r., peructpanMoHHbIi Ne 43959,




BBIABJISIETCS TUTP HENOJHBIX aUIOMMMYHHBIX aHTHTenl aHTH-D or 1:2 mo 1:1024
U BBILIE.

Tutp amtomMMmyHHBIX aHTH-D amtwren 1:1024 w Beile y paHee
He HIMMYHH3UPOBAHHEBIX TOHOPOB YCTAHABIMBAECTCs HE paHee, YeM Yepe3 rof.

12. K poHaupd HMMYHOCIIEUU(QHYECKON IUIa3Mbl C aHTHTENaMH IIPOTHB
CTaHIOKOKKA IOMYyCKAlOTCS TOHOPBI C aKTHBHOCTHIO aHTHAlb(acTaQuioTOKCHHA
ge Hwke 5 ME B 1 Mn ceBOpoTkM KpoBH. [DnasmMa JIOHOPOB SBISETCA
IMMyHocHelu(UUIecKod IUIa3MoOi ¢ aHTHUTENIaMH IIPOTHB  CTAaQHIOKOKKa C
aKTMBHOCTHIO aHTHaTbdacTadmnorokcnHa 3 ME B 1 M1 11a3Mel 4 BEIIIE.

[Tocne MMMYHHM3allMKM JOHOPOB C IENBI0 HMOMYYEHHS MMMYHOCTIELH(HIECKON
WIa3Mel € AaHTHTEIAaMM IIPOTHB  CTa(pUIOKOKKAa TNOKa3aTelb AaKTHBHOCTH
aHTHANb(GAacTaQUIOTOKCHHA B CHIBOPOTKE KPOBU JAOHOpa oTMedaercs Ha 1-2 ME
BBIIIIE, YEM B 3arOTOBJIEHHOM IL1a3Me KPOBH, U3-3a COACPXKAHMS B €IHHMIIC ILIa3MBI
KOHCEPBHPYIOLLETO pacTBOpa.

JIOHOpBI, y KOTOPHIX BHISBIEHa AaKTUBHOCTh aHTHaIb(acTadhHIOTOKCHHA
B CHIBOPOTKEe KpoBH Himke 5 ME/Mi, HCKIIOYaroTCs M3 4YHCIa JOHOPOB
MMMYHOCTIELIAQUYECKO  TUIa3Mbl € aQHTHTENIAMM  OPOTUB  CTa(HIIOKOKKa
U JIONMYCKAIOTCA K JNOHAIMM KPOBU M (MJIM) €€ KOMIIOHEHTOB KaK NOHOPHI KpOBH
U (WIH) ee KOMIIOHEHTOB He paHee, 4eM 4epe3 30 aHel mocie mocieqHed JoHaIn
MMMYyHOCIIENM(AIECKOH [1a3Mbl C aHTUTENIAMHU IIPOTUB CTA(QUIOKOKKA.

13.K poHanud HMMMYyHOCTIEHU(HYECKOM IUIa3Mbl C aHTHTEIaMH IIPOTHB
KJIELIEBOro 3HIedaNnuTa JOMyCKalOTCs AOHOPHI IPH TUTPE AHTHUTEN MPOTHB BHpYCa
KJIelmeBoro sHiedanura: B TuTpe He MeHee 1:400 (Ipu HCClieOBaHAM METOLOM
MMMYHO(EPMEHTHOTO aHanu3a) WM B TUTpe He MeHee 1:20 (mpu HccienoBaHUH
METOIOM PEaKIM{ TOPMOXKEHHUS TeMarTIIOTHHALIMH).

[Tocne MMMyHM3aLlMK JOHOPOB C IIENBIO MOMyYEHHS MMMYHOCTIEHH(HIECKON
IUIa3Mbl C AHTHTEJIaMM IIPOTHB KJEIIEBOro dHIedannTa 3abop KpOBH y JOHOPOB
Ha ONpeJeleHHE AHTHTEN MPOTHB BHpyca KIEIEBOro JHUE(AIHTa OCYIIECTBISIOT
yepe3 14-30 nHei.

14.K poHammy HMMyHOCHEeIM(pHUYECKOH IUIa3MBl C aHTHTEllaMH TIPOTHB
SARS-CoV-2 momyckaloTcs JOHOpbI mpu THTpe aHTUTen npotB SARS-CoV-2
He MeHee 1:20 IpH UccIeJOBaHUH B PEeaKLiMi BUPYCHEUTPATU3AIIHH.

