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HAEITAPTAMEHT OXOPOHH 310POB’4

%

HAKA3
AL, O {: AL No J65

1Ipo ypockoHaNeHH s CHCTEME YIIPaBIiHHES SKICTIO
NabOPaTOPHUX JOCILIKEHb ¥ chepi nporupii
BIJI—iH(beKL[ii'/CHIﬂy B 3aKIafax OXOPOHH
3n0poB’s M. Kuesa

Ha BuxoHamus maxasy MiHicrepcTBa OXOpoHHE 370pOB’s Ykpainun Big 05
kBitHA 2019 poky Ne794 «IIpo ymOCKOHANEHHS CHCTEMH YHPaBIIHHI SAKICTHO
NaGOPATOPHIX JOCIIKEHE y cdhepi nporumii BUT-iudexnii/CHITy», 3apeectposano
8 MinictepcTsi foctunii Vipaiuu 01 mamms 2019 poxy 3a Ne 698/33669 i3 sminamu
Ta JONOBHEHHAMM, BHECEHMMH Hakasamu MinicrepeTsa oxoponu 3M0POB'A YKp-iHu
BiZt 28 moToro 2020 poxy Ne587 «Mesi nMTaHHA BemeHHs Peectpy MemduHEX
3aIIMCIB, 3aITACIB IIPO HaIpaBIeHHs Ta PELENTiB B eNEKTPOHHIN cHcTeMi 0XOpoHH
300poB’s» Ta 23 Bepecus 2021 poxy Ne2019 «IIpo 3aTBepmKenns 3Min o Heskux
HOpPMaTUBHO-NPaBOBUX aKTiB MiHicTepcTBa OXOPOHH 340pOB’st VKpaiHu» Ta 3 MeTor0
YAOCKOHAJICHHA CHCTEMH YHPaBIiHHS AKICTIO JaGOPATOPHHUX JIOCTiIKEHS y chepi
nporuuii BUI- indexnii/CHI Ty

HAKA3VIO:

1. KepiBHukam 3aKiagiB OXOPOHH 3[0pOB’S, [0 3aCHOBAI - HA
KOMyHANBHII BIaCHOCTI TepHTOPIabHOL IpoMa M. Kuesa, 3a6e3neqnTy:

1.1. Bmpopamxenns » HiATTOPSIKOBAHUX 3aKllafiax OXOPOHH 3I0pOB’s
oHoBleHOro Ilopsanxy mposemenus TeCTyBanHa Ha BlJI-indexiiro, 3aTBEPIKEHOro
HakasoM MiHicTepcTBa 0XOpoHH 310pOB’s Yxpainu Big 05 xBitas 2019 poxy Ne794
«IIpo ymockoHameHHsS cucTeMu YNIPABIIHHA SKiCTIO 1aGOpaTOPHUX AOCHiIKEHD y
chepi mpotunii BlI-ingexuii/CHITy» (i3 smimamu i JONIOBHEHHAMM, BHECEHUMH
HakasaM# MIHICTEPCTBA OXOPOHM 3/0pOB's Yxpaiun Big 28 mortoro.2020 poky
Ne587, Bin 23 Bepechs 2021 poxy Ne2019) (maui - Mopsnox), wio n1oaeTses..

1.2. orpamanus Iopsxy IIPOBENEHHA TeCTyBaHHs Ha BLJT-indekmiro.

1.3. Benenns B mianopsakoBaHux 3akiayax OXOPOHH 3H0POB’S Takux ¢-pM
IEPBUHHOI 0OTIKOBOT JOKYMEHTALT Ta IHCTpyKIiif 110710 TX 3aMoBHEHHS:

1.3.1. Ne249-4/0  "Hampasnenns ma IPOBENIEHHA  HiATBEPIDKYBAIILHUX
JOCIIIDKEHD Ha HAsSBHICTh CEPOJOTIYHIX mapxepis BII" ta Incrpykuiro momo
3alIOBHEHH: (OPMH TTEPBUHHEOI 06IIKOBOT AoKymeHTanii Ne 249-4/0 "Hanpagnenns



Ha IIPOBeNEHHS NiATBEPIKYBAIBHUX JOCHI/UKEH: HA HASBHICTE CEepPOJIOTIUHUX
Mapkepis BIJI";

1.3.2. Ne249-6/0 "Hampasnemns ma mposeaeHHS imenTHdiKaNiiiHOTO
obcrexenna" Ta IHCTPyKIIO IMOXO 3aMOBHEHHS GopMH IIepBMHHOI O0OJIIKOROT
poxymeHTauii Ne 249-6/0 "HampaBieHus Ha TIpOBEACHHSA 1AeHTHDIKAIHHOTO
obcTexeHHsa";

1.3.3. Ne249-7/0 "HampaBneHHS Ha HpPOBENEHHS OOCTEXCHHS 3 BUSBJICHHS]
ceponoriynnx Mapkepis BUI" Ta IncTpykuino momo 3amoBHEHHS (popMU epBHHHOT
obJsiikoBol moxymeHnTaiii Ne 249-7/o "HalparneHHS Ha IpoBEJeHHS OOCTEXEHHS 3
BUABIICHHS CePOJIOrYHUX MapKepis BIJI";

1.3.4. Ne498-3/0 ")KypHai HpOTOKONiB NPOBEHCHHS JOCIHJKEHDb 3 BHSIBICHHS
ceposioriyuux Mapkepis BIJI ma Tect-cmcremi” Ta IncTpyKIivo mI010 3a1I0BHEHHS
dbopmMu nepBHHHOI 06JdikoBOI mOKymenrtamii Ne 498-3/0 "XKypnan mnporokonis
IPOBENCHHs AOCIHIDKEHb 3 BHSBJIEHHS CEPOIOTIUHHX MapkepiB BIJI ma Ttect-
cucTeMi"; ’

1.3.5. Ned98-5/0 "XKypman peecrpamii B3sirra KPOBl Ta pe3yibTaTiB
JIOCIIJUKCHB 3 BUSBJIEHHS CEPONOTIIHUX Mapkepis BIJI 3 BUKOPHCTAHHAM MBHTKHX
TecTiB" Ta IHCTPYKIifo wogo 3amoBHeHHS dopMH HEPBHHHOI  00JTIKOBOL
pokymenTauii Ne 498-5/o0 "Xypuan peectpamii BasrTa KpOBI T4 pe3yILTATIB
TOCIIJUKEHDb 3 BHABICHHA CEPONOTiYHHMX Mapkepis BIJI 3 BHKOPHUCTaHHAM IUBHIKHX
TecTiB";
| 1.3.6. Ne498-9/0 "ypmanm peectpauii B3aTTa kpoBi st IIPOBEIEHHS
JOCIIPKCHHS Ha HAgBHICTH cepoJioriddmx Mapkepie BLIT' Ta IscTpyxuiro romo
3aIIOBHEHHSA (JOpMM IepBHHHOI o6mikosoi mokymenTamii Ne 498-9/0 "Kypran
peecTpanii B3STTA KPOBi I IPOBENEHH AOCTIDKEHHS Ha HASBHICTS CEPOIOTIYHHX
Mapkepis BIJI";

1.3.7. Ne498-10/0 "Xypman peectparii TEMIIEPATYPHOI'O  PEKHUMY B
XOIOJUNBHMKY (MOPO3UIIBHIN Kamepi)" Ta IHCTPYKIiIO LIONO 3aNOBHEHHS hopmu
IepBUHHOI  007ikoBOI  pokymenTamii — Ned98-10/0  "Xypman peectpanii
TEMIICPATYPHOTO PEXMMY B XOIOAMUIBHHEKY (MOPO3MIBHIN Kamepi)";

1.3.8. Ned98-11/0 "XKypran peectpamii IposeneHus npodiTaKTHIHOT
NPOMMEBKH Bomlepa” Ta HCTpyKItito Mmoo 3amoBHEHHS GOPMH IEPBHHHOI 06TiKORO]
nokymenTaiii Ne 498-11/0 "Kypman peecTpamii IpoBemeHss IpOQiNaKTHYHOT
IIPOMHBKH Boriepa;

1.3.9. Ne502-3/0 "Xypman peectpanil 3paszkis Ta PE3YNBTATIR JOCTiKEHD 3
BUABIICHHA ceponoriynux wmapkepis BIJI idcTpymeHTanmbHuME MeTomamu” T4
THCTPYKUitO MO0 3aIIOBHEHHS (GOPMH HEPBHHHOI 0BTIKOBOT JokymenTtamii Ne 502-
3/o "Xypman peecrpauii 3paskiB Ta pesyisTaTin JOCIIJKEHD 3  BHSBICHHS
cepooriunmx mMapkepis BUI incrpymenTansunmu Meroaamu";

1.3.10. Ne503-10/0 "IloBimka mpo pe3yibTaTd OCTIMKEHb 3 BHSBICHHS
cepororiguux mMapkepie BIJI" Ta IHCTPyKIIifO 1100 3aOBHEHHS bopMu MePBHHHOT
00nikoBoi fmoxymeHTarii Ne 503-10/0 "Iosinxa PO PE3YIBTATH HOCTIJKEeHb 3
BUABIIEHHS CepPONIOTIYHUX Mapkepis BIJI";

1.3.11. No510-4/0 "YKypuan obniky Mexuarux BUpoOiB" Ta IHCTPYKNirO moH0
3aII0BHEHHS (DOPMH NIEPBHHHOI 00/1ik0BOT AoKyMenTanii Ne 510-4/0 "Kyprain obiiky
MEIMYHUX BUPoOiB";

1.3.12. No510-5/0 "Xypuan peecrpanil TEMIICPATYPH Ta BIZHOCHOT BOJIOIOCTI y
npuMimerHi" Ta [HCTPYKIiIO OO 3alOBHEHHS dopmMu nepBUHHOI 067TiKOBOT



moxymenTanii Ne 510-5/0 "XKypHai peectpauii TeMmeparypy Ta BigHOCHOT BoNofucTi
y IpuMimmenmi";

1.3.13. Ne502-4/0 "XKypHan peectpanuii 3paski, HAIpaBIeHUX JIg IIPOBECHHS
MATBEPIDKYBANBHUX JIOCII[DKEH) HA HASBHICTH CEPONOTIYHEX Mapkepis BLJI, Ta
pe3yJbTaTiB  AOCTIKEeHL" Ta IHCTPYKLIXO IMOHO 3AMOBHEHHS dbopMH mepBHHHOL
obutikoBoi HoxkymenTanii Ne 502-4/0 "XypHan peectparii 3pasKiB, HaPABISHUX s
UPOBENCHHs MiATBEPINKYBATIBHHX JOCHI/UKEHD Ha HASBHICTS CCPOIOTiYHMX MapKepiB
BLJI, Ta pe3ynsTaTiB nociigkeHs”.

