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IIpaBuJ npoBeaeHust 0683aTeJIbHOT0 MEAHIIHHCKOTO OCBH/IETEILCTBOBAHUSA
Ha BbIsiBJIEHHE BUpYyca MMMYHoAepHruuTa YejioBeka (BUY-undexumnn)

B coorBerctBMM ¢ nyHKkToM 4 cratbM 9  PenepasbHOrO  3aKOHa
or 30 wmapra 1995 1. Ne38-®3 «O mnpeaynpexIeHUd pacnpOCTpaHEHUs
B Poccuiickoit denepauuu 3abo0sieBaHHs, BBI3LIBAEMOIO BHPYCOM HMMYyHOAepHUIIMTA
yenoBeka (BUY-undexkuuu)» u noanynktoM 5.2.98 nynkra 5 Ilomoxenus
o MuHucrepctBe 3apaBooxpaHeHusi Poccuiicko  denepauuu, yTBEPKIECHHOTO
nocranosiaeHueM IlpaBurenscrBa Poccuiickoin @enepauuu ot 19 urons 2012 r. Ne 608,
NpUKa3blBalo:

1. YTBepauth npunaraemsie [IpaBuna npoBeneHus 0053aTENIbHOTO MEAULIMHCKOTO
OCBHIICTEILCTBOBAaHWs ~ Ha  BBIABICHHE  BUpYca  HMMMyHoJehuUUTa  YEJIOBEKA
(BUY-unpeximm).

2. [lpusHaTh yTpaTUBLIMM CHJy [puUka3 MHuHHCTEPCTBa 3ApPaBOOXPAHEHHS
Poccuiickoii ®enmepauuu ot 20 oktabps 2020r. Ne 11291 «OO0 yTBEepKACHHH
[IpaBun  npoBedeHHs  OOSI3aTEIBHOIO MEIUIMHCKOTO  OCBUIETENbCTBOBAHUS
Ha BBIABJICHUE BHpyca HMMyHoIehuuuTa yenoseka (BUY-undexunn)» (3apeructpupoBat
MunucrepcTBoM toctuiinu Poccuiickoi ®enepanuu 11 Hoa6ps 2020 r., perucTpalliOHHBIHA
Ne 60847).

3. Hacrosmmii mpuka3 BcTymaeT B cuiy C 1 ceHTsops 2026r. v nedcTByer
1o 1 centsaopsa 2032 r.

MuHuctp , M.A. Mypauiko
NN\




YTBEPX/IEHbI
NpUKa30M MUHHCTEPCTBA 31PaBOOXPAHEHUS
Poccuiickoit @enepannu
OT «&2 %Vé({;ﬁ/n 22026 . Ne 207 4

IIpaBunia
NpPOBeAeHHN 005132aTeNbHOI0 MEIHIMHCKOI0 OCBHAETE/ILCTBOBAHHA
Ha BbIfIBJIeHHe BHpPYca HMMYHodepunuTa yejioBeka (BUU-unpexunn)

I. O01Me MoJI0KeHUS

1. Hacrosmumu IlpaBunaMu ycTaHaBIMBaeTCs MOPSAOK MPOBEASHUS 003aTENBHOTO
MEIUIMHCKOTO OCBHAETENHCTBOBAHUS B  LENSAX OXpaHbl 3J0POBbS  HACEJICHUS
U npeaynpexacHUs pacnpoCTpaHeHHUs 3a0oeBaHus, BBI3BIBAEMOI0
BUpYCOM uMMYyHoaeuuuta uenoBexka (BUU-undexuuun) (manee COOTBETCTBEHHO —
OCBHUAETEILCTBYEMBIH, 0043aT€IbHOE MEAULIMHCKOE OCBUIETENBCTBOBAHUE).

2. O0s3arenbHOMY  MEAMIIMHCKOMY  OCBUICTENbCTBOBAHUIO Ha  BBISIBICHHUE
BUY-uapexuun nomexar' :

JOHOpPbI KpOBU M (WJIM) €€ KOMIIOHEHTOB, OMOJIOIMYECKUX MKUIAKOCTEH, OpPraHOB
U TKaHed (IpU KaXXIOM B3ATHH JJOHOPCKOIO Marepuala);

pabOTHHKH OTAENbHBIX NPOQPECCHH, MPOU3BOJCTB, MNPEANPUATHH, YyUpeKIACHUU
U OpTraHM3alud, MepedeHb KOTOPBIX YTBEP)KIEH YIOJIHOMOYEHHBIM IIpaBUTENLCTBOM
Poccutickoit  ®egepauuu  (QedepalbHbIM  OpPraHOM  HCIIOJHHUTEIBHOM  BIACTU
(mpu npoBeleHUM O0O0s3aTENbHBIX MpEeABAPHTEIbHBIX IPH MOCTYMJICHUH Ha pabdoTy
U TIEPUOJUYECKUX MEIULIUHCKUX OCMOTPOB).