JlomycKkaeTcss HMCHOJB30BaHHE HMMMYHOJIOTHYECKHX (MMMYyHOQEPMEHTHOTO,
AMMYHOXEMHIFOMHHECLIEHTHOTO) METOJOB HCCIENOBAaHHs TpPH HCIOIb30BaHHU
Habopa peareHToB, IUI1 KOTOPOrO 3KCIEPHUMEHTAIBHO YCTaHOBJICHa KOppesLusd
MEXIYy pe3yJibTaTaMH  OIpEAeNeHHs  CONEPKAHUSA  aHTUTEN B  IUIasMe
¢ BHpYCHeWTpau3yoleii akTUBHOCTBIO, ONIPEJEIEHHON B TeCTe C UCIOIb30BAHUEM
TIEPMHUCCHUBHOM KyJIBTYPBI KJIETOK. )

TTociie IMMYHH3aLUK JOHOPOB C IENBI0 HOMYYSHHS MMMYHOCTIEIU(DUIECKOi
wiasMsel ¢ anTurenamu npotuB SARS-CoV-2 3a6op KpoBH JOHOpa Ha ONpeACICHHE
aKTHBHOCTH aHTUTEJ OCyILecTBIIeTCs uepe3 30 qHen.

15. K pomamuu uMMyHOcHenu(UIecKod IUIa3MBI C aHTHTENaMH IPOTUB
BO30YIHUTENS CTOJNIOHAKA JOITYCKAOTCs JOHOPBI IIPY HATHYMH aKTUBHOCTU aHTUTEN K
cTonbusaky He meHee 7 ME/m.
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I[Tocne MMMYyHH3aLlMF JOHOPOB C LGNGO MONYYSHHS MMMYyHOCHEIHU(GHIECCKOM
IUTa3MBI C aHTUTEIaMH IPOTHB BO30YAUTENA CTONOHIKA OCYIECTBIIETCS 3a00p KPOBH
JIOHOpA Ha olipeieJieHHe aKTUBHOCTH aHTHTeN Yepe3 30 AHel mociie mepBoro BBEACHU
aHTHUIeHa.

16. K moHaumy HMMMyHOCHEIM(HUYECKOM IMa3Mbl C AaHTHTENaMH MPOTHB
renatura B momnyckaroTcs JOHOPHI, UMEIOIHe akTUBHOCTD aHTUTeN K HBsAg He MeHee
7 ME/mi. |

[Mocne MMMyHM3alMK JOHOPOB C IEJbI0 IMOMy4YeHHs MMMyHOCTIEHIU(UUECKON
IJIa3Mbl C aHTHTENAMH IPOTHB remaruta B 3a0op KpoBU NOHOpa Ha OIpe/elIeHHe
aKTUBHOCTH aHTHUTEJ ocyIecTBiseTcd yepe3 30 nHeil.

17. Jlonopy BBImaeTcs chopaBka o0 MMMYHH3aLMH [OHOpa® MpH KaXHoH
npoLeaype MPOBEJCHN UMMYHHU3ALUU U PEMMMYHH3ALHH.

18. B ciydae 0TCYTCTBHSI HEOOXOAUMOT0 KOMYECTBA CTIeNN(HIECKUX aHTUTEN
IV CHaYd KpoBH W (WIIM) € KOMIIOHEHTOB MMMYHH3HPOBaHHOMY JOHODY Haercs
OTBOJ, OT JJOHOPCTBa KMMYyHOCTIeLI(PUIECKOH MIa3MBl.

19. Jns MMMYyHH3aUUH JOHOPOB C LENBIO TONYyYEHHUs IIa3Mbl C aHTHTENaMHU
npotuB aHTureHa Rh(D) nprMeHIOTCs 3pUTPOLUTCOAEPKALME KOMIIOHEHTHI KPOBH,
KOTOpbIe HCIOJIb3YIOTCS B KaUeCTBE aHTHICHA.