2. [upexropy KomyHansHOro HekoMepIiftHOro nignpueMcrea «KuiBchka
MiChKa KIiHIYHA JikapHs Ne5» BHKOHABUOIO oprany KuiBcbkoi MicBKOi pamu
(KuiBcpkoi michkoi nepixaBHOl apmidicTpamil) (mami — KHIT «KMKJT Ne 5»)
3a0e3reanTH;

2.1. 3nifiCHEHH METOANYHOrO KePiBHUIITBA i KOHTPOJIIO AKOCTI TECTYBaHHS Ha
BiJI-indexmito 8 303 M. Kuega.

2.2. CrpopeHHs HeoOXimHUX yMOB uIf IIPOBEJICHHS  CKPHMHIHIOBHUX,
MiATBEPIKYIOUHX Ta 1AeHTHGIKAIHENX mOCTi/pKeHb Ha BlJI-in¢gekniro B xiinixo-
miargocruyHi# naGopatopli KuiBeekoro nentpy UpoQLIaKTHKH T2 GOpOTHOH 3i
CHIMom KHIT « KMKJT Ne 5» (ai - KJJT KMIT CHITy).

2.3. Buposajpxenns B gisubHicTs KIJT KMIT CHIZly Takux o6NiKoBHX dopm: |

2.3.1. Ne 498-3/0 "XXypHran mpoTokomniB MPOBEACHHS AOCIIIKEHD 3 BUSBIIFHHI
cepoyoridHux Mmapkepis BIJI ma Tecr-cucremi” Ta IHeTpyKiiio 1oj0 3amoBHEHHS
dbopmu mepBuUHHOI 00JNiKOBOT mokyMeHTamii Ne 498-3/o "XypHan mOpoToKoiB
MPOBEJICHHS.  NOCII/KEHb 3 BHABJIEHHS Cepojoridrmx Mapkepie BIJI ma Tect-
cucTemi";

23.2. Ne 498-5/0 "XypHan peectpauil B3STTS KpoBi Ta PE3YAbTATIB

MOCTiJPKCHD 3 BUABJIECHHS CEPONOIIYHUX Mapkepis BIJI 3 BUKOPHCTAHHSM IIBHIKHX
TecTiB”  Ta [HCTPYKIilO ImoAo 3anoBHEHHT (opMH TIEPBUHHO!  00JIIKOBOI
moxymenTamii Ne 498-5/0 "X ypmam peectpamii B3sSTTS KpoBi T4 pe3yJNLTATIE
JIOCII/DKEHD 3 BUSBIEHHSA CEPONOTidHIX Mapkepis BIJI 3 BEKOpHCTaHHAM IIBMIKHX
TecTIiB"; - ‘
2.3.3. Ne 498-6/0 "ypuan peecrpauil 3paskis, o Bamifnum ms IIPOBEICHHS
HiATBEPIUKYBATBHMX JOCTIKEHb HA HAABHICT ceponioriunux Mapkepis BIJI, 1a
pe3ynbTaTis  AocHmipKeHs" Ta IHCTpYKUilo IIOAO 3alOBHEHHS bopmu mepruHHOL
o0mikoBoi noxymenrauil Ne 498-6/0 "XKyprau peecrparii 3pasKiB, 0 HAMIMILIA s
IPOBEIEHH: NIATBEP/DKYBAILHHX JOCHIDKEHb Ha HAABHICTh CEPOIOTIIHIX MapKepiB
BIJL, Ta pe3ynsTartis AOCHIKEHs";
23.3.4. Ne 498-7/0 "Kypmanm apxiBy 3paskiB cHMpOBaToOX KpoBi s popmyBamHs
BepuiKamiiuux TaHemel" Ta [HCTPYKNiIO IMOAO 3aIlOBHEHHS bopMu mepBHHHOT
0biikoBoi noxymenTanil Ne 498-7/0 "Xypran apxiBy 3paskiB CHUPOBAaTOK KPOBi IS
dopmyBanHs Beprdikanifinux nanemei"; . .

2.3.5. Ne498-8/0 "Xypuan igestHbikaniiinoro obcrexeHHS Ta pEe3yNbTaTIB
mociipkeHHs" 1a [HCTPYKNilo 1Moo 3aI0BHEHHS (OpMH IEPBUHHO! 06JTIKOBOT
noxkymenranii Ne 498-8/o0 "Xypuan igenTHGIKAIIHOrO OOCTEKEHHS Ta pe3ynLTaTiB
JocaimKerHs";

2.3.6. Ne498-10/0 "Kypman peecrpauii TEMIIEPATYPHOIO PEXUMY B
XONOAMNBHUKY (MOpOSHNEBHIM kaMepi)" Ta IHCTpYKHilO HIONO 3anOBHEHHS opmu



nepBUHHOI  o0mikoBoi  mokymenTanii Ne  498-10/0 "Xypran peecrpanii
TEMIICPATYPHOI0 PEXKUMY B XOIOAUILHAKY (MOPO3HIIBHIN Kamepi)";

23.7. Ne 498-11/0 "XypHan peecTpanii mpoBeeHHS npodinaxTryHol
IPOMHBKY Bomlepa" Ta IHCTPYKIIifo MO0 3aoBHEHHS (HOPMH HEPBUHHOT O6ITiKOBOT
moxymenranii Ne 498-11/0 "Xypman peectpauii nposeneHns NpOQiNakTH-<HOT
IIPOMHBKH RoIepa”;

2.3.8. No502-3/0 "Xypran peecTpanii 3paskiB Ta pesyibTATIB AOCTLIKEHD 3
BUABJICHHA CepONOriYHUX MapkepiB BIJI imcTpymentansuumu MeTomamu" Ta
lucTpykuiro mome 3awoBHeHHs GOPMU HEPBHHHOT OGIIKOBOT noxymenTartii Ne 502-
3/0 "Xypman peectpauii 3paskiB Ta pe3YNBTATIB JOCTIDKEHb 3 BHABICHHS
cepoitoriuHux Mapkepis BUI iHCTpymMeHTATEHEMY MeTORaMH";

2.3.9. Ne503-6/0 "IloBimka mpo pe3yisTaTH HOCHLUDKEHh HA HASBHICTE
ceponoriynux Mmapkepip BIJI 3paska kposi muTmHE BikoM m0 18 Micami" Ta
lacTpyKuito moxo 3amoBHeHHS GOPMH HEpPBHHHOT 0GIIKOBOT JoxkymeHTtamii Ne 503-
6/0 "JloBixa npo pe3ynsTaTH MOCHPKCHH HA HASBHICTDH CEPOJIOTIYHUX Maprepis
BIJI 3pazka kpoBi auTruE BikoM a0 18 Micsauis";

2.3.10. Ne503-10/0 "IMosimxka mpo pesyIbTATH NOCHIIKEHh 3 BHSBICHHS
ceponioridHux mapkepis BII" ta IHCTpyKuilo Moo 3amOBHEHHS (opMu NEePBUHHOT
0bmixoBoi noxymentanii Ne 503-10/0 "Jlosinka mpo PeE3yNbTaTH HOOCIIIDKEHDL 3
BHABIIEHHS CEPONOIiUHUX Mapkepis BIJI";

-2.3.11. Ne510-4/0 "Xypran o6nixy Megmuamx Bupo6i" ta IHCTpyKiio mozo
3arlOBHEHHS (DOPMH IIePBUHHOI 00IIKOBOT JoKyMeHTaNii Ne 510-4/0 "Kypran obmiky
MEJAMYHUX BUPOOGIB";

2.3.12. Ne510-5/0 "XKypHan peectpaiii TeMIepaTypy Ta BiIHOCHO! BOIOCOCT] y
NpUMIIIenHi" Ta IHCTPYKIIIO 10O 3ANOBHeHHS dbopMu mepBUHHOI 0GIIKOBOT
poxymenrauii Ne 510-5/0 "¥Kypuan peecrpauii Temmeparypy Ta BijHocHOT Bonorocti
y ODpumimeHHi";

23.13.  Ne510-7/o  ")XypHan mpoTOKOMIB TIPOBEHEHHS  LOCHIKEHD
FONATKOBUMM T€CTaMM' Ta IHCIPYKIiIO INOAO 3amOBHCHHA (OpMM HEpPBHHHOL
obnikoBol moxymentarii Ne 510-7/o0 "JKypuan npoTOKONiB MPOBEJEHHS MOCITiIKEHE
JOJaTKOBUMHM TecTaMu".