3. OGs3aTenbHOe MEIULUHCKOE OCBUIETENHCTBOBAHHUE IPOBOAUTCS
B MEIMULMHCKMX OpraHU3alUsX T[OCYAapCTBEHHOU M MYHULUIAJIBHOH CHCTEM
3[paBOOXPaHEHHS, UMEIOLUX JUIEH3UIO HA OCYIIECTBIEHUE MEULIUHCKON EATEIbHOCTH,
BKJIIOYAIOIIYIO paboTy (YCiayry) mo MEIULIMHCKOMY OCBHAETENLCTBOBAHUIO Ha BBISIBICHUE
BHUY-unpexkunu (manee — MEOULMHCKAs OpraHh3anus) C COOJIOIeHHEeM TpeOOBaHH,
YCTaHOBJICHHBIX CTaThaMHu 7, 11-13 ®enepansHoro 3akoHa Ne 38-P3.

4. Obs3aTeNnbHOE MEUIIMHCKOE OCBUAECTENLCTBOBAHHE BKIIIOYAET:

naboparopHoe uccinenosanue Ha BUU-undekumio;

"Yacru 1 u 3 crateu 9 denepansuoro sakona or 30 mapra 1995 r. Ne 38-®3 «O npemynpexacHuH pacipoCTpaHEHUs
B Poccuiickoit ®enepamnyu 3aboneBaHus, BbI3bIBAEMOro BHUPYCOM HMMYHoAeduuuTa uenoseka (BHUU-undexinn)»
(nanee — denepanbHbiii 3aKkoH Ne 38-D3).



[IPEBapUTEIbHOE M MOCIEAYIOLIEe KOHCYABTUPOBAHHE OCBHIETEIBLCTBYEMOTO
1o Bonpocam npoduiaktuku BUY-undexuun.

5. HeobxoauMbIM MpeaBapUTENbHBIM YCIOBHEM IPOBEACHHS 00S3aTeILHOTO
MEIULIUHCKOIO  OCBHACTEILCTBOBAHMS  SBISETCS  Jada  OCBHAETEILCTBYEMBIM
HH(OPMUPOBAHHOTO JOOPOBOJIBHOTO COIJIACHS HAa MEIUIIMHCKOE BMEIIATEILCTBO .

HudopmupoBaHHOE H0OOPOBOIBHOE COIMIACHE HA MEIHUIIMHCKOE BMELIATENLCTBO
3aMOJIHAECTCA Ha OyMa)KHOM HOCHTEINE B ABYX JK3eMIUIApax jaubo hopMmupyercs B Gpopme
3JIEKTPOHHOI'O JOKYMEHTA.

6. Obs3aTenbHOE  MEIUIMHCKOE  OCBUAETENHLCTBOBAHME HA  BBISABICHHE
BUY-unpekuun MNpoBOAWTCA B paMKaX M[pOrpaMMbl TOCYAApCTBEHHBIX TapaHTHH
OeCIIATHOTO OKa3aHHs PaXKIaHaM MEIUIMHCKON MOMOILK’.

7. JIuno, npomenuiee 0643arenbHOE MEIULMHCKOE OCBHAETETLCTBOBAHUE, UMEET
IIPaBO Ha MOBTOPHOE 00s3aTeIbHOE MEIUIIHHCKOE OCBHAETEILCTBOBAHUE B TOM )K€ WIIHU
B Jpyrod MEIWLMHCKON OpraHM3alli, yKa3aHHOH B myHkre 3 Hacrosmux [Ipasumm,
MO0 CBOEMY BHIOOpY M HE3aBUCHMO OT CPOKa, MPOMIEANIEr0 ¢ MOMEHTA MNpebIIYILErO
00513aTeIbHOTO MEAULIUHCKOTO OCBUAETEILCTBOBAHMS.

8. Ceenenus 0 ¢akte oOpallleHHs TpaKAaHHHA 3a OKa3aHHEM MEIULIMHCKOMN
NIOMOIIH, COCTOSHHH €r0 3J0POBbS M JIMarHO3€, HHBIC CBEAEHHS, MOJYYESHHBIE NPH €ro
0053aTeIbHOM MEIHIMHCKOM OCBHAETENbCTBOBAHUH Ha BblaBicHHe BUY-unpexuum,
COCTABJISIOT BpaueOHyI0 TaHy”.