20. K umMmyHusaiuu antureHoM cucteMsl pesyc Rh(D) (manee — D-anTuren)
IPUBJIEKAIOTCA Pe3yc-OTpHLIaTeNbHbIE JOHOPBH: MyX4MHbl OT 18 nmo 50 et
¥ JKEHIIMHEI OT 45 mo 50 neT Wiy MoJoXKe, IIPY YCIOBHH HACTYIUICHHS y JTOHOPOB-
YEHIIUH Mepruoaa MeHOIIay3hl, a TaKXKe B ClIy4yae, €CJIM y JOHOPOB ITPU MEJUIIMHCKOM
06ciIeJOBAaHUH BEISABJIAIOTCS A/UIOMMMYHHBIE aHTH-D aHTUTeNa ¢ TUTpOM 1:64 1 Hibke.
AITIOMMMYHHU3alLMs B pe3yibTaTe 6epeMEeHHOCTH, HallMYKe B aHAMHe3€ Y )KEHIIUHBI
BBIKHBINIEH, MePTBOPOXKICHUI, TE€MOIUTHYECKOM OONIe3HH HOBOPOKAEHHBIX,
CBS3aHHOM ¢ pe3yc-KOHGIUKTOM, He SBISIETCS NPOTHBOIOKa3aHHEM K HMMYHH3aIH
U peMMMYyHHU3aLUH.

21. O6pasupl KpOBH IOHOPOB, OTOOpaHHBIE [Jii HMMYHH3alldH, & TaKKe
06pa3silbl KPOBH JOHOPOB, 3PHTPOLUTCOASPXKAINHAE KOMIOHEHTEI KOTOPBIX OyayT
MCIONB30BaHEl B KadecTBe D-aHTHreHa, MCCieAyloTcs B npsiMoil mpobe Kymbca.
[MonoxuTenbHbIN pe3ynabTaT npsamoi npo6sl Kym6ca sBiseTcs mpOoTHBOIIOKa3aHHEM
O MMMYHH3aMH W peMMMYHHU3allMH JIOHOpa MW JUIi  HCHOJIB30BaHUA
SPUTPOLMTCOAEPKAIMX KOMIIOHEHTOB 3TOr0 IOHOpa B KauecTBe D-aHTUreHa.

22. AHTHIeHOM [l HMMYHH3ALHH CIIyXKaT pe3yc-nojoxurenbasie (Rh(D)+)
SPUTPOLHUTEI JOHOPOB IPyNIis! 0 MK HAEHTUYHBIE C KPOBBIO HIMMYHH3UPYEMOTO JINLIA
no cucreMe ABO, He wuMelomde Ha sputpouutax aHtMreHa Kl. OpHTpOIMTEI
co cnabbpiMu Bapuantamu D-anturena (Dweak, Dparcial) He wucnonas3yiorcs
TSI AMMYHHU3aLHH.

23. JloHOp, DPHUTPOLMTCOAEpXKAIIME  KOMIIOHEHTBI KPOBH  KOTOPOTO
ACTIONB3yETC B KadecTBe D-aHTUreHa, OTOMpaeTcs M3 4YHCIa JOHOPOB KpPOBH

S Tlpukas MumucTepcTBa 3apaBooxpaHeHus Poccumiickodi ®Penepammm ot 27 oktabpa 2020 r. Ne 1157n
«O6 yTBepXIEeHUH YHU(GUIMPOBAHHBIX (OPM MeHMLMHCKON JOKYMEHTAll¥, B TOM 4hCie B (OpME IIEeKTPOHHBIX
IOKYMEHTOB, CBA3aHHBIX C JOHOPCTBOM KPOBH M (WIIH) e KOMIIOHEHTOB M KIIMHMYECKHM HCIIO/b30BAHUEM JAOHOPCKOM
KPOBH H (MI1H) €€ KOMIIOHEHTOB, ¥ IIOPSAKOB HX 3aN0JHEHU», 3aperHCTPHPOBaH MUHUCTEPCTBOM OCTHIMH Poccuiickoi
deneparu 2 nexabps 2020 r., perucTpauyoHHbli Ne 61216, cpok AelicTBUA IOKyMEHTa OrpaHuteH Jo 1 susaps 2027 r.




u (WIH) ee KOMIIOHEHTOB, paHee OCYIECTBIABIIMX NOHAIMM M OOCIETOBaHHBIX
Ha HaJIM4YME aHTUTEN K AAepHOMY aHTHUICHY BHpyca remarura B.