3.BusnHaty TakMM, IO BTPATHB YMHHICTH, HAKA3 HenapramenTy oxopoHH
3M0pOB’S BHUKOHABYOro oprany Kuiscobkoi mickkol panu (Kuiscbkol micekoi
JieprkaBHOI anMinicTpanii) Bix 24.02.2020 poxy Ne 214 «IIpo BrpoBamxenus Haxazy
MinicTepcTa 0XOpoHH 3M0pOB’s Yxpainm Bix 05 xsitha 2019 poky Ne 794 «IlIpo
YOOCKOHANCHHS CHCTEMM YNpPABIIHHS SIKICTIO J1aOOpaTOPHUX IOCITiPKEHs Y chepi
npotuii BLI-inexuii/CHIy». '

4.KoHTposlb 32 BHKOHAHHAM IBOTO HAKA3y MOKIACTH Ha 3aCTYIHHKIB
aupexTopa JlemapTaMeHTy 3TifHO 3 po3NOLiIoM 0608’ SI3KiB.

Hupexrop Baytegtura ['TH3BYPT o



JomaTok

1o Haka3sy JlerapraMeHTy OXOpPOHH 3I0POBS
BHKOHaBYOro oprany KuiBchkol Mickxol paau
(KuiBcpkof MichKOl Aep)KaBHOT anMinicTpanii
Big A, 5. 2022 poky Ne P65

SATBEPAKEHO
Haxaz MiuicTepeTBa OXOpPOHH 3A0POB'S
Vipainu 05 xeiTan 2019 poxy Ne 794

3apeecrposano B MiHicTepeTri ocTHITIT
Vipainu 01 aunas 2019 p. 3a Ne 698/33669 |

IIOPSAOK
nposeneHHst Tecrysauns ua BL/I-indeknio Ta 3a0e3neveHHs AKOCTI AOCAIAKEeHD
1. 3aranbHi mosokeHHs

1. Le#t Tlopsiox BU3HAYAE IOCTIMOBHICTG il I BUKOHaWHs JlabopaTOpHHX
JOCTIDKEHb 3 BUSBJIEHHS CepoJioriyanx mapkepis BIJI Ta iX eTamiB 3 METOO
BcranoBieHHsT BIJI-cTarycy ocobm.

2. Jist nporo ITopsAnKy MONMIHPIOETHCA HA BCi 3aKIaAM OXOPOHM 3/10POB'S Ha TEpH10pil
YKpaiHu He3alexKHo Big BigoM4ol HanexHocTi Ta (opMH BIACHOCTI.

3. Y popomy llTopsaoky TepMiHH Ta CKOPOYEHHS BXKHBAIOTHCA B TAKUX 3HAYEHHIX:
Beprubikanis (Bix mar. verus - ictunumi, facere - poduTH) - METOOWIHUH IiOXIA, 10O
3aCTOCOBYIOTH I HIATBEP/UKEHHST OTPUMAHOIO Pe3yNbTaTy mono HassHocTi BIJI-
indexnii Ha migcTaBi HagaHHA 00 €KTHBHUX A0KA31B HASIBHOCT] 3aXBOPIOBAHHS;

rocrpa BlI-indeknist (acute infection) - mepiox, ynpomosx gxoro ocoba crae BLI-
imgikoBanoro, ane anrutina xo BIJI me He BUABISIOTHCS;

MUCKOPIaHTHi (J1aT., He BiIIOBiAaI0Th, HE Y3rOMKYIOTHCA) Pe3yALTaTH JOCIIIKe:: a4 -
He 30iraroTbcs pe3ynbTaTH  JOCHKeHb (Teplinii - TIO3WTHBHMH, [ApyrHH -
HeraTHBHHUH);

iMyrEMit aGo mimiitauit Gior (Bim mar., blot - mmsama) - MeTOZ HOCHIKEHHS, 34
JOIOMOTOI0 AKOTO 3J[ifICHIOIOTH BISIBICHHS AHTHTLI IO OKPEMMX aHTHICHIB Bipycy
IMyHOIeIIIUTY JFORMHM,

iHCTpYMEHTANbHI METOOU JOCTIKEeHHS - JabopaTopHI JOCIUDKEHHS, 11O
3MIHCHIOIOTECS 3 BHKOPHCTAHHAM 00IaHaHHA METOAaMHK iMyHO(epMEHTHOT 0, IMyHO-
(enexTpo-) XeMLIIOMIHECIIEHTHOT'O aHalli3iB TOIO;



JOT - cepis (maprif), MO MIiCTHTH Bimomocti, HeoOXigHI KOpHCTyBady s
inenTH®IiKaNi] METUIHOTO BUPOOY; IO3HAYAETHCS KOAOM 200 cepiifHIM HOMEPOM;

(nmyHKT 3 po3niny I molmoBHEHO HOBHM ab3ari0M CHOMHM 3T1JTHO 3

Haka3zoM MiHicTepcTBa OXOPOHH 3M0poB's YKpainy Bix 23.09.2021 p. Ne 2019,
Y 3B'S3Ky 3 OMM ab3aiH CbOMHAH - NBAIISTE APYTHI

BBa)KaTH BiIOBiAHO ab3aIiaMi BOCGMHM - IBALAThH TPETIM)

HEeBH3HAYEHI PE3yNbTaTH IATBEPIKYBAILHUKX  JOCHIIKEHb - JUCKOPIAHTHI
Pe3YyIBTATH NOCHI/DKEHb Ha i ATBEPIKYBaILHOMY €Tarli;

obctexenda Ha BIJI-iHdekuito - xomrexkcHi JrabopaTOpHI JOCIiIKEHHS 3pa3KiB
KpoBi oci0 Ha HasgBHICTE cepoioridHux wmapkepis BIJI (tecrysanus ma BIJI) 3
BHKOPHCTAHHSIM IHCTPYMEHTAIBHUX METOIB JTOCTI/DKEHHS a00 MBHIKAX (SKCIpec)
TECTIB 3 METOO BCTaHOBIEHHS AiarHo3y BlJI-imdexiil;

noumpenicts BII-ingexii - kinpkicTs arone#, ski xxuByTh 3 B, y meBHU#A MOMEeHT
Hacy, He3aJe:KHO BiJ ¥acy 3apaKeHHS;

ceponorigni Mapkepu BIJI - amturina mo BIJI 1 /2 abo anturen p24 BII-1;
BUSIBIIEHHSL cepornoriaaux MapkepiB BLJI e osmakoro vaseaocti BIJI B opranismi
TIOAWHY;

CKpHHIHT (@QHIT. screen - peTeNbHO BigOWpaTH, cOpPTyBaTH, TOOTO BHSIBIATH
HiZO3PUINX Ta BiACIBATH 3MOPOBHX 0ci0) - METOAWYIHWH MiJXiM, IO 3aCTOCOBYIOTH
JUIs OOCTEXKEHHS HACEIIEHHS YH OKpeMUX HOro KOHTHHIEHTIB JIjIsl BUSIBJIEHHS IEBHOTO
3aXBOPIOBAHHS,;

crienu(iyHicTs (specificity) - IMOBipHicTE TOTO, 110 Habip TectiB Ha BIJI gacTs 3mory
TOUHO 1IeHTH(DIKYBATH 3Pa3KH, IO He MIiCTATh aHTUTLI mo BIJI 1/2 Ta/abo aHTHTEHY
p24 BIUJI-1;

qyTIUBICTE (sensitivity) - ¥MOBIpHICTE ToTO, 110 Habip TecriB Ha BIJI macts 3Mory
TOYHO iIEHTUQIKYBATH BCi 3pa3ky, IIo MicTATh aHthTiia 10 BIJI 1/2 ta/abo anturen
p24 BUI-1;

APT - aHTHPETPOBIPYCHA TEpPaIis;

BIJI - Bipyc iIMyHOIEGhITHTY IO,

BKS3 - BHYTpimmHbOIa60paTOPHI KOHTPOMBHI 3Pa3Ku;
303 - 3aknany 0XOpPOHH 3I0POB'S;

K2 (abo K3) E/ITA - erunenniaMinTeTpaanerar Kaiio;



MB - MeguurUi BUpI6 I BUSABIEHHS ceponioriunnx Mapkepis BIJI,
OI - onTHYHA I'yCTHHA;
LT - mBuaki (excmpec) TeCTH.

Iumi TepMiHH, 110 BUKOPUMCTORYIOTECS ¥y UboMy llopsnky, HaBOOATLCS y 3HAUCHHSX,
BH3HAYCHHUX 3aKoHOM YkpalHu "IIpo MpOTHAII0 MOIIMPEHHIO XBOPOO, 3yMOBIEHUX
BipycoM iMyHoAedinuTy momuuau (BIJI), Ta mpasoBuii i coniaiapHuN 3aXHCT JIIOJEH,
axi uByTE 3 BIJI",

4, O0crexenna Ha Bll-indexniro 3MIHCHIOETECA DUIAXOM BHABJCHHA Ta
TNiATBEPIKEHHS HasgBHOCTI ceponorigHmx Mapkepis BIJI (amrturtin mo BUI 1/2,
anTureny p24 BIJI-1) 3 mertoro:

pusiBiiernst BIJI-indekuii B oci6 crapme 18 micamis;

BU3HAYEHHS PU3MKY 1H(]iKyBaHHs aAiTel BikoM mo 18 micsuis, napomxerux BIlJI-
TIOSUTHBHHMH MaTepAMH a0o0 Xkinkam# 3 HeBigomum BIJI-craTycom.