II.  JlaGoparopHoe nccnenoBanue Ha BUU-ungexuuio

9. JIaboparopHoe uccnenoBanue Ha BUY-uH}ekno 0CHOBaHO HA BBHISBICHUH
anturen K BUY v BUpYCHBIX aHTUICHOB, a Takke BBISBICHUH mpoBupycHoit JHK BUY
1 BupycHor PHK BUY (y nuu, HaxoasIiuxcst B MHKYOALIMOHHOM NEpHOIE 3a00JI€BaHN)
(manee — TeCTHpOBAHHE).

10.  CranaapTHBIM METOJIOM TECTUPOBAHUS CITY)KHUT OJHOBPEMEHHOE OINpPEIEICHUE
antuten K BUY-1,2 u anturena p24 BUY-1 ¢ npumeHeHneM KOMOMHMPOBAHHBEIX HAGOPOB
pEeareHToB JUIS1 OJHOBPEMEHHOTO olpeeIeHHUs aHTHUTEN
k BHY-1,2 u anturena p24 meronaMu HMMYyHOQEepMEHTHOro anamuza (namee — MDA)
HJIM HMMYHOXEMUITIOMUHECLIEHTHOTO aHasnu3a (nanee — UXJIA).

JLst MOATBEPXKIEHUS PE3YNBTAaTOB B OTHOLUEHUH aHTHTel kK BUY-1,2 npuMensiorcs
UMMYHOJIOTHYCCKHE  MOATBEPXKIAIOUIME  TECTHl  (MCCIENOBAaHME C  paselibHBIM

2 Crarbs 20 ®epepanbhoro 3akona ot 21 Hosbps 2011 r. Ne 323-®3 «O6 ocHoBax OXpaHbi 3J0pOBbS T'paKIaH
B Poccuiickoit ®enepaunny» (nanee — @enepanbhbiii 3akod Ne 323-13).

3 Crarbs 80 ®eaepanbHoro 3akoHa Ne 323-P3.

* Cratbs 13 ®epnepanbHoro 3akona Ne 323-D3.
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ompelejleHHEM ~ aHTUTEN K  HWHAUBHAyansHbIM Oenkam BHY-1 u  BHY-2)
(manee — MUMMYHHBIN OJI0T).

11. JlMarHoCTHYECKHH aJIrOpUTM TECTUPOBaHUS Ha Haiauuue aHTuTen Kk BUY-1,2
¥ BUPYCHBIX aHTUTE€HOB COCTOUT U3 CIEAYIOLIMX ITAIOB:

CKPUHUHIOBOE HCCIIENOBAHUE;

TIOATBEP)KIACHHE PE3YyJAbTaTOB CKPHHHUHITOBOTO HCCIEIOBaHHS B J1aOOpaTOpUU
MEIUIIMHCKOW OpPTaHMU3alliH, YIOJHOMOYEHHON Ha IMpPOBEACHUE pedepeHC-AUarHOCTUKU
Ha TeppuTopuu CcyobekTra Poccuiickolt denepalny BBICIIUM HUCHOIHUTEIBHBIM OPraHOM
cyonexta Poccuiickoit denepauuu (nanee — pedepeHc-nadoparopus).

12. Ha stamne CKpUHHHTOBOI'O HCCJICIOBAHUS C IPUMEHEHUEM KOMOWHUPOBAHHOTO
Habopa pearcHTOB, OIHOBPEMEHHO BbIsiBIAMOIIEro aHturena BUY-1,2 u anturena p24
BHY-1 (metomom  UDPA  unm  UXJIA),  oCyUIeCTBISE€TCA  OIpenclICHHUE
B oOpaslie KpoBH (CHIBOPOTKE WIIH IUTa3Me) OCBHAETENbCTByeMoro anturen k BHY-1,2
U aHTUTeHa p24.

[Tpu moMyYeHUH MONTOKHUTEIBLHOTO pe3yibraTa TCCTUPOBaHHUS aHAIU3 IPOBOIAMTCS
TI0CJIEIOBATENLHO €I /IBa pa3a ¢ TeM ke o0pa3loM OHomarepuasa U ¢ TeM ke Habopom
peareHToB. Bropoii oOpasel KpoBH OCBHIETEIBCTBYEMOIO 3aIpalliMBAETCH TOJIBKO
MPH HEBO3MOXXHOCTH BBITIOHEHHSI MOJTHOTO KOMILIEKCa UCCIe10BaHUH NepBOro oOpasiia.

