ITpuxa3z Munucrepctsa 3apaBooxpanenust PO ot 20 oxtsa6pst 2020 r. N 11291 "O06 yrBepxkaenuu [Ipasun
IPOBEJEHUS 00513aTEIbHOI0 MEAUIIMHCKOIO OCBU/IETEILCTBOBAHNS HA BBISIBJICHUE BUpYCa
umMMmyHoaepunura yenoseka (BUY-unpexkunn)"

B cootBerctBuu ¢ nynkToMm 4 crateu 9 ®denepanpHoro 3akoHa ot 30 mapra 1995 . N 38-03 "O
IpeaynpexaeHuu pacrnpoctpaHenust B Poccuiickoit ®@enepanuu 3ab0s1eBaHMs], BbI3BIBAEMOIO BHPYCOM
ummyHoeumTa denoseka (BUU-uadexun)" (Cobpanune 3akoHomaTenbeTBa Poccuiickoit denepanum,
1995, N 14, ct. 1212; 2008, N 30, cr.3616) u noanyukrom 5.2.98 Ilonoxkenuss o MuHHUCTEpCTBE
3npaBooxpaHeHus Poccuiickonn  ®enepauuu, yYTBEpKICHHOrO IocraHoBieHueMm [IpaButenbcTBa
Poccuiickoit ®eneparmmu ot 19 wurons 2012r. N 608 (CoOpanme 3akoHOmaTeNbcTBa Poccuiickoit
Oepnepanun, 2012, N 26, ct. 3526), npukas3piBaio:

1. VYrBepmutp mnpumaraembie [lpaBmia  mpoBeleHHsS ~— 00S3aTEIBHOIO  MEAMLIMHCKOTO
OCBHUJICTEIHCTBOBAHMS HA BBISBICHHE BUpyca UMMYyHoeduimTa yeiaoseka (BUY-undexunn).

2. Hacrosiuii npuka3s Bctynaet B cuily ¢ 1 ssuBapst 2021 r. u geiictByer 1o 1 suBaps 2027 .

MunucTp M.A. Mypaiiko

3apeructpupoBano B Muntocte PO 11 wos6ps 2020 r.
Perucrpanuonnsiii N 60847

YTBepKIeHbI

npukazoM MHUHHCTepPCTBA
31paBOOXPaHEHHA
Poccuiickoii @enepauuu

o1 20 okTa0ps 2020 r. N 1129n

Mpasuia
NpoBe/ieHus 00513aTeJIbHOT0 MeIHIIHHCKOI0 OCBH/1eTe/IbCTBOBAHNUS HA BhIsIBJICHHE BUPYCa
uMMyHoaepuuuTa yeaoseka (BUY-nndexunn)

1. O01ue moI0KeHus

1. Hacrosmue IlpaBuma yTBEp)KOArOT MOPSAAOK IPOBEACHUS O0S3aTENBHOTO MEIMIUHCKOTO
OCBMJIETENIbCTBOBAHUS IrpaxkaaH Poccuiickoit @enepanyiv, UHOCTPAHHBIX I'PaX/1aH U Ul 0€3 rpakJaHCTBa
B LEJAX TNpeaynpexIeHus pacrnpoctpaneHus B Poccuiickoit denepanum 3a0o0ieBaHMs, BBI3IBAEMOTO
BUpycOM UMMyHoAeduiuTa uyenosexa (BUY-undexnmn) (nanee cOOTBETCTBEHHO - OCBUAETEIbCTBYEMBIH,
00s13aTeNIbHOE MEIUIIUHCKOE OCBUICTEIHCTBOBAHHE).

2. OOs3aTensHOMY MEIUIIMHCKOMY OCBHJICTEIHCTBOBAHHIO Ha BbisBiicHHe BUY-undexumn
ITO/JIEXKAT:

JOHOPBI KPOBH U (WJIM) €€ KOMIIOHEHTOB, OMOJIOTHYECKHUX XHJIKOCTEH, OPraHOB U TKAaHEH - MpH
Ka)KJIOM B35ITUU JOHOPCKOTO MaTepHuaa;

pabOTHUKHU OTIIENBHBIX PO eCcCUuit, IPOU3BOCTB, MPEANPUATHH, YIPEKICHUNA U OpTraHU3aLUH - IPU
MIPOBEICHUU O0SM3aTENbHBIX TPEABAPUTEIBHBIX MPH IOCTYIUIGHHHM Ha paboTy W NEepUOJUYECKUX
MEIMIMHCKUX OCMOTPOB .