Buspnenus ceponoriunmx  Mapkepie  BIJI  3xificHIOETRCS 33 JOMOMOIOIO
[HCTpYMEHTATFHUX METOMIB AOCHIDKeHHs (iMyHO(pepMeHTHHH, iMyHO- (eIeK:po-)
xeMimowmiHectieHTHHH ), 11T, mogaTKOBHX TecTiB, JO3BOICHUX A0 BHKOPHCTAHHA B
Vkpaili BiOIIOBIAHO 10 YHHHUX HOPMATHBHHX JOKYMEHTIB.

JonaTkoBi TecTH, MpH3NadYeHi A BHSBICHHS cHelM(piYHUX aHTHTLT 40 OKpPEeMHX
anTUreHiB BlJI, BHKOPHCTOBYIOTBCS /ISl YTOYHEHHS Pe3YJIBTATIB I ITBEPIPKY BAIIEHUX
JMOCIIKEHb Ta B OKPEMEX BHITAIKAXK - T YaC B3STTS 111 MEAWIHHA HATTSIN,

5. Bubip MeToniB MOCIi/DKEHHS i Yac TecTyBaHHA Ha BIJI 3aexuts Bif HasBHOCTI
naboparopHoro obnamHanda y 303 Ta KiNpKOCTI 3paskiB, MO JOCHIIKYIOTHCS
npotaroM poGodoro mHs. SKIIo HaBaHTaXeHHs! craHOBUTL X0 40 mOCTimXeHL Ha
JeHb, pekoMeHnoBaHo 3acrocyBanHs LT, skmo moram 40 mocmijpkeHb Ha JEHP -
3aCTOCYBAaHHs IHCTPYMEHTAIBHUX METO/IB IOCTIKEHHA.

6. OCcrexenns Ha Blll-indexniro mnepenbauae nporescHHs n1a0OpaTOPHUX
NOCIIJOKEHp Y JEKiIbKa eTaliB - CKPHHIHTOBHH eTam (BHSBICHHS CEPOIOTIUHUX
MapkepiB BIJI), sepudikaiiiguid eran qig OiATBEpIKCHHA HAIBHOCTI CEPONIOTTIHUX
MapkepiB BLJI (migTeepmxyBanpHAl eTan), ieHTAdIKamiiani etan (06CTeKeHH Hi
yac B3ATTA [i MeauuHuil Harman abo mepen npussadenHsM APT ocobi 3
nosutueHMM BlJI-cTaTycom).

Ha KOXXKHOMY 3 eTamiB MOXYTh BHKOPHCTOBYBATHCSA SK IHCTPYMEHTAIbHI MeTONH
JociipKeHHs, Tak 1 1IT.



T He BHKOPHUCTOBYIOTHCSA A NOCIHIPKEHHS JOHOPCHKOI KPOBI, KpiM BMIIa[KiB,
BH3HAYCHHX 32KOHOJIABYHMH aKTaMH.

7. Hns TecTyBaHHA BHKOPHUCTOBYIOTbcE MDB, [NomyIneHI Ha PHHOK Yy HOPAAKY,
BH3HAYCHOMY 3aKOHOJIaBCTBOM  YKpalou. Ha CKPHHIHTOBOMY eTarni
BUKOPHUCTOBYIOTECS MB 3 HaliBummMu TokasHuKaMu uyTiausocTi (100 % - mna
JHCTPYMEHTAILHIK METONIB NOCTIIKEHHA Ta He MeHIme HiX 99 % - mas IT), Ha
MiATBePIKYBAILHOMY €Talll - 3 HalBHITAMH MOKa3HAKaMHA CHelr(BiyHOCT] (He MeHIe
HIXK 99 % mis Beix Tunis MB).

7. [Ipu 3acrocysauni IIIT omiHKY pe3yNbTaTiB TecTy 3MIMCHIOIOTH [1Ba MENMYHHX
IpailiBHUKE, HE3IEXKHO ONUH B oxHoro. Skimo pesynsTaT gocnimxenns T qsoma
IpaIliBHUKAMH OIliHIOETECA IIO-Pi3HOMY, PE3yJIbTaT MaE OIHMTH Tpers ocoba. 3a
OCTaTOUHHI BapiaHT pe3yibTaTy OepyTh Takwmil, Mo OyB OQHAKOBO OIIHEHHH ABOMA 3
TPbOX (paxiBIIiB.

(pozmin I nomoBHEHO MyHKTOM 7' 3FifHO 3 HAK230M
MiHicTepcTBa 0XOpOHH 370poB's Yipaiau Bix 23.09.2021 p. Ne 2019)

I1. CxkpuninroBMii eTan JOCTiIKEHHA 3 BUSBJIeHHA cepoJioriunux mapkepis BLJL
1. 3acToCyBaHHS IHCTPYMEHTAIBHIX METOIB OCIIKEHB IIependadac:

1) m1t BUABNECHHSA cepoioriunux Mapxepis BLJI Buxopucrosyrorses MB, npusHaveni
JUISs OOHOWACHOTO BHSABIMEHHS aHTHTIT g0 BIJI 1/2 Ta amtwreny p24 BIJI-1
(kombinoBani MB) abo mns BussnenHs aututin go BIJI 1/2. Kom6Gimosani MB
BHKOPUCTOBYIOTBCSA MJIs BHABIeHHI rocTpoi BUI-imdeximil, mepexycim mnim dac
o0CTeXeHHS BaTIiTHUX >KIHOK, 0cCi0, gki BUSBUIM OaXkaHHS CTATH [OOHOpaMU, Ta
JIOHOpiB KpOBi, OpraHiB, TKaHHH, KMiTHH. KombGiHOBaHI MB BHKOPHCTOBYIOTHCA
Takok [masg  Berapominenus Blll-ctatycy ocobam 3 KIiHIWHMMH — O3HaKaMu
TepMiHanbHOI cTanii BUI-indexmnii;

2) 3a micmem 3alopy XpoBi iHQopmamito npo ocoly, Ky HanpaBidloTh Ha
o6CTe)XXeHHS 3 BUABIEHHA cepolioriunmx MapkepiB BUJL, peectpyrors y Xypuani
peecTpauii B3sSTTS KPOBi IS IPOBEXEHHS MOCIIIKEHHS HA HasSBHICTH CEPONIOTIUHUX
mapkepiB BIJI (dpopma nepuHHOT 001iK0BOT JoKyMeHTartii No 498-9/0, 3aTBepmkesa
HakazoM MinicTepcTBa oxopoHH 300poB's YKpainu Bix 05 xBiTHa 2019 poky Ne 794)
(mami - dopma Ne 498-9/0) Ta odopmmrorors HampaBieHHS Ha TPOBENEHHS
00CTeXXeHHS 3 BHABJICHHsI cepostorignux Mapkepis BIJI (popma mepeHHEHOT 0051iKOBOT
nokymenTtamnii No 249-7/o, 3aTBepmkeHa Haka3oMm MiHICTEPCTBA OXOPOHM 30POB'S
VYkpaiam Big 05 kBiTHI 2019 poky Ne 794) (nami - Gopma Ne 249-7/0);



3) y nabGoparopii gami mpo obcrexxyBaHHX OCi6 Ta pe3ylbTaTH IOCIiMKEHb
peectpyioTh y JKypHami peecTpanii 3pa3kiB Ta pe3yisrariB JoCHifKe b 3 BUABICHHI
ceponoriunux Mmapkepip BIJI imcrpymentansuumu meromamu ((opMa DepBHHHOL
obiikoBoi moxymerTanii Ne 502-3/0, 3aTBepmxeHa naxaszoMm MiHicTepcTBa OXOpPOHH
310poB'a YKpaiuu Big 05 kBiTHA 2019 poxy Ne 794) (mani - gpopma Ne 502-3/0);

4) mepej MOYaTKOM BHKOHAHHA HOCHIMKCHHS IHCTPYMEHTAIBHHMH METOJaMy BCi
HeOOXIAH] MaTepialy, 0 BUKOPHCTOBYIOTECS IS HOCIIKEHHS, PO3TAIOBYIOTS TaK:
KOHTPOJIbHI 3pasKH 3 TecT-Habopy (mosuTHBHI, Heratusui xomtpomi MB); BK3;
Kaibparopu (3a MOTpedH); 3pasKy CHPOBATOK abo ILIa3MH KpoBi ocil, 110 Ha ifIITH
110 JlabopaTopii ANs JOCIiIKEHHS 3 BUSABISHHS CepoNoriuaux Mapkepis BLJL;

5) npolenypy AOCHIKEHHS Ta OLIHKY OTPUMAHHX Pe3ysIbTaTiB 37ilCHIOI0TE ¥ TiTKIH
BiMMOBIAHOCTI M0 IHCTIpyknil i3 3acrocyBanss MB Ta KpuTepiiB, BH3HAYEHMX
iHcTpykuieto i3 3acrocyBanHs MB; pesynpraris gocnimxens BK3 - BignmosizHo mo
[TopaaKy BHYTpIiIIHEOTI260PATOPHOTO KOHTPOIIO SIKOCTI MOCHIKEHE [IPH BUSBIEHH]
CEPOJIOTIYHUX MapKkepis BIJI METOaMHA imyHODEpMeHTHOTO Ta
IMYHOXeMOIOMIHECIIGHTHOTO ~ aHalii3iB, 3aTBEepIUKeHOro Haxazom MiHicTepcTpa
OXOpOHH 370poB's Vkpaium Binm 14 ciuas 2015 poxy Ne 4, 3apeecTpoBaHHM B
Minictepersi rocTril Yipainu 30 ciurst 2015 poxy 3a Ne 112/26557 (nani - Iopsaox
BHYTPIIIHB0;I200paTOPHOIO KOHTPOIIIO SKOCTI);