Tpu nony4eHun BYX MOJNOKHTENBHBIX Pe3YAbTaTOB TECTHPOBAHHS U3 TpeX, 00paserl
CUMTAETCS TIEPBHUYHOIONOXKHUTEIBHBIM M HaIpaBlieTcss B pedepeHc-1abopaTopHIo
JUTSL TalbHEUIIEro UCCIIeJOBaHHUs.

JIOHOpB! KpOBH U (WJIM) €€ KOMIIOHEHTOB, OMOJOIMYECKUX KHMIKOCTEH, OpraHOB
M TKaHEH, y KOTOPBIX MO pe3yJbraraM CKPUHHHTOBOTO HCCIIEOBaHMs 00pa3ell KpOBH
CUMTAETCS NEPBUYHONOJIOKUTEIBHBIM, HAIPABISAIOTCS IS JaJbHEHIIEr0 IPOXOKICHHS
00513aTEIBHOI0 MEAMLIMHCKOTO OCBHAETEILCTBOBAHUS B LICHTP MPO(PUIAKTUKH U OOPHOBI
co CIIMA wumd MEIALMHCKYKD)  OPraHU3aLMI0,  YIOJHOMOYEHHYK  BBICIIHM
HCIIONHUTENLHEIM OpraHoM cyonsekta Poccuiickoit denepanivu Ha TEpPUTOPHH CYyOBEKTa
Poccuiickon @enepaunm.

13. Ha »3rane mMOATBEp)KIEHUS PE3YABTATOB CKPUHHUHIOBOIO HCCJIEIOBAHMS
B pedepeHc-1ad0paTopuy OCYHIECTBIAETCS TIOBTOPHOE UCCIeoBaHue aHTuTen kK BUY-1,2
H aHTUTeHa p24 NEPBUYHO IOJOXUTEIBHOTO 00pa3lia KpOBH (CHIBOPOTKU MM MJIa3MBbI)
C HUCIIONB30BAHMEM BTOPOTO0 KOMOHMHMPOBAHHOIO HaboOpa PEareHTOB C OJHOBPEMEHHBIM
BoisiBicHHEM aHTHTen BUY-1,2 u anturena p24 BUY-1 (metonom MDA w/mnn UXJIA)
JIPYTOTO MPOU3BOMUTENS, OTIHYAIOLIEIOCA OT MEPBOrO IO COCTaBy aHTHUICHOB, aHTHTEI
wiH popMaTy TeCTOB.

[Ipu noNyYeHUH OTPHLATENHHOTO pe3yNbTaTa 00pa3el KpOBH IIOBTOPHO UCCIIENYETCS
C HCIIONB30BAaHMEM TPETHEr0 Habopa peareHTOB, OTIIMYAIOLIETOCs OT IIEPBOIO W BTOPOIO
Habopa peareHTOB 110 COCTABY AHTUTE€HOB, AaHTUTEN WIH (HOPMaTy TECTOB.
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Hcnone3yemMbie BTOPOH M TPETHil HAOOPHI peareHTOB JODKHBI UMETh aHAJIOTHUYHBIE
U 0oJice BHICOKHE aHATUTHYECKUE XapaKTePUCTHKH (IYBCTBUTEIBHOCTD, CIIELU(PUIHOCTD)
10 CPAaBHEHHIO CO CKPUHHHTOBBIM HaOOPOM pEarcHTOB.

[Ipu mony4eHUU OTPHULATENBLHOTO pe3yabTara (BO BTOPOW U TPEThEW MOCTAHOBKAaX)
BBbIIa€TCs 3aKIoueHue 00 oTcyTcTBUM aHTUTEN K BUY-1,2 u anturena p24 BUY-1.

[Ipy mnomyyeHHWH TOJOKUTEIBLHOTO pe3yabrata (BO BTOPOH HW/WIM TpeThei
MOCTaHOBKe) 00pa3el] HeOOXOAMMO UCCIIE0BATh C IPUMEHEHHEM MOATBEPK AAIOLIETO TeCTa
(C pa3genbHBIM OIpEeAENICHHEM aHTUTENl K HHIUBUAYyanbHBIM Oenkam BHY-1
u BUY-2).

Pe3ynbprarbl, NOAy4YEeHHbIE B MOATBEPXKAAIOLUIEM TECTe, MHTEPIPETUPYIOTCS
KaK MOJIOKHUTENbHbIE, HEONPEeIeHHbIE U OTPUIIaTeIbHBIE.