3. Obs3aTenpbHOE METUIIMHCKOE OCBUIETEIbCTBOBAHNE IPOBOJUTCSA B MEAMIIMHCKUX OPTaHU3aLUAX
TOCYJapCTBEHHOH W MYHUIMIIQIBHON CHUCTEM 3IpaBOOXpPAHEHUs C COONIOIEHHEM TpeOOBaHUIA,
YCTaHOBJIEHHBIX cTaTbsiMu 7, 11-13 denepanpHoro 3axkona ot 30 mapra 1995r. N 38-®3 "O



IpenynpexaeHuu pacrpoctpaHenust B Poccuiickoit ®@enepanuu 3ab0s1eBaHMs], BbI3BIBAEMOIO BHPYCOM
uMmyHoaedunura yenoseka (BUU-undexuun)" 2.

4. Ob6s13aTeIbHOE MEUIIMHCKOE OCBHUIETEILCTBOBAHUE BKIIIOYACT:

naboparopuyto auarnoctuky BUU-undexmmy;

NpeABapUTeNIbHOE  (IOTECTOBOE) M Mocienyiomee  (IOCIETEeCTOBOE)  KOHCYJIbTUPOBAHUE
OCBHUJIETEIBCTBYEMOTO 110 Bolipocam npodpuinaktuku BUY-undexmm;

BbIJIa4y OCBHJIETEIILCTBYEMOMY O(PHUIIMATIBHOTO JOKYMEHTA O HAJHMYUHM WA 00 OTCYTCTBUU y HETO
BUY-undexnun  MEIWIMHCKONW  OpraHM3alnued, NpOBOAMBIICH  00s3aTeIbHOE  MEIHMIIMHCKOE
OCBHUJICTEIHCTBOBAHHE.

5. HeoOXomumbIM TpeABAPUTEIBHBIM YCIOBHEM IPOBEACHUS 005S3aTEIBHOTO MEAULIUHCKOTO
OCBUJICTEIILCTBOBAHMS SIBIIIETCSl Jaya OCBUACTEIBCTBYEMBIM HH(POPMUPOBAHHOTO JOOPOBOJIHHOTO
COTJIACHs HA MEIUIMHCKOE BMEIATEIBCTBO

NudopmupoBanHoe 10OPOBOJIBLHOE COTJIACHE 3alONHSACTCS HAa OyMaXHOM HOCHUTENE B JIBYX
SK3EeMIUIIpax 100 popMHUpyeTcs B POpME JIEKTPOHHOTO JTIOKYMEHTA.

6. Jlumo, mpomexamee 00sM3aTENbHOE MEIMIMHCKOE OCBUAETENIbCTBOBAHHWE, MMEET IPaBO Ha
MOBTOPHOE MEIMIIMHCKOE OCBHJICTEILCTBOBAHUE B TOH K€ WJIM B JAPYrod MEIUIMHCKOW OpTraHU3aINH,
yKa3aHHOHM B IyHKTe 3 HacToAmmx lIpaBui, mo cBoeMy BBIOOPY M HE3aBUCHMO OT CPOKA, MPOIIEIIETo ¢
MOMEHTA MPEIBIIYIIET0 OCBUIETEILCTBOBAHUSI.

7. O0s13aTenbHOE MEUIIMHCKOE OCBUCTEIBCTBOBaHNE Ha BbIsiBIIeHHe BUYU-uH(eKu npoBoauTcs
B paMKax IMpOTrpamMMbl TOCYIapCTBEHHBIX TapaHTUH OECIUIATHOTO OKa3aHUs Tpa)kJaaHaM MEIHIIMHCKOM
oMoy *.

8. CBenenus o ¢akre oOpaimieHus TpakIaHuHA 32 OKa3aHHUEM METUITMHCKOW MOMOIIH, COCTOSIHUN
€r0 3710pPOBBS U IMATHO3€, MHBIE CBEJICHUS, TIOJTYUYCHHBIC ITPH €r0 MEJAUIMHCKOM OCBHJICTEILCTBOBAHUH HA
BoisiBIenre BUY-un(eKIun, COCTABIAIOT BPa4eOHYIO TaliHYy °.