6) pesynpTaTH JOCIIUKEHHA peecTpyioTh y JKypHall HpPOTOKONIB IIPOBEASHHS
HOCIIIDKEHh 3 BHABIEHHs cepoloriunmx Mapkepis BIJI ma Tecr-cucremi (Qopma
IepBHHHOI 00:1iK0BOI AoKyMenTanil Ne 498-3/0, 3aTBepmikena HakazoM MinicTepcTsa
OXOPOHH 3/(0poB's YKpainu Bif 05 ksitHs 2019 poxy Ne 794) (mani - popma Ne 498-
3/0) Ta y XKypHani peectpallii 3paskis Ta pe3ynbTaTiB JOCHIMKEHb 3 BHABICHHS
ceportoriuaux Mapkepis BIJI incrpymenTansuume Metogamu (hopma Ne 502-3/0);

7) ¥ pa3si oTpUMaHHS HEraTHBHOIO PE3YNLTATY MOCHiIKEHHST ﬂa6opa'fopisl nepenae
pe3yNbTaT HOCHIIKEHHS 3 BHSBIGHHAI ceponoriunux mapkepie BII (Hosigxa mpo
pe3ynbTaTH MOCHIIPKEHh 3 BHSBIEHHA cepolioriunux mapkepis BIJI 3a dopmoro
NepBUHHOI  00miKoBOI  jJokyMenTamii Ne 503-10/0, 3aTBep/UKEHOO HAKA30M
MinicrepeTsa oxoporu 3m0pos'st Yipainu Bix 05 ksitas 2019 poxy Ne 794) (mami -
dopma Ne 503-10/0) mo 303, 3BinKH 3pa3ok HAAGIIIOB Ha NOCIIIKEHHS,

8) y pasi OTpHMaHHA IIO3UTHBHOTO PE3YILTATY JOCIIIKEHHS 3pa30K JOCIKYETHCS Y
JBOX ITOBTOpax BIAIIOBIIHO JIO iHCTPYKIII i3 3acTocyBanus MB.

SKimo micns MOBTOPHOIO TECTYBaHHA OTPMMAHO HETAaTHBHMI DPE3yNBTAT, 3pa3oK
BBa)KAETbCA TaKWM, IO He MICTHTh ceponorivaux Mapkepiz BIJI; maGoparopis



repefiae pesysbTaT JOCHiKEHH 3 BHABJICHHS CEpONIOridHmx Mapkepis BIJI (tbopMa
Ne 503-10/0) no 303, 3BimKu 3pa30k HauifIIOB Ha JOCTIIKEHHS.

K10 micist IOBTOPHOTO TECTYBaHHS OTPHMAaHO X04a 6 OUH [IO3UTHBHUIN PEe3yIIbTAT,
3pa30K BBAXAETHCA TaKHM, 010 HoTpedye 3AilicCHEHHA IATBEPIKYBAIBHUX
JOCIIIXKEHb 3 BHUSABICHHSA cepojoriunux wapkepie BIJI wa Bepudixaniiizomy
(miaTBEpIOKYBATLHOMY) eTalli JOCHiDKeHH. Jisd MiATBEePOKYBATLHEX TOCHLAKEHD
BUKOPHCTOBYETHCS TOHM CaMuii 3pa3oK, IIiJl Yac TeCTYBAHHS SKOT'O HA CKPHHIHTOBOMY
eTari OTPUMAHO [IO3UTHBHUM PE3yIIbTAT;

9) Ha KOXHHN 3pa3soK, HAIpPaBICHAN s NiATBEPIKYBAILHHX HOCIi/DKEHS,
naboparopis, mo 3AiHcHIOBaNa CKPHHIHIOBI Hociimpkenns, odhopmnoe HanpapieHas
Ha MNpPOBEAEHHs TIHATBEPIKYBANLHUX HOCTIIDKEHb HA HAIBHICTL CepoNOridHMX
mapkepis BLJI (bopma nepaunHoi obnikoBoi poxymenrarii Ne 249-4/0, zarsepmxeda
HaxaszoM MinictepcTBa 0X0opoHH 310poB's Ykpaluu Bin 05 xsitasa 2019 poxy Ne 794)
(mami - gopma Ne 249-4/0). Hanpasnenus He odOpMIIOETECS, KO CKPHHIHTOBI Ta
IIATBEPIUKYBabHi JOCIIKEHHS 31 HCHIOIOTLCS B TabopaTopii oxaoro 303;

10) indopmariio Ipo 3pasky, HaupasleHi Ha HiATBEPIKYBAILH] JOCHIIKEHHS, Ta
Pe3yJbTAaTH IIATBEPIXKYBAIEHHX JIOCIIDKEHE peectpyiors y Kypmami peecrpanii
3paskiB, HaIpaBIeHWX JUII IPOBEJEHHS IATBEP/UKYBAILHMX JOCIiLKeHb Ha
HasBHICTH CEPOJNOTIYHEX MapkepiB BIJI, Ta pesymerariB mocmimkens (dopma
. TepBuHHOT 00niKoBoi nokymenTaiii Ne 502-4/0, 3aTBepixena Hakazom Minictepcrsa
OXOpOHH 3J10poB's Ykpainu Bix 05 xsiTHA 2019 poxy Ne 794) (mani - popma Ne 502-
4/0);

11) 303, mo waripaBuB 3pa3ok KpoBi 0COOK Ha CKPUHIHIOBE MOCTIUKEHHS, OTPHMYE
Pe3yNbTaT HOCHIIMKEHHS 3 BUSBICHHS ceponorivnux mapkepis BIJI (gopma Ne 503-
10/0) Ta y XKypmanmi peecrparil B3sTTsI KpOBi [Ia NpOBEAEHHS NOCIIDKEHIE Ha
HasIBHICTb CepONOTiuHMX MapkepiB BLI (popma Ne 498-9/0) peectpye oTpuMaHMii
pe3yJbTaT;

12) pesynbraTH HOCIIDKEHB 3 BISBICHHS cepornoriunmx mapkepis BIJT (dopma-Ne
503-10/0) BmcyroTECS:

no (popmu nepBHHHOT 0ONIKOBOI mOKyMmeHTaUii "Menuuna Kapra CTamlioHapHOTO
xBoporo" (dopma Ne 003/0) ta/abo ¢dopmm mepeHHHOI 06mKOBOI TOKYMeHTAUil
"Memuura xapra amOymaropeHoro xsoporo" (dopma Ne 025/0) Bimmomimeo mo
IHCTPYKIIM M0N0 iX 3aIOBHEHHS, 3aTBEPIKEHMX HakaszoM MiHicTepcTBa OXOpOHH
3110poB's Ykpainu Bin 14 mororo 2012 poky Ne 110, 3apeectposanum y Minicrepersi
rocTHIii Ykpainu 28 kBitHs 2012 poky 3a Ne 661/20974;



a0 (opMu nepBHHHOT 00miKoBOI moxyMmenTamii "OOMIHHa KapTa IIOJOTOBOTO
OyIMHKY, IOJIOroBOro Binmmimenns mikapai" (fopma Ne 113/0) BimmosimHo 10
iHcTpyKkuii mozo ii 3amoBHEHHS, 3aTBep/KeHO! Haka3zoM MIiHicTepcTBa OXOpPOHH
3n0poB'st Yipaiau Bin 13 motoro 2006 poxy Ne 67, 3apeectpoBannm B MiHicTepcTBi
joctuilil Ykpainu 02 oepesnsa 2006 poky 3a Ne 224/12098;

o ¢opMH NepBUHHOI o0ikoBol gokyMenTauil "lctopist pozBuTky mutuHE" (hopma
No 112/0) BigmoBimHO A0 IHCTPYKINI IMOAO il 3alOBHCHHS, 3aTBEP/KEHOT HAKA30M
MiuicTepcTBa OXOpOHH 3A0poB's Ykpainm Bim 28 mumms 2014 poxy Ne 527,
3apeecTpoBaHuM B MiHicTepeTBi focTumii Yxpaimu 13 cepmaEa 2014 poxy 3a Ne
959/25736;

13) ocobi, sixa Gyna obcrexena Ha BlJI-indekuiro, Ha 1i BUMOTrY, NiKyOUHH nikap
303 abo iHmm# npaniBHUK, BU3HAUCHWH BIOIOBiZANLIUM 3a Horo Buaauy B 303,

BHIIA€ pe3yIbTAT HOCTiIKEeHHS 3 BUABIEHHS ceposoTivHAX MapkepiB BIJI (dopma Ne
503-10/0).

2. 3acrocysanus 1T nepenbayac:

1) mnga BuABNeHHS ceponoriaamx wMapkepis BIJI Buxopucropyiotbcas MB  mns
BUSBJICHHA aHTHTL no BIJT 1/2 abo mis ogHOYaCcHOTO BHABIESHHS anTUTiN no BIJI 1/2
Ta anTAreHy p24 BIJI-1 (komOinoBani MB abo IIT);

2} oberexenns ocib i3 BukopuctanHam LT no3sonserses 3H1HCHIOBATH K 3@ MICIEM
1x Oe3nocepeTHLOTO 3BepHEHHS, TakK i B yMoBax 1adoparopii;

3) mim Yac HampaBIIEHHS 3pa3ka KpoBi ocobu 1o jJabopartopil s 3midCHEHHS
noclikens y 303 3amoBHIOIOTL (GOPMH IICPBHHHOI 00MIKOBOI JOKyMeHTarIil -
Hanpagpnenns Ha npoBeAeHHA 0OCTEKEHHS 3 BUSBICHHS cepoNioriyHux mMapkepis BT
(bopma Ne 249-7/0) Ta XKypHam peecrpamii B3ATTS KpOBI A INPOBEICHHS
OOCHIDKCHHS Ha HasgBHICTH ceponorigumx mapkepiB BIJI (popma Ne 498-9/0). V
nabopaTopii, e 3/MCHIOIOTHCS MOCIUDKeHHS 3 BUKopHcTanasM 11T, 3anoBHIOIOTE
KypHanm peecTpallii B3ATTA KpOBI Ta pe3ylbTaTiB JOCHIIKEHb 3 BHUABICHHS
ceponoriyaux MapkepiB BIJI 3 BUKOpHCTAaHHSAM [MBHAKTX TECTiB (dopMa mepBUHHOL
obmikoBol moxymeHTalul Ne 498-5/0, zatBepmkena HakasoM MIiHICTEpCTBA OXOPOHU
350poB'st Yipainy Big 05 xeiTasa 2019 poxy Ne 794) (mani - popma Ne 498-5/0);

4) ax1110 0coby 0OGCTEXKYIOTE 32 MICIEM 11 3BEPHEHHS, BIIOMOCTI IHOAO 1€l ocobr 1o
HanpagieHnHs Ha MpoBeXeHHs OOCTEXeHHSs 3 BUSBJIEHHS CepoNorignunx Mapkepir BIJ1
(dopma Ne 249-7/0) He BHOCSATE.