24. JInd WMMMYHHU3ALWHA HCIONB3YIOTCS BCE BHBI 3PHTPOIMTCOAEPIKAIINX
KOMIIOHEHTOB KPOBH, a TaK)Ke KOHCEpPBHpOBaHHas KpoBb. JlOIMycKaeTcs pasjeneHue
SPUTPOLMTCONEPKAIIUX KOMIIOHEHTOB KPOBH, HCIHOIb3YyeMBIX B  Ka4decTBe
D-aHTHreHa, Ha JO36I UIsI IMMYHH3aIUH.

25. Ilepex HavanoM HMMYHHW3allMd M HAa TPHILUATHIA JEHb MOCNE OKOHYAHHS
KaXI0ro Kypca MMMYHHU3alUH HCclemyeTcs obpasel] KpOBH JOHOpa Ha HaIU4He,
creluUIHOCT U aKTUBHOCTD AJUIOMMMYHHBIX aHTH-D aHTHTEN.

26. Tlpy MMMyHHM3alWM W pPEeHMMMYHH3allMd JOHOPOB D-aHTHreHOM
JOIYCKAIOTCS OTKJIOHEHHs B CPOKax BBelIeHMsl D-aHTuUreHa 1O ISITH AHEH MexXmy
WHBEKLMSIMH M O COpPOKa IATH JHeH MeXAy KypcaMmH, ¥ B J03aX BBOJUMOTO
D-anTHrena B mmpenenax 1 Mi.

27. JIns WMMyHH3alMM JIOHOPOB ¢ (GEHOTHIIOM 3pHTpoLHuTOB ccddee
HCIIONB3YIOT B KauecTBEe aHTHI€Ha 3pUTPOLMTEI ccDee.

Jin1 MMMyHM3aldd [OOHOPOB, uMeronmx ¢eHorun spurpouuToB Ccddee,
HCTIONE3YIOT B KAUECTBE aHTHreHa SpUTpoluTs ccDee, a Takke CcDee u CCDee.

JIns MMMyHM3alUM JOHOPOB, HMeMoIMX (eHoTHn >puTponutoB ccddEe,
HCIIOJB3YIOT B KaueCTBe aHTUTeHa 3pUTporuThl ccDee, a Takoke ccDEe u ccDEE.

28. WMMmyHHM3amus JOHOpoB ¢  Qenotumom spuTpouutroB  CCddee
sputpomutamu ccDee u CcDee He JomyckaeTcsi BBHIY BO3MOXHOCTH 00pa3oBaHust
y HMMYHH3HPOBAHHBIX JOHOPOB aHTHUTE] aHTH-C.

WmMyHu3anus QoHOpoB ¢ ¢enorunoM sputpouutoB ccddEE sputpounramu
ccDee u ccDEe He JomyckaeTcsi BBHIY BO3MOXHOCTH — OOpa3OBaHHS
Yy HMMYHH3UPOBAHHBIX JOHOPOB aHTHUTEJ aHTH-€.

29. HMmmMyHH3auus AOHOPOB IIPOBOJUTCS KypcamHu:

1) mepBeli Kypc HMMYyHH3alldd COCTOMT K3 TpeX BHYTPHBEHHBIX
WIH BHYTPUMBIIIEYHBIX HHBekuuit D-aHTureHa B o06néMe: mepsas 10 mn
SPHTPOLUTCOAEPKAIIEr0 KOMIIOHEHTa KPOBH, TIOC/IEYIONKE JIBE MHBEKIHH 110 5 MII
C MHTepBaJlaMi MeXy HUMH TPH-4Y€ThIPE JHS,

2) BTOpoH Kypc HMMYyHH3allMd COCTOMT H©3 TpeX BHYTPHBEHHBIX
WIH BHYTPMMEBINIEYHBIX WHbeKiud D-anturera B o6beMe 10 5 MI
SPUTPOLUTCOAEPIKALLIETO KOMIIOHEHTa KPOBM Ha KaxIyl0 ¢ HHIEpBajaMH
II0 TPU-YETHIpEe JTHS;

3) Tperuii © dYeTBepTHIf Kypc MMMYHM3AIWM [POBOAUTCS JOHOpaM,
y KOTOPBIX CofepKaHWe aLIOMMMYHHBIX aHTH-D antuten IgG B HempsmoH npobe
KymbGca, mociie AByX NpPOBEAEHHBIX KYypPCOB HMMYyHU3AaLHH ONPENE/AIOTCS B TUTpE
menee 1:64. TIpu TpOBEEHHH TPETHETO U YETBEPTOTO Kypca MMMyHH3aLUH 00beM
BBOJMMOro D-aHTHIreHa M MHTEPBal MeXAy BBeAeHHsMH D-aHTHreHa aHAIOTHYCH
HOPAIKY BTOPOro Kypca IMMYyHH3aLUH.