I1. JIabopaTopnasi nmarnoctuka BUY-unpexuun

9. Jlaboparopnas nuarnoctuka BUUY-undexkuum ocHOBaHAa Ha BbIsIBICHHH aHTUTeNl K BUY nm
BUPYCHBIX aHTUI'€HOB, a Takke BblABiIeHUU nposupycHoi JJHK BUY u Bupycnoit PHK BUY (y nereit
NEPBOTO Troja JKU3HU U JIMI, HAXOAAIIMXCAd B MHKYOAalMOHHOM miepuojne 3aboneBaHus) (namee -
TECTUPOBAHUE).

10. CrangapTHBIM METOJJOM TECTUPOBAHHUS CIYKUT OJTHOBPEMEHHOE ompezesieHue anturen k BUY
1,2 u antrurena p25/24 BUY c mnomoupto uMMyHOGEpMeHTHOTO aHanmmu3a (manee - HMDA) u
MMMYHOXEMIIIOMUHECLIEHTHOTO aHanu3a (nanee - UXJIA).

JUia oATBEpXKACHUS pe3yNbTaToB B OTHOUIEHMM BUY mpUMEHSIOTCS NOATBEP)KIAIOLINE TECThI
(MIMMYHHBIH, TMHEWHBIHN 0J10T).

VY nereil mepBOro roja JKU3HU U JIUI, HAXOAAIINXCS B MHKYOAIIMOHHOM Iepuo/ie 3a00sIeBaHus, IS
MOJTBEPXKICHUS JAMAarHO3a U CBOCBPEMEHHOI'O HA3HAYEHUS aHTHPETPOBUPYCHOW TEpariuéd MOXKET ObITh
ucnonb3oBano onpexaenenue PHK wnu JJTHK BUY monexynsipHO-0HM0I0rHYeCKUMHA METOAAMHU.

11. JlnarHOCTUYECKHI aaropuTM TECTHUpOBaHUS Ha Hanuuue aHturen k BUY cocrout w3
CIIEYIOIIUX 3TAIOB!

CKPUHHHI'OBOE UCCIIEI0OBAHMUE;

MIOATBEP)K/ICHUE PE3yJIbTaTOB CKPUHHUHIOBOI'O MCCIEAOBAHUSA B JIAOOPATOPUM YIOJIHOMOYEHHOM
MEIUIMHCKONW OpraHu3aluy, OCYILECTBISIONIEN OpraHn3alliOHHO-METOIUYECKYIO0 padoTy 110 IPOBEACHUIO
JMAarHOCTHYECKUX, JI€UYCOHBIX, CAHUTAPHO-TTPOTHBOAHIEMHUYECKUX (MTPOPUIAKTUIECKHUX ) MEPOIIPUATHI 1O
BUY-undexun (nanee - pedeperc-madboparopus).

12. Ha »rtane ckpuHuHroBoro wuccienoBanusi ¢ nomouipto MDA nmmu UXJIA ocymecTtsisiercs
OIpEeIEJICHUE Y OCBUIETEILCTBYEMOT0 anTuTen kK BUY.

B cayuae, eciau nosydeH mosiokutenbHblil pesyiabTar B MDA win UXJIA, ananus3 npoBoauTcs



IIOCJIEZIOBATEIBHO €Il ABa pa3a (C TOW )K€ ChIBOPOTKOW M B TOM € TECT-CUCTEME, BTOpasl ChIBOPOTKA
3alrpammBaeTcs TOJIbKO B CIy4ae HEBO3MOKHOCTH HAIPABJICHMS U1 JAJIbHEUIIETO UCCIIE0BaHUS IEPBOM
CBIBOPOTKH).

B cnywae, ecnu mosydyeHbl JBa IOJIOKHUTEIBHBIX pe3yibTaTa U3 TPEX aHAIM30B, ChIBOPOTKA
CUMTAETCs TEPBUYHONOJIOKHUTEIBHON M HampaBisieTcs B pedepeHc-1abopaTopuio Ul JalbHEHIero
HCCIIEI0OBaHUS.

JloHOpBI KpoBH U (WJIM) €€ KOMIIOHEHTOB, OMOJOTHYECKHX KHIKOCTEH, OPraHOB M TKaHEH, y
KOTOpBIX I10 Pe3yJIbTaTaM CKPUHUHIOBOT'O UCCIIE0BAHNUS CHIBOPOTKA CYMTAETCS IEPBUYHOIION0KUTEIBHOM,
HAIpaBJIAIOTCS JUIsl  JAJIbHEMILEro MPOXOXAECHHUS MEIUIMHCKONO OCBUIETEIbCTBOBAHUS B ILIEHTP
npodunaktuku 1 60psOsl co CITUJL ° B cyobekTe Poccuiickoi denepanum.