Haui mpo oci6, obcrexenux 3 BukopucTanHsM [T, Ta pe3ynpTaTé JOCHiIKEHD
peectpyioTh v KypHami peectpamii B3ATTA KpOBI Ta pPe3yIbTaTiB JOCHIKEHE 3



BUSIBJIEHHSI CEPOJIOTIYHAX MapkepiB BIJI 3 BUKOpUCTAHHAM IWIBHAKUX TecTiB (Qopma
Ne 498-5/0). IndopMariiro Iipo pe3ysIbTaTd AOCTUKEHb BUAAIOTL 0co0i 3a MicmeM ii
3BEPHCHHS,

5) mocnifKeHHA Ta OLIHKY X pe3yJIbTarTiB 3ZiMCHIOXOTL y 4iTKil BimmosimmocTi mo
iHCTPYKIil i3 3acrocyBanHs MB.

PesynbTat nociijokenHs i3 3acrocyBagHaM LT obiikoByerses y Xypraini peectpanii
B3ATTA KPOBi Ta Pe3yJIbTaTiB JOCIILKeHb 3 BUSBICHHS CEpOJIOTiuHmIX Mapkepis BIJT 3
BUKOPHUCTAHHAM IIBHAKHX TecTiB {(opma Ne 498-5/0);

(absai apyru#t migmysKTy S myHKTY 2 posainy 11 y pemakiii mexazy -
MinicTepcTBa OXOPOHH 31[0poB's Ykpaiuu Big 23.09.2021 p. Ne 2019)

6) mix gac Buxopucragusa LT MoxyTs GyTH OTpMMaHi HeraTHBHI, IO3HTHBHI abo
HeniMcHi pe3yapTaTH. JSIKIO OTpUMAHO HENIMCHI pe3ymbTaTH, JOCIiDKEHHS
ITOBTOPIOETRCA 3 BHKOpHCTaHHAM IITT Toro camMoro HaliMeHyBaHHS;

7) y pasi OTpHMaHHs HEFaTHBHOTO Pe3yIbTATy MOCHKEHHA HanacThea JoBiaka mpo

pesyNbTaT NOCTIIPKEHHS 3 BHSBJIEHHI ceposioridumx mapkepis BIJI (popma Ne 503-
10/0);

8) y pasi OTpHMaHHA IIO3WTHBHOTO DE3YJILTATY CKPHHIHTOBOTO JOCIiMKIHHS
3OIHCHIOIOThCA MIATBEPMKYBIbHI MNOCTIMKeHHA i3 3actocysaHHsm 1T immoro
BUpOOHHKA Ha . BepudixamifiHoMy eTami Uit IiATBEPIKEHHS HAABHOCTI
ceponoriunux mapkepis BIJI. fkmo memae IIT immoro supo®HuKa, B 0cobH
3aiiicHIOrOTh 3a0ip BeHo3HOI KpoBi, indopmanio npo ocolby peectpyrots v XKyprani
peecTpallii B3gTTS KpOBI Ta pPe3YNBTaTiB JOCHIMKCHL 3 BHSBIEHHA CEpOIOTIUHUX
mapkepiB BIJI 3 BHxopucTanHaM ImBuAkux TecTis (Gopma Ne 498-5/ o). 3pasok 3
HanpapsnennsM Ha IIpOBENEHHS IiNTBEP/PKYBAIBHHX NOCTI/UKEHE HAa HAsBHICTSH
ceponoriynmx Mapkepis BIJI (bopma Ne 249-4/0) Bijnpasisiors [as npoBeAeHHA
MATBEPIKYBATBHUX NOCIIKEHB JI0 naboparopii aGo iHmoro 303. Hanpasnenus He
OQOPMIIIOETECS,  SKUIO  CKPHHIHTOBI  Ta  MIATBEpIXKYBAJIbHI  HMOCHIEKSHHA
3AicHIOIOTRCS B ogHOMY 303;

(mimmysxr 8 mynkry 2 poszginy II i3 3miHamMu, BHeCEHUMH 3TilHO 3
HakazoM MiHicTepcTBa OXOPOHH 370poB's YKpaiuu Bin 23.09.2021 p. Ne 2019)

9) AKmWO [N CKPHHIHIOBOTO IOCIHIKEHHsS BHKOPHCTOBYBaBCH KOMOGiHOBaHmit
MB/IIT Ta 6yn0 OTPUMaHO MO3UTHBHWI pE3y/abTaT y pa3i BHABIEHHS TiIBKH
agruredy p24 BIJI-1, B ocobu 3pificeiolOTh 3abip BeHO3HOI KpoBi Ta pobmsTh
Bijmopinui 3amuc y JKyprani peectpallii B3aTTs XpoBi Ta pe3yJIbTaTiB JOCITLIKEHb 3



BUSIBJICHHS CepOJIOTIUHMX Mmapkepis BIJI 3 BUKOpPHCTAHHM LIBUIKUX TECTiB ((opma
Ne 498-5/0). 3pazox Kposi 3 HampapneHHSM Ha NPOBENEHHA IIATBEPIKYBAIbHHX
AOCH/DKEHh Ha HAsBHICTH ceposoriuHMx Mapkepis BIJI (dopma Ne 249-4/0)
HaHpaB/sFOTh Ha MPOBEAEHHS IiATBEPMKYBANBGHHX MOCHIMKEHEb IIOJO HASBHOCTI
aaTareny p24 BIJI-1 3 BHKOpPHCTaHHAM IHCTPYMEHTANIBLHHX METOHIB AOCHILKOHHS
(migmynkr 1 nyskTy 6 posginy III nporo [opsaxy). HanpasnenHs He 0GopMITIOETHCS,
SKIIO CKPHHIHIOBI Ta HiATBEPIKYBalIbHI NOCTI/DKCHHS 3MIHCHIOIOTECS B OXHOMY
303;

(mizmyHKT 9 nyHkTy 2 posainy II i3 3MiHaM#, BHECEHUMM 3TiHO 3
Haxa3oM MinicTepcTBa 0XOpoHU 300poB's YKpaiuu Bix 23.09.2021 p. Ne 2019)

10) mim uyac oOCTEXEHHSA BariTHUX KIHOK y IIOJIOTOBHX OYIHHKAX, IIOIOTOBHX
BigginenHsx 3 BukopHcTaHHsMm LT indopmanito mpo ocoby Ta pesynsTaT
moCIifxeHHs peecTpyloTh y JKypHami peectpamii B3STTA KpoBi Ta pesynsTaTis
JOCTIKEHD 3 BUSBJICHHS CEPONOTIUHUX Mapkepis BIJI 3 BHKOPHCTAHHAM IIBHIKHX
TecTis (hopma Ne 498-5/0). Heszanexso Bim pesynbTaTiB TeCTYBAaHHSA Y IKIHKH
3HiHCHIOIOTE 3a6ip BeHO3HOI KpoBi, iHGopManir peectpytots y XKyprani peectpanii
B3STTS KPOBI JJIs IIPOBEACHHA NOCIIIKEHHS Ha HASBHICTH CEPOJNIOTIUHMX MapKepiB
BLI (dopma Ne 498-9/0). 3pazok kpoBi BaritHoi xiHkH pasoM 3 HampaBneHHM Ha
[POBEACHHS 00CTEXEHHS 3 BUSBIEHHA ceponoridunx Mapkepis BIJI (popma Ne 249-
7/0) HaICHIAETRCA [UIA TPOBEMCHHS CKPHHIHIOBOTO €Tally 3 BUKOPHCTAHHIM
IHCTPYMEHTAIBHUX METOJIIB HOCIIiIKEHH;

(mipmyekT 10 nyHkTy 2 posniny 11 i3 3MiHaMu, BHECEHUMH 3TiAHO 3
HaxasoM MIHICTEpCTBa OXOPOHH 310POB'st YKpaind Bix 23.09.2021 p. Ne 20193

11) y pasi oTprMaHHEA HETATHBHOTO PE3yNLTAaTy JIOBIAKY PO pe3ynbIaT AOCTiIKeHHS
3 BUSIBJIEHHSI cepororidHux MapkepiB BIJI (¢popma Ne 503-10/0) nepemarors no 303, B
SKOMY BHIHCYBAJIOCS HANPABIEHH:d, Ta BHOCATH H0 (OpMH ICPBHHHOI 06IiKOBOI
nokyMenraii Ne 003/o ta/abo dopme nepsrHHOI 061iK0BOT HoKyMerTarii Ne 025/0;

12) ocobi, ska Gyna obcrexena Ha BlJI-indexnito, Ha i BuMoOry, mikyroumii mikap
303 abo inmmii mpamiBHEK, BU3HaueHWil BiAHOBimansuuM 3a iforo eumady B 303,
Bryae JIoBIIKY TpO pesynbTar IOCIIKEHHS 3 BHABIECHHS CEPONIOTIMHUX MapKepiB
BIJT (dhopma Ne 503-10/0). -

I1L. Bepudikaniiinmii eran xocaixeHss 1is NiXTBepKeHHST HASTBHOCTI
cepoyoriyaux mapkepie BLJI

1. Ha BepudixanifinoMy (iXTBEpIKyBaTbHOMY) €Tari BHKOPUCTOBYIOThCS AEKiNBKa
MB, npuzHauenux fAK Ui IHCTPYMEHTaJIbHMX METOHIB moCHimxenus, Tak i IIT.