30. UntepBan MexAy MEpBBIM K BTOPHIM KypCOM MMMYHH3AI[MU COCTABJISET
yeThIpe Mecslla, HHTEpBal MEXIy BTOPHIM, TPETbUM M HETBEPTHIM KypCOM
MMMYHH3AI[MH COCTABIISIET 6 MECAIIEB.




31. B cnydae, ecnd mocie 4YETBEPTOro Kypca y JOHOpa, Y KOTOPOTO
COZiepXaHue AUIOMMMYHHBIX aHTU-D anTuTen IgG B Hempsmoi mpobe KymbGca
ompejeNfeTcs B THTpe MeHee 1:64, yepes YeTsIpe Mecslla, U B JAbHEHUIIIEM C TEMH XKe
HUHTEpBaTaMH, TPOBOIUTCS OT JIBYX IO TPeX KypCOB pEUMMYHHU3AIHH.

32. B cmyuae, ecnu B pe3ysipTaTe YETBEPTOrO Kypca HMMYHH3ALUN U KypcOB
peMMMYHHU3aLUH TIpH 0OCIEN0BaHMM HMMYHHM3HPOBAaHHOTO JIMLA aJNIOMMMYHHBIE
aHTH-D aHTHTENNa He BBIABIAIOTCA, JAJIbHENIIass AIMMYHH3alM HE IIPOBOIUTC.

33. Ilpy Hanuyud AUIOMMMYHHBIX aHTH-D aHTHTel YyCTaHAaBIWBAKOT
UX CIEUUPUIHOCTh U TUTP. IIpH MOBTOPHOM BBIABIEHUH Y NOHOpPA aLIOMMMYHHBIX
aHTH-D aHTHTEd, IOHOP JOMyCKAeTCsl MCKIIOUMTENBHO K JIOHAIMHM ILIa3MBbI
AHTHPE3yCHOMS.

34. JloHopaM depe3 uYeTHIpe Mecslla IOCJAe OKOHYaHHS HMMYyHH3aluH
H JIOHOpaM, Y KOTOPEIX CHU3IIACH BHIpabOTaHHbIE AJUIONMMYHHBIE aHTH-D aHTHTENa
B TUTpe OT 1:64 W HiDKe, IPOBOAUTCS PEMMMYHH3aIMs C LIEIBIO TOBBILICHUS TUTPa
AJJIOMMMYHHBIX aHTH-D aHTHTE].

35. Or6op HAOHOPOB, APUTPOLMUTCOIAEPKAILINE KOMIIOHEHTBI KPOBH KOTOPBIX
IJIAHUPYETCSA MCIOJIB30BaTh IJIs PEUMMYHHU3AIMH, OCYIIECTBIAETCS B COOTBETCTBHU
¢ TpeOOBaHMAMM, IIPEIyCMOTPEHHEIMH [Uis OTOOpa HOHOpOB D-aHTHreHa
171l ”MMMYHH3AI[UH, COTJIaCHO MyHKTaM 5, 9, 10 HacTosmero ITopsaka.

36. Kypc peuMMyHHM3alii COCTOMT M3 IBYX-TPEXKPATHOTO BHYTPHUBEHHOI'O
WM BHYTPUMBIIIEYHOTO BBeleHUs D-aHTHIeHa 110 2-3 MJI ¢ HHTEPBAJIOM ABa-TPH JHS.

37. Tlocme UMMyHM3alMM WIA PEUMMYHHM3AlMHM JOHOPY BBIAAETCS CIIpaBKa
00 MMMYyHH3allAH aHTHTEHAMH CHCTEMBI pe3yc (PeKOMEHIyeMBli obpasell IpuBeeH
B OPHJIOXKEHHH K HactosmeMy Tlopsanxy).