13. Ha orame mOATBEpXKACHUS pPE3YIbTaTOB CKPUHHUHIOBOTO HCCIENIOBaHUA B pedepeHc-
nabopaTopuu OCYIIECTBIISETCS TTOBTOPHOE HUCCIICIOBAHUE MMEPBUYHO TOJIOKHUTEIBHON CHIBOPOTKU B MDA
i UXJIA ¢ ucnosib30BaHUEM BTOPOI TECT - CUCTEMBI IPYTOro MPOU3BOAUTEINS, OTIUYAIOLIEHCS OT ePBOM
10 COCTaBY aHTHI'CHOB, aHTUTEI MM OPMATy TECTOB.

IIpy mnonayyeHMM OTPHULATEIBHOTO pe3yjibTaTa ChIBOPOTKA IOBTOPHO HCCIENYETCS C
HCIOJIb30BAHUEM TPETHEN TECT-CUCTEMBI, OTIMYAIOLICHCA OT NEPBOM U BTOPOM TECT-CUCTEM IO COCTABY
AHTUTCHOB, AaHTUTEJ WU (pOpMaTy TECTOB.

Hcnonb3yeMble BTOpasi U TPETb TECT-CUCTEMBI JIOJKHBI UMETh AHAJIOIMUYHbIE U 00Jiee BBICOKHE
AHATTUTUYECKHE XaPaKTEPUCTUKH (4yBCTBUTEIBHOCTD, CIIEU(PUUHOCTH) IO CPABHEHHUIO CO CKPUHUHTOBOU
TECT-CUCTEMOM.

B ciyuae nosny4eHust OTpULIATENILHOTO pe3yibTara (BO BTOPOI U TPEThEN TECT-CUCTEMAX ) BbIIAETCS
3aKIII0YeHrEe 00 OTCYTCTBHHU aHTUTEN/anTureHoB BUY.

[Tpu nosryueHNH MONOKUTEIBHOTO pe3yibTaTa (BO BTOPOI /WK TPETHEH TECT-CUCTEME) CHIBOPOTKY
HE00XO0IMMO UCCIIE0BAaTh B UMMYHHOM WJIM JJMHEHHOM OJI0Te.

PesynbraTel, MOJy4YeHHbIE B IMOATBEPXKAAONMIEM TecTe (B MMMYHHOM WIHM JIMHEHHOM OIoTe),
UHTEPIPETUPYIOTCS KaK MOJIOKUTEIbHBIE, HEOIIPEIEICHHbBIE U OTPULIATEIIbHbIE.

14. B mensax obecriedeHus: KOHTPOJS M ydeTa HCCIEAOBaHMA, MPOBEACHHBIX B JIabOpaTopuH,
ucclieIoBaHusl B pedepeHc-1adbopaTopun JODKHBI OCYIIECTBIATHCS B TOM ke cyObekre Poccuiickoii
®denepanuu, e IpOBOAUIOCH CKPUHUHIOBOE MCCIIEOBAHHUE.

15. TTonoxxuTenbHBIMU (TIO3UTHBHBIMH ) CYUTAIOTCS IPOOBI, B KOTOPHIX OOHAPYKUBAIOTCS aHTUTETA
KaKk MUHMMYM K 2 u3 3 rnukonporenHos BIY (env).

OcCBUAETENBCTBYEMBIH C ITOJIOKUTEIBHBIM PE3YJIbTATOM UCCIIEI0BAHUS B MUMMYHHOM WIH JINHEHHOM
O7oTe HampaBisieTcsl K Bpady-MH()EKIMOHKUCTY IeHTpa npodunaktuku 1 60psosl co CITN/L B cyObekTe
Poccuiickoit ®enepanuu.

16. OrpunaTenbHBIMU (HETaTUBHBIMU) CUMTAIOTCS CHIBOPOTKH, B KOTOPBIX HE OOHAPYKHBAIOTCS
aHTUTENIa HU K OIHOMY M3 aHTUreHos (6enxos) BUY.