Buxoprcrasns komGimaniti MB nmae 3Mory orpuMmard HamiiHi Ta nOCTOBIpHI
pe3yNbTaTH JOCIIKEHbB.

2. MB, wmo BHKOPHCTOBYIOThCS Ha CKPUHIHIOBOMy Ta BepHudikamiffHOMy eTamax
HOCIHIIXECHHS, MAIOTh PI3HUTHCA MK c0GOI0.

3. ILynxT 3 posnury III uxinoyeHo

(3rigHo 3 HakasoM MiHicTEpCTBa OXOPOHK
370poB's YKpainu Bix 23.09.2021 p. Ne 2019,
Y 3B'S3Ky 3 UM ITyHKTH 4 - 10 BBa)kaTH BiqmoBiAHO IyHKTamMu 3 - 9)

3. Ha mepu¢ixaniliHoMy eTami BHKOPHCTOBYIOTBCA IBa MB, npu3HAueHHX s
BUABJIEHHS anTHTi 1o BIJL 1/,

(ymxr 3 posminy Il y pemakuii nakazy Minicrepcrsa
OXOPOHH 310poB'a YKpainu Bix 23.09.2021 p. Ne 2019)

4. Beil 3pasku, o Hamifiium Ha BeprgikarifHuii eTan, TeCTYIOThCS 3 BHKOPHCTAHHAM
MB, mpu3HaYeHNX A BHABIEHHS auTHTin a0 BIJI 1/2 (mepiunii minTeepKyBaibHmt
TECT), 3a BHHATKOM 3pa3sKiB 3 MO3UTHBHHME pPE3YJLTATAMH BH3HAUEHHS TUIBKH
anturedy p24 BIJI-1 3 BukopucranmsM kxomGinorasoro IIT. JocmimkeHHS Taxwx
3pa3KiB 3AIMCHIOIOTECA BiAIOBIAHO JI0 NPOLeypH, OIMCAHOT y MIAMYHKTI 1 IyHKTY 6
LBOTO PO3ALTY.

(nysKT 4 posniny 111 i3 3MiHaMH, BHECEHUMH 3TiIHO 3 HAKA30M
MinicrepcTa 0X0OpoHH 3700poB's YKpainu Bix 23.09.2021 p. Ne 2019)

5.'Y pasi oTpuMaHHA HErarMBHOTO PE3yNIETATy IIEPHIOTO MiATBEPIMKYBAILHOTO TECTY
PIILCHHS IMOMO0 IOAANLIINX Ailt 3ayekuTs Bix Tuny MB, M0 BUKOPMCTOBYBaBCS Ha
CKPUHIHIOBOMY €Tarli:

1} SXIIO Ha CKPHHIHTOBOMY €Talli AOCHiiKeHHS BHKOPHCTOBYBABCS KOMOGIHOBaHM
MB, 3pa3sok HOOCIIIKYETBCS 3 BHKOPHCTAHHAM inruoro MB, HpH3HAYeHOrO s
BHSIBIIEHHA aHTUTreRY p24 BIJI-1.

Y pasi OTpMMaHHA IIO3UTHBHOTO pPe3yNBTATy MOCHIMKEHHS 3pasoK J0JaTKOBO
HOCIIKY€EThCS Y TecTi Heltpanizanil anrureny p24 BUI-1. V pasi minTeepmxeHH
HasiBHOCTI autureny p24 BIJI-1 y Tecti meitrpanizamii mamaerses Jlosinka mpo
Pe3yJBTATH MOCHUKERb 3 BUSBICHHA ceponoriunux mapkepis BT (dopma Ne 503-
10/0). Ocoby nanpasmmors g0 303 3 MeTor B3sTTS il Ha O6NK, MpPH3HAUYEHHS
oOCTeXEHHS 3 BU3HAYEHHS PiBHA BipycHOro HaBanTaxeHHs BIJI-1 Ta ikyBaHHs.



Y pasi oTpEMaHHA HETATHBHOTO pe3yJbTaTy BU3HaucHHs anTHreHy p24 BLI-1 ra/abo
B Tecti HeHTpanizanii amturemy p24 BIJI-1 pesyneTar IiATBEPIKYBATbHHX
JOCIIIKEH) BBAKACTHCA HETATHRHUM, 3pa30K KpPOBI PO3LIHIOETHCA SAK TaKUi, MO He
MicTHTE ceposoriunmx mapkepis BLJL mpo mo HamaeTbes JloBifka mpo pe3ynbTaTH
JOCTIKEHb 3 BHSBIICHHS ceposoriaamx mapkepis BT (dopma Ne 503-10/0);

2) SKIO HA CKPMHIHrOBOMY eTalli BHMKOpUCTOByBaiuch MB, TIpH3HAYeH] s
pUABNEHEs aHTHTiI go BIJ 1/2 3a [KomoMorow [HCTPYMCHTANBHMX METOMIB
JOCHiKeHHd, Yy  pasl  OTpHMaHHS  HETaTHBHOLO  pe3yNpTary  IEepIIoro
TITBEPIDKYBANTBHOrO  TECTY KOXHOTO —pasy TpOBOIATLCS — NOCHIIKCHHA 3
BHKOPHCTaHHSM JPYTOTO IiATBEP/KYBAIBHOTO TECTY.

V pasi OTpHMaHHs HEraTHBHOTO DE3yNbTaTy APYIOro NiATBEPIXKYBAaIbHOTO TECTY
pe3yAbTaT HOCIIIKEHb BBAXKAETHCS HEraTHBHUM, IPO IO Hanaerbes Hosixka mmpo
pesyJIBTATH JOCTiIKeHb 3 BUSBIEHHs cepororiunmx mapkepis BUI (dopma Ne 503-

10/0).

VY pasi OTpUMaHHS TO3HTHBHOTO PE3YNBTATy IPYroro MiATBEPIPKYBaJbHOIO TECTY
pe3yIILTAT JIOCHIIKEHb BBAKAETHCS HEBH3HATCHHM; 0CO0i PEKOMEH/YIOTH IIPOUTH
rioBTOpHE 06CcTeXKEHHs yepes 14 HIB, po mo HajaeTeCsa JIOBiAKa PO PE3YILTATH
[OCTiKeHb 3 BUABIEHHS ceponoriuamx Mapkepis BUI (hopma Ne 503-10/0);

3) saxmo 3 BuxkopucranHaM T i BusIBICHHA autatin o BT 1/2 mna
CKpHHiHrOBOMY Ta BepudikauifiHoMy eTamax OYJIO OTPMMAHO JAMCKOPHAHTHI
pesynbTate mociimkens (ckpuainropuil IIT - "mosuTuBHER", MiATBEpIKYBaTbHAH
LT - "meratmeHMI"), IPOBOMUTHECS IOBTOPHE OOCTEXEHHSA 0COOM 3 BUKOPHUCTAN M
TOrO 3K camoro HaftmeHyBanHA 11IT, 10 BHKOPHCTOBYBABCS HA CKPUHIETOBOMY €Talli.
Ilpd oOrpvMaHHI HEraTHBHOIO pe3yJbTaTy CKPUHIHIOBOIO TeCTY Ppe3ynbTat
BeprGiKaliifHUX OCH/IKEHD BBAXKAETECA HETaTHBHUM, PO IO HANAETHCA JoBinka
TIpO Pe3yIbTATH AOCIIUKEHb 3 BHSBICHHS CepoNoTiuRNX Mapkepis (bopma Ne 503-
10/0). Ilp® oTpHUMaHHi HO3UTHBHOTO pE3yNbTaTy CKPHHIHTOBOTO Tecty 0cobi
PEeKOMEHIy€ThCs TIPOMTH MOBTOPHE OOCTEKSHHS depes 14 miiB, Mpo IO HATAEThCA
JToBifKa Ipo pe3yNBTATH NOCII/PKEHb 3 BUSBIEHHS cepororidamx mapkepis BIJI
(bopma Ne 503-10/0).

(ripmyskt 3 nysakTy S posniny Il y penakuil Haxasy
MiHicTepcTBa oxopon¥ 310poB's Yrpainu Bij 23.09.2021 p. Ne 2019)

6. V pasi OTpHMAHHSI TO3UTHBHOTO Pe3yJIbTaTy IepIIoro MiATBEP KYBATEHOTO TCCTY
3pas’oK NOCIIIPKYETECA 3 BUKOPHACTaHHAM iHIoro MB niist BusiBICHHS auTuTul 0o BIUI
(npyruii minrBeppKyBadbHIH TECT).



V pasi oTpEMAaHHS MO3UTHBHOTO Pe3YNBTaTy APYIoro MiATBEPIUKYBAaIbHOTO TECTY
3pasoK PO3IHIOETHCS K Takuif, Mo MicTHTE ceponoriddi mapkepud BLI, mpo mo
Hajaerbes J{OBifka IIpo pe3yJBTATH JOCHIIKEHb 3 BHUABJNEHHS CEPONIOTIYHHX
mapkepis BT (hopma Ne 503-10/0).