14. B  wmemsax  obecrnedeHHsi ~ KOHTPOJASA W ydeTa  HCCICIOBAHHM
pedepeHC-IMarHOCTUKa  JODKHA  OCYHIECTBIATHRCA B pedepeHc-TabopaTopuu
NOJBEIOMCTBEHHON OpraHy HCIOJTHUTENLHOW BiacTu cyObekra Poccuiickoit denepartumy,
Ha TEPPUTOPUU KOTOPOTO MPOBOAHIOCH CKPUHMHIOBOE HCCJIEAI0BaHHE (BHE 3aBUCHMOCTH
OT TIOABEIOMCTBEHHOCTH W (QOpMBI COOCTBEHHOCTH MEAMIIMHCKOM OpraHH3aluH,
MPOBOJUBILENA CKPUHUHTOBOE UCCIIE/IOBAHUE).

15. IlonoXuTenbHBIMH CUUTAKOTCA o0Opa3lpl OHOMarepuana, B KOTOPBIX
oOHapyXUBalOTCs aHTUTeNa K Oenkam BUY, cooTBeTCTBYIOMME KPHTEPUSM TO3UTHBHOCTH
COIIACHO MHCTPYKLUHU M0 IPUMEHEHHIO K HabOpy peareHToB.

OcCBUIETENBCTBYEMBI ¢ TOJOKHUTENBHBIM  PE3YJIBTATOM  UCCJICIOBaHHUS
B mnoarBepxkiatomemM tecre, aHtureHe p24 w/unu JIHK/PHK BHWY HampaBnsercs
K Bpauy-UHPEKIIMOHUCTY LIeHTpa MpoduinakTuku U 60psobl co CITU/] 1y B MEIULIMHCKYIO
OpTaHW3allil0, YIOJHOMOYEHHYIO BBICIIUM HCIOJHUTENBHBIM OpPraHOM CYObEKTa
Poccuiickoii ®enepauuu Ha Tepputopuu cyonrexra Poccuiickoint deneparuu.

16.  OtpuuATENbHBIMU CUUTAIOTCS CHIBOPOTKH, B KOTOPBIX HE OOHAPYKUBAIOTCS
aHTUTENIa HU K OIHOMY U3 aHTUreHOB (OenkoB) BUY.

17. HeompeneneHHBIMH CUYUTAIOTCA o0Opasubl OuomarepHana ¢ OEJIKOBBIM
npoduneM B TMOATBEP)KIAIOLIEM TECTE, HE OTBEYAIOUIMM KPUTEPUSIM MO3UTHBHOCTH
COIIaCHO MHCTPYKIMH 110 PUMEHEHUIO K HA0OpYy peareHTOB.

[Ipu monydeHHUH HEONpeNeNIeHHOro pe3yabTara ¢ OenkoBBIM  Npoduiem,
BKJIIOYArOIIMM Oenkd  cepaueBHHbl (gag) p25/24, ecid paHee He TPOBEACH
MOATBEPKAAOIUNA KOMOHMHUPOBAHHBIA TECT C pa3deibHBIM ONpedesieHHeM OesKOB
BHY-1 u BUY-2, npoBoautcs uccienoBanue i auarHocruku BUY-2.

18. Ilpm mnonayyeHWH OTPULIATEIBHOTO U  HEONpPENeJeHHOTO  pe3yabTara
B TOATBEPXAAIOIIEM TECTe, PEKOMEHAYETCS HCCIe0BaTh OHOJOTHYCCKUM o00pasel]
Ha onpexaeneHue p24 antureHa w/unu JJHK/PHK BUY.

19. Ilpu nmnony4eHHMH OTPULIATEILHOTO MJM HEOINpPEAEJEHHOTO pe3ysbrara
B MOATBEPKAAIOLIEM TECTE U BBISBICHUH aHTHTeHa p24 wiu BeisBienud JHK/PHK BUY
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OCBUJETENLCTBYEMbI  HAmpaBlseTCsl K  Bpauyy-UHQEKUMOHUCTY  MEAMLMHCKOM
OpraHM3alMK, OKa3blBAKOILEH MEIULMHCKYIO MOMOILUb NpH 3a00JCBaHUH, BBI3BIBAEMOM
BUpycoM HMMyHoaeduuura yenoexa (BUY-unbexuuu), s KIMHHYECKOTO OCMOTPA,
cOopa aHamHe3a, ycTaHoBjeHHs AuarHo3a BUY-undexuuu w/unu (eciu HCCIEIOBaHHE
HEe NPOBOAMIIOCH paHee) 3abopa kpoBu s onpeaenenus JHK/PHK BHUY monekynspHo-
OMONOTUYECKUMH METOJAMHU.