17. HeompeneneHHbIMU (COMHUTENBHBIMU) CUHUTAIOTCS CBIBOPOTKH C OCJIKOBBIM HpPOQHIEM B
MMMYHHOM 0JI0T€, HE OTBEYAIOIIUM KPUTEPUSAM MTO3UTUBHOCTH.

[Ipu mody4eHWH HEOMPEAETICHHOTO pe3yibTara C OCNKOBBIM HPOQHIEM, BKIIOYAIOIUM OCIKH
CepaueBUHBI (gag) p 25/24, mpoBOUTCS UCCIEAOBAHNE U TUarHoCcTHK BUY-2.

18. IIpu noayyeHU OTPULIATENBHOIO U HEONIPEIEICHHOTO pe3y/ibTaTa B UMMYHHOM WJIU JINHEHHOM
0JI0Te pEKOMEHIYETCSl UCCIIeIOBATh OMOJIOTHYECKU 00pa3ell B TeCT-CHCTeMe JUIsl onpeneeHus p 25/24
anturena wim JJHK/PHK BHY.

[Ipu nonydeHnH OTPULIATEIILHOTO WK HEONIPEAEIEHHOTO PE3yJIbTaTa B IOATBEPKIAIOIIEM TECTE (B
MMMYHHOM WJIH JHHEWHOM OJ0T€) W BbBISABICHUM aHTUTeHa p25/24 wim BeusiBienun JIHK/PHK BUY
OCBHUJICTEIHCTBYEMBII HAMPABIIAETCS K Bpady-HH(DEKIIMOHUCTY METUIIMHCKON OpraHn3allui, OKa3bIBAIOIIeH
MEIULMHCKYIO TOMOIIb NMpH 3a00JIeBaHUH, BBI3BIBAEMOM BHPYCOM HMMMYyHOAeduuuTa yenoeka (BUY-
nHGEKIHN) s KIMHAYECKOr0 OCMOTpa, cOopa aHaMHe3a, yCTaHOBIIeHUs auarHo3a BUY-undexnun wim
(ecmu wWcclenOoBaHWE HE MPOBOJWIOCH paHee) 3abopa kpoBu mius onpenenenus PHK/JJTHK BUY
MOJIEKYJISIPHO-OMO0JIOTMYECKUMHU METOIaMHU.



Ecnu momydensl orpunarenbhbeie pesynbraTsl npu onpenenenun JJTHK/PHK BUY, moBTopHBIE
ucclieloBaHus Ha aHTHTena/anTureHsl Kk BUY mpoBonsTes yepe3 3 mecsia, 3a UCKIIOYCHUEM CIydaeB,
KOI'JIa UHOW CPOK YCTAHOBJIEH B PE3YyJIbTAaTE MEIULIMHCKOIO OTBO/IAa JOHOPA OT JOHOPCTBA KPOBU U (UJIN) €€
KOMIIOHEHTOB B IIOPsIIKE, IpeaycCMOTpeHHOM I1yHKTOM 20 [IpaBui1 3aroToBKY, XpaHEeHUs], TPAHCIIOPTUPOBKHU
Y KJIIMHAYECKOI'0 UCIIOJIb30BaHUs JOHOPCKON KPOBU U €€ KOMIIOHEHTOB U O IPU3HAHUM YTPATUBLIMMU CUILY
HEKOTOPBIX aKTOB, YTBEPKJIEHHbIX nocTanorienrneM [IpaBurensctBa Poccuiickoit @eaepannu ot 22 UIOHS
2019 1. N 797",

Ecmu uwepe3 3 mecsina mocine mepBoro oOCiIe0BaHUS BHOBb OyAyT IMOJMYy4YEHBI HEONpEACTICHHbIC
pe3ynbTathl B UMMYHHOM Onote, UDPA wim UXJIA, a y OCBUAETENHCTBYEMOTO HE OYIYT BBISBICHBI
dakroper pucka 3apaxkenusi, [JHK/PHK BUY u xknuandeckne cumntoMbl BUY-undexiuu, pe3ynbTaT
PAaCLIEHUBACTCS KaK JIOXKHOIIOJIOKUTEIIbHBIN.

B ciydasix, koraa y i, HaXOAAIUXcs B MHKYOAIITMOHHOM repuo/ie 3aboneBanus, nuarao3 BIU-
MH(EKIUH TOCTAaBJICH Ha OCHOBAaHUM KIIMHHUYECKUX U JabopaTopHbIX nokaszarenei (BersaiaeHue JJHK/PHK
BUY), npoBoauTcsi NOBTOpPHOE UCCIEIOBaHKE HA Hamnyue antuten k BUY B uMMyHHOM WM TUHEHHOM
6note uepe3 6 MecALeB, a PH MOTyYSHHH OCBHETEILCTBYEMBIM aHTUPETPOBUPYCHOM Tepanuu - yepes 12
MECHLIEB.