Cnpaska odopmisiercs Ha OyMa)KHOM HOCHTENE H 3aBEPSETCS IOJANKCHIO
OTBETCTBEHHOTO JIMIA, YIOJHOMOYEHHOTO IPHUKa30M PYKOBOIMTENS MEIUIMHCKOH
OpTaHM3alliK, W TeYaThl0 MEIULHHCKOH OpraHu3aluM (P HAMYMHK), HA OTTHCKE
KOTOPOH HIEHTU(HIHpPYeTCS IOJIHOE HAUMEHOBAHME MEIMLIMHCKON OpraHH3aliy
nu60 B (opMe BIIEKTPOHHOTO JOKYMEHTa, IOJIMCAHHOIO C HCIOJIb30BaHUEM
YCHIIEHHOM KBATH(UUMPOBAHHON 2I€KTPOHHOH MOJIMKCH COTPYAHHKA MEIULIHHCKON
OpraHM3alli¥, YMNOJHOMOYEHHOTO  IPHKA30M  PYKOBOAMTENS  MENHULMHCKOM
OpraHM3alMd, B  COOTBETCTBUM C  IIOPSJIKOM  OpPTraHM3allMd  CHCTEMEI
JTOKYMEHTO060pOTa B cepe OXpaHBl 3/[0pOBbS B YacTH BEINEHUS MeIUIUHCKOH
JIOKYMEHTALIMH B (hOpMe 3EKTPOHHBIX JOKYMEHTOB .

S TMynkr 21 pasuena 2 mpuioxeHus Ne 2 k mpukasy MuHHCTepcTBa 34paBooxpareHus Poccuiickoit Denepannn
oT 28 okTa6ps 2020 r. Ne 11668 «O6 yTepXAeHME NOPAAKA [IPOXOXICHAS KOHOPaMH METHLMHCKOIO obcneoBaHus
M TepedHs MeUIMHCKUX MPOTHBOTIOKA3aHHUI (BPEMEHHBIX Y TIOCTOSHHBIX) JU1sl CAAYH KPOBH H (MIIH) €€ KOMIIOHEHTOB
¥ CPOKOB OTBO/Ia, KOTOPOMY TOJUIEXKHT JIHLO TIPY HATHYMH BPEMEHHBIX MEAMLUMHCKUX [0Ka3aHHi, OT JOHOPCTBA KPOBH
¥ (WiH) ee KOMIIOHEHTOBY, 3aperuCTpHpoBal MunucTepcTBoM roctuumu Poccuiickoit @enepaiun 26 HoaA6ps 2020 r.,
peructpauuoHHsii Ne 61104, cpok AeicTBHA TOKYMeHTa OrpaHudeH 10 1 aHsaps 2027 r.

7 TlynkT 11 uactu 2 crateu 14 @eaepansHoro 3akoHa ot 21 HosGps 2011 r. Ne 323-03 «O6 0cHOBaX 0XpaHbl 3/10pOBbS
rpaxman B Poccuiickoii ®enepauun» (CoGpanue 3akononatensctsa Poccuiickoii ®enepauuy, 2011, Ne 48, c1. 6724,
2017, Ne 31, ct. 4791).



[Ipunoxenue
K [lopsaKy HMMyHHM3aLUU JJOHOPOB [Is
3arOTOBKH HMMYHOCHELU(HUYECKOH M1a3MEI

PexoMeHyeMEIit 0Opasen

Cuopaska
00 MMMYHHM3a1IN¥ AHTHT€HAMH CHCTEMBI pe3yc

HauMeHOBaHHE MEIULIMHCKON OpraHH3alHH

HonHop

(bamunus, UMs1, OTYECTBO (TIPY HATUYHH), 1aTa POXKICHHS)

I'pynmna kpoBu ABO
Pe3yc-npuHaaaeKHOCTh
(DEHOTHII SPUTPOLIUTOB

NMMmyHu3upoBaH(a) pe3yc-aHTHIeHOM
(rpynmna kposu ABQ, pe3yc-npuHannex HOCTb, PEHOTHII IPUTPOLIUTOB)

IIpu HeoGxoauMocTH remMorpancdys3uii o0s3aTelen HHIMBHAYAIbHBIA MOI00P
COBMECTHMO# KPOBH TOJILKO OT JI0HOPA

(rpymma kposu ABO, pe3yc-IpHHaie:HOCTb, yKa3aTh JONYCTUMBIE AHTHTEHBI JPUTPOLIUTOB JOHOPA)

MemuuuHCKuiA pabOTHUK,
BBIJIaBILIUHU CIIPABKY

(momxHOCTB)  (TIOITHCH) (pacmmgppoBKa)

MII (tpn HanM4IKK)