20. Ecnu nomydeHsl oTpuuarenbHbie pe3yabrarsl npu omnpenenenun JHK/PHK
BUY, noBropHble HuccnenoBaHUA Ha aHTUTena/aHTuredsl kK BUY mpoBomsTcs uyepe3
3 Mecsna, 3a HCKIIOYEHHEM CIy4aeB, KOIZla MHOM CPOK YCTAaHOBIEH B pe3yJbTaTe
MEIMLMHCKOTO OTBOAA JOHOpa OT JOHOPCTBA KpPOBH M (WIM) €€ KOMIIOHEHTOB
B COOTBETCTBMH ¢ NyHKTOM 20 IlIpaBun 3aroToBKH, XpaHEHHS, TPaHCHOPTHPOBKHU
U KJIUHUYECKOTO MCIOJIb30BAaHMs JOHOPCKOHM KPOBHM MU €€ KOMIIOHEHTOB, YTBEPXKIACHHBIX
nocranosieHueM IlpaButenncrBa Poccuiickon ®enepanmu ot 14 mas 2025 . Ne 641,
KOTOpbIe AecTBYIOT 10 1 centsiops 2031 roxa.

21. Ecau yepe3 3 MmecsLa nociie nepBoro 00Ciaea0BaHusI BHOBb OYIyT MOJy4YeHbI
HeoNpeAeICHHBIE pe3yNbTaThl Ja00paTOPHOro 00CIeOBaHus Ha aHTUIeHbl/aHTuTena BUY,
HO MOJIy4eH pe3yJsibTar JHK/PHK BUY — HE 0OHapyxeHo,
a y OCBUJIETEIbCTBYEMOTO HE OYYT BBIABIECHBI (DaKTOPhI PUCKA 3apaKeHHS H KIIMHHYECKUE
cumnromsl BUU-uHbekuuu, pe3yasrar paCLICHUBAeTCS KaK JIOKHOTIOJIOKUTEIHHBIH.

22. B cnyyasx, kKorga y JIML, HaXOMAUIMXCS B HHKYOallHOHHOM IEPHOIE
3a0oneBanus, nuario3 BUY-uH@exkiiMM nOCTaBleH Ha OCHOBAHHH KIHHHYECKHX
u naboparopubix mnokaszareneil (BeiiBaeHue JHK/PHK BUHY), mpoBoautcs moBTOpHOE
UCCEIOBAaHME TMOATBEPXKAAIONIMMU TeCTaMU yepe3 6 MecsAleB, a MpU IOTYyYEHUH
OCBHUJETENIBCTBYEMBIM aHTHPETPOBUPYCHOM Tepanuu — yepe3 12 mecsiues.

23. Ilpm mnony4yeHHH COMHHUTEIBHOTO pe3yaprara TecTupoBaHuss Ha BHNY
pPEKOMEHIyeTCs MOBTOPUTH 00CIeI0oBaHHE Yepe3 2 Helelu.

24. TloBropHble OOCI€NOBaHMs METOAOM HMMYHHOro Onora y  JHL
C YCTaHOBJEHHBIM paHee AuarHo3om « BUY-unbexkuus» He npoBOasSTCS.

25. JlaboparopHoe wuccienoBanue Ha BUY-undexmuio ocyuiecTBisercs
C IpHMEHEHHEM Ha0OpOB TECT-CHCTEM, 3aperHCTpUpoBaHHBIX B Poccuiickoit denepauuu
B COOTBETCTBHH C 4acThl0 4 ctatbu 38 PenepanpHoro 3akona Ne 323-@3.

I1IL. IIpeaBapure/ibHOE H NOCJEAYIONIEEe KOHCYJILTHPOBAHHE
OCBHETEJBCTBYEMOr0 110 BONIPOCaM NPOPUIAKTHKH
BHUY-undexunun

26. Obs3arenbHOE MEIUIIUHCKOE OCBUIETEILCTBOBAHUE IIPOBOJUTCS
C TpeIBapUTENbHbIM U TMOCJAEAYIOLUM KOHCYJIBTUPOBAHHEM OCBHETEIBCTBYEMOIO
1o Bonpocam npodpunakruk BUY-uHdpexunu (1anee — KOHCYIbTUPOBAHHUE).
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Cseznenus O MPOBENCHHM KOHCYIBTUPOBAHUS BHOCATCS B yueTHYI0 ¢hopmy Ne 025/y
«MenMuMHCKas KapTa MalkieHTa, MoJyJYarmero MeIUIMHCKYIO IOMOLIb B aMOyJIaTOPHBIX
yCIoBHAX» (Hajee — METUIIMHCKAs! KapTa).