19. TIlpm mnony4eHUM MOJIOKUTEIBHBIX PE3YJIbTaTOB HCCIEIOBAaHUM, IIPOU3BENEHHBIX C
HCIIOJIB30BAHUEM [IBYX T€CT-CUCTEM Ha 3TaIle OATBEPKIACHUS PE3YyIbTaTOB CKPUHUHIOBOI'O UCCIIEN0BaHUS
Y OTPHIATENBHBIX PE3YIHTATOB B UMMYHHOM OJIOTE M TECTE JJIs OTIPEIeIICHUs] aHTUTeHa p25/24 mpoBOIUTCA
IIOBTOPHOE UCCIIEA0BAHUE Yepe3 JIBE HEJIEIIH.

20. IloBTopHBIE 00CHEIOBAHUS METOJOM HMMYHHOrO OJOTa y JHMI[ C YCTAaHOBJICHHBIM paHee
nuarao3om "BUY-undekmus" He mpoBOasATCS.

21. Ins quarnoctukn BUY-undexunu y nereit B Bo3pacte 10 18 Mecsies, poxkIeHHBIX )KEHIIHHAMH
¢ BUY-un¢exuueii, B CBA3M C HATMYUEM MAaTEPUHCKUX aHTUTEN IPUMEHSIOTCSI METO/IbI, HAIIPaBJICHHBIE HA
BbIsiBIIeHHE reHeTndyeckoro marepuaia BUY (JJHK unu PHK).

Juarnoctuka BUY-undexmu y nereit, poskaeHHbIX )eHmuHamMu ¢ BUY-uH(exnuen u 1ocTurmmx
Bo3pacta 18 Mecs1ieB, OCyIECTBISETCS TaK e, KaK Y B3POCIBIX.

22. JIaboparopHas auaraoctuka BUY-undekunu ocymecTBiseTcs: ¢ IpuMeHeHneM HabopoB TecT-
CUCTEM, 3apeructpupoBaHHbiXx B Poccuiickoit ®denepauuu B COOTBETCTBUU C 4YacThio 4 crartbu 38
®enepanbHoro 3akona N 323-03 %,

II1. ITpenBapuTenbHoe (10TECTOBOE) U MOCJIeayOLIee (IOCTETECTOBOE) KOHCYJIbTHPOBaHHE
OCBH/ETENbCTBYEMOro 1o Bonpocam npopunakruku BUUY-nnpexunu

23. OO0s3aTenbHOE MEIUIIMHCKOE OCBHJIECTEILCTBOBAHUE MPOBOJIUTCS C IPEIBAPUTEIBHBIM
(10TECTOBBIM) M MOCJIEAYIOIIKUM (IIOCIETECTOBBIM) KOHCYJIBTHUPOBAHUEM OCBUAETEIBCTBYEMOIO 11O
BonpocaM npodunaktuka BUY-undexuun (qanee - KOHCYJIbTHPOBAHUE).

@akT npoBeACHUS KOHCYJIbTHPOBAHUS (PUKCUPYETCS B METUIIMHCKOMN TOKYMEHTALINH.

24. KoHCynbTHpOBAaHWE MPOBOAMTCS MPOIIEAINMH OOyueHHE MEAMLIMHCKUMH pabOTHHKAMU C
BBICIIIM WJIM CPETHUM MPO(PECCHOHATFHBIM 00pa30BaHHEM MEIUIIUHCKONW OpraHU3alIHH.

25. JloTecToBOE KOHCYJIBTHPOBAHUE JOJDKHO COJIEpKaTh MHPOpPMALUIO 0 myTsax nepemaun BHUY-
MHQEKIMH U coco0ax 3amuThl oT 3apaxennss BUY-undexnueit a1 0cBUAETEIbCTBYEMOTO, T1I€ U KAKHM
0o0pa3oM MOXKHO MOJIy4uTh yciyru mo mnpodunaktuke BUY-undexknun, a Taxke HHGOpPMALUIO IO
JAJIbHEHNIIEH TAKTUKE TECTUPOBAHUS.

[TocnerecToBOE KOHCYJIBTHPOBAHHUE MpPU JHOOOM pe3ynbraTe TecTHpoBaHus Ha BUY-undeximro
JIOJDKHO COJIEpKaTh 0OCYKJICHHE 3HAYCHHUs MOJYYSHHOTO pe3yJsibTaTa ¢ y4eToM pucka 3apaxeHus BUY-
uHEKIUel A OCBHIETENLCTBYEMOro, pasbsicHeHue myted mepenaun BUY-undexkumm u cmoco6oB
3am|Thl OT 3apaxeHus BUY-undexnumei 1 OCBUAETENHCTBYEMOTO, BUOB MOMOIIN, AOCTYIHBIX IS
uHpumpoanHoro BUY-undexueii, rae 1 kakuM 00pa3oM MONy4UuTh YCIyru mo npoduinaktuke BIY-



MHQEKINH, a TaKKe HHOOPMAIHIO 110 TaNTbHEHIIeH TAKTUKE TECTUPOBAHUSL.

ITocnerecToBOE KOHCYJIBTUPOBAHME IIPU HEONPEINECICHHOM pe3yibTaTe TecTupoBaHus Ha BUY-
MHQPEKIUIO JIOJDKHO COAEp)KaTh OO0CYXJIeHHEe BO3MOKHOCTH HH(puuupoBanus BUY-undexiuei,
HEOO0XOIUMOCTH COOJIIOJICHUS MEp IMPEIOCTOPOKHOCTH C ILEJbI0 MCKIIOYeHHs pacnpocTpaneHus BUY-
WHQPEKIUH, TapaHTHH OKa3aHWs MEAWIUHCKOW MOMOIIM, TA€ M KAKHUM O0pa3oM MOJYyYUTh YCIYTH IO
npodmiaktuke BUY-undexunn, codbmoaenus npas 1 ceobox BUU-uHpUIMpOBaHHBIX.

WNudopmanus o BHISIBICHHUH Yy OCBHJIETEILCTBYEMOTO MOJOXKHUTEIBHOTO PE3ybTaTa TECTUPOBAHHS
Ha BUY-undexnuro nepexaercs B neHtp npodunaktuku U 60ps0sr co CIIN/] B cydnsekTe Poccuiickoii
denepauuu.

OCBHIETENECTBYEMBIN C MOJIOKUTEIHHBIM WIIM HEOINPEIEICHHBIM PEe3yJIbTaTOM TECTUPOBAHMS Ha
BUY-undexnuo Ha OCHOBAaHUHM HAIPaBICHHS, BBIIAHHOTO Ha OJAHKE MEIUIIMHCKON OpraHU3alliH,
MIPOBOJIUBIIIEH 0053aTEIbHOE MEUIIMHCKOE OCBU/IETEIIbCTBOBAHNE, HAMIPABIISCTCS B LIEHTP MPO(UIAKTUKH
u 60pr0bI co CITN ] B cyonekTe Poccutickoit denepanuu.

Konwust Ganka HampaBlieHUs! ¢ TOJMKMCHIO CHEIHAINCTAa MEIUIIMHCKON OpraHu3alyuy U MOIIUCHIO
OCBHUJICTEIHCTBYEMOTI'O O €T0 MOJyYECHHH BKIIOYAETCS B MEJUIIMHCKYIO IOKYMEHTAIIHUIO.

IV. Beinaua ocBuaeTe1bCTByeMOMY O(pHUIHATBHOIO JOKYMEHTA 0 HAJMYUM HUJIH 00 OTCYTCTBHH Y
Hero BUY-nndeknun MeIMUMHCKONH Opranu3anuei, NpoBoAuBIIeH 00513aTe/IbHOE MeAULINHCKOE
OCBH/IETE/IbCTBOBAHNE

26. Ilo uroram 0053aT€IBLHOTO MEAUIIMHCKOI'O OCBUIETEILCTBOBAHUS MEIULIMHCKOM OpraHu3anueii,
MIPOBOJUBIICH 00s53aTEIbHOE MEIUIIMHCKOE OCBHJIETEILCTBOBAHUE, OCBHUICTEIHCTBYEMOMY BBIIACTCS
o(umaNbHBIA JOKYMEHT Ha OyMa)KHOM HOCHTEJE O HaJTM4UU WK 00 oTcyTcTBUH Y Hero BUY-undexkunn
(manee - 3aKJIFOUECHHE).