27. KoHCynbTHpOBaHHME NPOBOAMUTCS BpayaMHU-CIICLAAIMCTAMUA U CIELUATACTAMHU
CO CpemHHM Npo(ecCHOHANBHBIM MEAULUHCKUM 00pa30BaHUEM (CPEIHMM MEIULMHCKHAM
[IEpCOHANIOM), HMCIOLUIMMH JOMYCK K OCYIIECTBICHHIO MEIMLIUHCKON JAEATENbHOCTH
H TOBBIIIEHHE KBaJU(UKALWM 1O BOINPOCAM  KOHCYIBTHPOBaHUS  IAlMEHTOB
¢ BUY- undeknueit B 00beMe He MeHee 72 4acoB.

28. IlpenBapuTenbHOe KOHCYJIBTHPOBAaHHE IOMDKHO COAEpXKaThb HHPOPMALUIO
o nyTax nepenayr BUY-undexnuu u cnocobax 3amuThl oT 3apaxeHus BUY-undexnuein
JUIS  OCBHAETEILCTBYEMOIo, TIAe ¥ KakdM 00pasoM MOXHO IOIYYHMTb YCIYyTH
no npodunakruke BUUY-undbexuun, a Taxke HHOOPMALMIO N0 NaNbHEHIIEH TaKTUKE
TE€CTUPOBAHUSL.

29. Tlocnenyromee KOHCYJIRTHPOBaHHE IpHU JIOOOM pe3yibrare TECTHPOBAHHUS
Ha BUY-un}ekuio J0HKHO CoAepKaTh OOCYXACHUE 3HAUCHUS MONYYEHHOIO pe3yasTrara
C yueToM pucka 3apaxeHus BUY-undexumend mis oCBHAETEILCTBYEMOIO, Pa3bICHEHUE
nyTeii nmepenaudn BUY-unpexuuu u cnocoboB 3aummrel oT 3apaxeHus BUU-undexunen
JUIS  OCBHIETEILCTBYEMOTO, BHAOB TIIOMOINM, JOCTYIHBIX Ui HHQHUIHMPOBAHHOTO
BUY-unpexureii, rae H KakuMm o00pa3oM TMOJYYUTh YCIYTH 10 NpO(UIAKTHKE
BHY-undekuuy, a Takke THPOpMALHUIO 110 JAIbHENIIEH TAKTHKE TECTUPOBAHUSL.

30. Tlocnenyromee KOHCYABTHPOBAaHHE IIPH  HEOIPEIAEIEHHOM  pe3ysbTare
TecTHpoBaHuss Ha BUY-uH(EKIHIO IOMOJIHHTEIBHO MOKHO COIEPIkKATh OOCYXKICHHUE
BO3MOXHOCTH wuH(uIMpoBanus BUY-uHbekuyend, HEOOXOAUMOCTH COOMIOAEHHS MEP
NpPENOCTOPOXKHOCTH €  LENbI0  HCKIIOUeHMs  pacnpocTpaHeHus BHUUY-undexnuy,
rOCYJapCTBEHHBIX IapaHTUH OECIUIATHOTO OKa3aHMs IPaKJaHaM MEAMLMHCKOH ITOMOIIH,
IZe ¥ KaKMM 00pa3oM MOJYyYHTh YCIyrd no npodunaktuke BUY-undexuun, cobmonenus
npaB ¥ cBobon BUY-nHOUIMPOBaHHBIX.

31. UVadopmauus O BBISBICHHH Y OCBUAETEILCTBYEMOIO MOJIOXKHTEIBHOTO
pesyasrara TectupoBaHus Ha BHU-uneximio mnepemaercss B LEHTP NPOGHIAKTHKH
1 00pwoOB1 co CITU/I.

32.  OcBHIETENBCTBYEMOMY C  MOJOXHUTEIBHBIM  HJIM  HEOMpPEIEJIEHHBIM
pe3ynsTaToM TecTupoBanus Ha BUY-undekuuto BeiaeTcs HapasieHue, popma KOTOpOro
yTBepXKIeHa NpHKa3oM MHHUCTEpCTBa 3apaBooxpaHeHus Poccuiickonn denepannn
or 2 ceutsopsa 2025 r. Ne 519n «O06 yrBepxaeHun yudeTHoM ¢opmbl «Hampasienue