27. B 3aKIII04€HNH YKA3bIBAIOTCS CBEACHUS O:

HAaMEHOBAaHMM MEAMIMHCKOW OpraHu3alliy, MPOBOAMBIICH 00s3aTENbHOE MEIUIIMHCKOE
OCBHUJICTEIHCTBOBAHHE;

JTAHHBIX OCBUIETENbCTBYeMOro ((aMmnuu, MMeHHU, OT4ecTBe (IIPU HAIWYMHU), JATEC POXKIACHUS,
ajzipece MOCTOSIHHOM/BPEMEHHOH perucTpanun/(paKkTHYECKOro MpOKUBAHUS, TPAKAAHCTBE, MACHOPTHBIX
JAHHBIX, KOJIe KOHTHHICHTA);

TECT-CUCTEMaxX: HAaMMEHOBAHWH, CpPOKE €€ TOJHOCTH, cepuu, pesyiaprate UDPA wnmm UXITA
(TIOJIOKUTENIBHOM, OTPHULIATENIFHOM), pe3yJbTaTeé UMMYHHOTO, JTUHEHHOro 0y0Ta (TiepedHe BBISBICHHBIX
OenmkoB) (B cllydae TMPOBEIEHUS), pE3yJbTaraX aHamu30B (TOJOXKUTEIBHBIX, OTPHUIATEIbHBIX,
HEOIPEEIICHHBIX ).

! Crarpsa 9 denepansroro 3akona ot 30 mapta 1995 r. N 38-®3 "O npeaympesaeHuy pacpocTpaHeHus B Poccuiickoii
denepanun 3a001€BaHNs, BEI3BIBAEMOT0 BUPYCOM MMMYyHOieuuTa yenoseka (BUY-nadexunn)" (nanee - GexepanbHblii 3aK0H
N 38-®3) (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparmm, 1995, N 14, cr. 1212; 2008, N 30, cT. 3616).

2 Cobpanue 3akoHOaTeNbCTBA Poccniickoit ®eneparmu, 1995, N 14, cr. 1212; 2016, N 22, ct. 3097.

3 Crates 20 MenepanbHoro 3akoHa ot 21 wosbps 2011 r. N 323-®3 "O6 ocHOBax OXpaHBI 3I0POBBS TPAXAAH B
Poccwuiickoit @enepannn" (nanee - @enepanperii 3akoH N 323-D3) (Cobpanune 3akoHonarenscTBa Poccuiickolr Penepanni,
2011, N 48, ct. 6724; 2019, N 10, cr. 888).

4 Crares 80 ®enepansHoro 3akona N 323-®3 (Cobpanue 3akoHOmaTENbCTBA Poccuiickoit deneparmu, 2011, N 48,
cT. 6724; 2018, N 53, cT. 8415.

5 Crares 13 MenepanbHoro 3akona N 323-®3 (Cobpanue 3akoHomatensctBa Poccuniickoit ®enepanmn, 2011, N 48,
cT. 6724; 2020, N 14, ct. 2023).

6 TIpukas MunucTepcTBa 3apaBooxpanenns Poccuiickoit ®enepanmnu ot 8 Hos6ps 2012 1. N 6891 "O6 yTBEp)IEHUN
TIOPsIZIKA OKa3aHUsI MEANIIMHCKON TIOMOIIM B3POCIIOMY HACEJICHHUIO ITpH 3a00JIeBaHUH, BHI3IBAEMOM BUPYCOM UMMYHOIE(PHITITA
gemoBeka (BUY-unadeknun)" (3apeructpupoBan MuUHHCTEpCTBOM focTHimu  Poccwiickoit  ®emepammu  21.12.2012,
peructpanuonHeiii N 26267), ¢ u3MeHEHHMsSMH, BHECEHHBIMH IIpHka3oM MUHHCTEpCTBa 3apaBooxpaHeHust Poccuiickoit
®enepanun ot 21 pespains 2020 . N 114n (3apeructpupoan MunucTepcTBoM toctuinn Poccuiickoit @enepannu 28.07.2020 T,



perucrpanuonssiii N 59083).
7 Cobpanue 3akoHOaTeNbCTBA Poccuiickoit ®enepamun, 2019, N 27, cr. 3574.
8 Cobpanue 3axonomarensctBa Poccuiickoit @eneparmu 2011, N 48 ct. 6724; 2020, N 29, cT. 4516.