¥ Tlpukas MunucrepcTBa 3apaBooxpaHenus Poccuiickoii ®enepaumu ot 13 mas 2025 r. Ne 274 «O6 yTBepkKICHUH
yHHGHUHPOBAHHBIX (HOPM MEIUUMHCKOH NOKYMEHTALUM, UCMOJb3YEMbIX B MEIAMLMHCKUX OpraHMU3alUsAX, OKAa3bIBAMOLIMX
MEJHMLHMHCKYIO TOMOLIb B aMOYJIaTOPHbBIX YCIOBUAX, H MOPALKOB UX BEAEHHA» (3aperucTpupoBaH MHUHUCTEPCTBOM IOCTHULIHH
Poccuiickoii  ®epepauuu 30 wmas 2025 r., perucrpamuoHHslii Ne 82433), aedicrByer no 1 ceHtsabps 2031 r.
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I715 OKa3aHMS MeJUIMHCKOM MOMOIIM» M NOPSAKA €€ BeAeHUM»’, B LEHTp NPOPUIaKTHKH
u 60pwOBI co CITU/I.

HanpaBneHnue BBITACTCS  OCBHACTENLCTBYEMOMY IOJ  TOANHUCH, CBEACHHUS
0 €ro0 BbIIaue BHOCSATCS MEIMIIMHCKON OpraHu3alfeil B MEIUIIMHCKYIO KapTy.

IV. Beinaua ocBuaeTeibCTBYyeMOMY O(PHUIIHAIBHOTO IOKYMEHTA
0 HAJIMYHMHU HJIH 00 oTcyTcTBUH Y Hero BUU-undexuuu

33. Ilo wuroram  00s3aTeJILHOIO  MEAMULIMHCKOTO  OCBHUIETEIHLCTBOBAHUS
MEIULMHCKOW OpraHu3alueld TOCYJapCTBEHHOM MM  MYHULUNAIBHOW  CHUCTEMBI
3apaBooxpaHeHusi  Poccuiickoit  denmepauud  OCBUACTEILCTBYEMOMY  BBLJIAETCS
opUIHMATBEHBIA JOKYyMEHT Ha OYMa)KHOM HOCHUTENIC O HaJIMYUHU UITH 00 OTCYTCTBHH Y HETO
BUY-undexuuu (nanee — 3ak0YeHHUE).

34. B 3akniodyeHUH YKa3bIBAIOTCS CJICIYIONINE CBEICHUS:

HAaUMEHOBaHME MEIMLIMHCKOM  OpraHu3alyHi, TMPOBOAUBIIECH  00s3aTeNILHOE
MEIULIMHCKOE OCBUIETENIBCTBOBAHUE OCBUAETEIBCTBYEMOTO;

bamunus, UM, OTYECTBO (MPU HAJIMUYWM), JaTa POXKICHHS, aiApeC PETHCTpaIluu
MO0 MECTY JKHUTEJbCTBA (MECTy MpeObIBaHuUs)/PaKTHUECKOTO MPOXKUBAHUSA, I'PaXIAHCTBO,
MaCHOPTHBIE JaHHBIE OCBUIETEIBCTBYEMOTO;

pe3yasTar 1abopaToOpHOTO aHaIKu3a:

pe3yabTaT uccaenoBaHusa Ha anTuTena kK BUY-1,2 u anturen p24 (1MOA0KUTEIBHBIM,
OTpHIIATENbHbIN);

pe3ynbraT  MOATBEPXKIAIOLIETO  TecTa  (TMOJOXKUTENbHBIH,  OTpULATENbHbIH,
HeompeIeIeHHbIN) (IiepeueHb BBISIBICHHBIX OCJIKOB) (B Cilydae MPOBEICHHUS );

pe3yasrar uccienoBanus Ha aHtured p24, IHK/PHK BHY (B ciyyae npoBeneHus);

JaHHbIE MPENbIAYIIEro MONOKUTENBHOIO pe3yibTara (B ciydae oOCIeOBaHHUS
MalyeHTa ¢ paHee yCTaHOBIEHHBIM 1uarno3oM BUY-undexuun).

35. Bpigaya OCBHUIETENBCTBYEMOMY 3aKJIIOUEHHUS O pe3ylbTarax 0053areabHOro
MEAMLIMHCKOTO OCBHIETENBCTBOBAHUS OCYILIECTBISIETCS MEIULUHCKON OpraHU3alHeH,
MIPOBOJUBILECH MEIUIIUHCKOE OCBUIETEILCTBOBAHUE, B CpOK He Oojee 10 nHeil co AHs

oOpallleHuUs.

¢ 3aperucrpupoan MunucrepcTBoM focTHIMH Poccuiickoil ®enepaunu 16 oktabps 2025 r., peructpauuoHnbiii Ne 83857.