V pasi OTpUMAaHHS HETaTHBHOTO PE3YNBTAaTy APYTOro MiITBEPKYBABHOTO TECTY
pesynbTaT AOCHIIPKEHb BBaKA€ThCs HeBu3HaueHHM. Ocobi peKOMEeHAYEThCs MPOUTH
IOBTOpHE obcTexeHus yepe3 14 mHIB, mpo 1Mo Hagaerhes JIOBinKa Ipo pesyibrary
JNOCTIIPKEHD 3 BHABJIEHHS ceponoriuamux Mapkepis BIUI (popma Ne 503-10/0).

(myskT 6 posminy I y penaknii Hakasy MinicrepeTsa
OXOpoHH 310poB'st Ykpainu Bix 23.09.2021 p. Ne 2019)

8. V pasi mOBTOPHOTO 3BepHEHHS 0coOHM uepe3 14 nHIB JOCHIKCHHA 3 BUABIEHHI
ceposoriuanx mapxepis BIJI 3mificHIOIOTBCSA BIAIIOBIAHO A0 €TailiB, BHKIAACHHX Y
pozainax II, III meoro Ilopanky:

1) AKIIO OTPHMAHO HEBU3HAYEH]I pe3yIIBTATH IOCI/KEHb il 9ac OOCTEKEHHS 0cobu
yepes 14 nuie, i# HajaOTh PEKOMEHIANIIO IOJO IOBTOPHOIO OOCTEXEHH Hepe3 1
Micals, NpO MmO HamaeThes JoBimka NMpo pesyNbTaTH AOCHI/UKEHb 3 BUABJIECHHA
ceposoriynux Mapkepis BIJI (dopma Ne 503-10/0). '

TocilijokeHHs 3 BHABICHHS cepolioridemx MapkepiB BLJI nix uyac mOBTOpHHX
3BEpHEHD 3JIHCHIONOTLCS BIIIOBIHO [0 eTamiB, BUKIafeHuX y posainax II, I mporo
Topsnky. ¥V BHnajKkax, kKon BcraHoBUTH BlJI-craryc He MOXKHa, BUKOPHCTOBYIOTD
INOMATKOBI TECTH /IS BUSBJICHHA Cel(iTHAX aHTUTLI IO OKPEMHUX apTurenis BIJI;

2) IOMATKOBI TECTH JUIS BYSBIEHHSA CHeNM(IUHAX aHTHTIT A0 OKPEMHX aHTHUICHIB
BIJI BUKOpUCTOBYIOTHCSE TS yTourenus BLJI-cTarycy y BariTHHX JKIiHOK Tif yac ix
IOBTOPHOTO 3BEpHEHHA 4epes 14 AuiB y pasi OTpPHMAHHS NMO3UTHBHHX PE3YILTATIB
CKPUHIHTOBOTO Ta HEBHU3HAYEHUX pe3ynbTaTiB BepUbiKaiFaux
(miATBEPPKYBANBHHIX) TOCIiIKEHD.

9. Pe3ynpTaTd AOCHIKEHb, 3a3HaueHi y JOBimUi Ipo pe3ynabTaTH NOCHIIKEHB 3
BUSABNIEHHA ceposoriunux Mapkepis BIJI (popma Ne 503-10/0), BHOCATE Z10:

dopmu mepBUHHOT 06TikoBOI moxymenTanii Ne 003/0 Ta/aGo dopmu IepBHHHOL
obnixoBol poxyMenTarii Ne 025/0;

dopmu nepruHHOI 061iK0BOT oKyMeHTanii Ne 113/0;

(opmu mepeunHOT 00IiKOBOT NoKyMenTartii Ne 112/,



10. Ocobi, axa Oyna oOcrexena Ha BIJI-imdexuito, ma i Bumory [JoBimKy mpo
pe3yIBTaTH MOCIIKEeHb 3 BHSBJIEHHS ceposiorivHmxX Mapkepie BIJI (dopma Ne 503-
10/0) Bupae Jikyroun#i Jikap 303 abo iHmWMH [paniBHYK, BHU3HAUECHHUM
BiAMOBigabHUM 3a 1T Bigauy B 303. |

IV. Buxopucragssa J0AaTKOBHMX TeCTiB

1. JlogaTKOBHMH TecTaMH Ha MiATBep/DKyBalbHOMY erami € MB, mpusHadeHi mis
BUSBIICHHS CIeNU(}IUHUX aHTHTIT J0 OkpeMux aHTHreHiB BIJI MeTomamu iMyHHOTO
abo nimifimoro 6moty. 2. Jlonatkosi MB BHKOPHCTOBYIOTECS Y TabopaTopisix:

AKIIO He MOkHa BcTanoBUTH BlJI-craTyc ocofi mig yac MOBTOPHOTO 3BEPHEHHS;

mig yac oOCTeXKeHHA IiTe#, HapomkeHnX BIJI-MO3UTHBHUME MaTepsiMy, y Bimi 18
MICSITB i cTapiire (3a HasBHOCTI MO3HTHBHHX PE3YJNLTATIB MMOIEPEIHIX ,I[OCJIIJI}KEHL 3
BHABJICIIHA CSpOIOTiuHmx Mapkepis BLJI).

3. Pesymprati HOCTiMKeHh 32 JOIOMOIOK) IONATKOBHX TECTIB PEECTPYIOTH Y
KypHaii peecrparil 3paskis, MO HAFIWIH IS MPOBESICHHS ITiATBEPIIKYBaILHHUX
OOCIIDKEHD Ha HagBHICTH cepoioridrux MapkepiB BLJI, Ta pe3yasTaTiB JOCHLIKEHD
(dbopma mepBmHHOI 00miKOBOI moKymeHTamii Ne 498-6/0, 3aTBepiKeHa HAKA30M
MinicrepcTBa OXOpOHH 310poB's Yipainu Bim 05 ksitHs 2019 poxy Ne 794) (mami -
dopma Ne 498-6/0), Ta y KypHani NPOTOKONIB IIPOBEACHHS JOCIIJKEHb
MOJATKOBHUMHK TecTamu (dhopMa mepBuHHOI oOmixoBoi mokymenTauii Ne 510-7/o,
3aTBEpPKCHA Haxa3zoM MIHICTepCTBa OXOPOHH 370poB's YKpaiuu Bix 05 xeitas 2019
poxy Ne 794) (nmani - dopma Ne 510-7/0). 3a pesynsraTaMi AOCHIZKEHb HAIa€ ThCs
JoBigxa mpo pe3ynbTatd AOCTIKSHb 3 BHABJIECHHS CEpoJoTidHuX Mapkepis BIJI
(dbopma Ne 503-10/0).

4. PesynpTaTd AOCHIKEHB, 3a3HaveHi y JIOBIOII Opo pe3ynbTaTHl JOCIHIKEHb 3
BHSBIEHHS cepostoriaaux mapkepis BUI (hopma Ne 503-10/0), BHOCATE AO:

dbopmu mepBuHHOI 06miK0oBOI moxymenTarii Ne 003/o Ta/abo dopmu nepBHHHOT
obnixoBoi moxymenTarlil Ne 025/0;

dopmu nepBrHHOI 00TiK0BOT HOoKyMerTaril Ne 113/0;
¢dhopMH nepBHHHEOT 001iKoBo{ JokymerTalrii Ne 112/o.

5. Ocobi, axa Oyma obGcrexxeHa Ha BlJI-indekmiro, ma 11 Bumory JIoBimKy mpo
pe3yJIBTaTH NOCiKEHD 3 BUABIEHHS cepoioridamx Mapkepie BIJI (popma Ne 503-
10/0) Bupmae nikyioumii Jikap 303 abo impDmmME [OpaliBHUK, BH3HAYCHHH
BIJIOBINAIGHEM 3a ii Buma4dy B 303.

V. lHopsapox obcrexenns aireir Ha BLI-indexniro



1. O6Gcrexennsa xireli Bikom mo 18 wMicsuis, mapomxenux BLJI-mo3sHTHBHHMH
MaTepsaMH abo }KiHKaMH 3 gepigomuMm BlJI-cratycoM:

1) 3MiHCHIOIOTHCSA 3 METOIO BHU3HAUEHHS PH3WKY ingixysanag BIJI Ta TpHEHATTS
pillleHHs NIONO TIPH3HAYEHHSA AHTHPETPOBIPYCHHX IPETapaTiB JUId IpOQiaKTHKA
nepenannsa BIJI Bix Martepi 40 AUTHHY;

2) mepme OOCTeXeHHA JWTHHH, Hapo/okesoi BIJI-MO3SHTHBHOIO Marip'ro,
IPU3HAYACTHCA Ofpasy micis ii HapoxeHHS. 3AIHCHIOIOTE 3a0ip KpOBl y JAWTiiHH,
indopMartito peectpyrorh y JKypmani peectpamil B3ATTS KpOBI AN IHpPOBECHHS
JOCTIiUKeHES Ha HasBHICTH ceponoriunmx mapkepiB BIJT (hopma Ne 498-9/0) Ta
pasoM 3 HarpapieHHAM Ha NPOBEICHHSI OOCTEXEHHS 3 BHABIICHHS CePOJIOIT4HKX
mapxepis BIJT (bopma Ne 249-7/0) 3pasox KpOBi BiIIIpaBISEOTE A0 TabopaTopil 1id
[IPOBE/ICHHS JOCIIHKCHHES 3 BAKOPACTALIHAM iHCTPYMEHTAThHHX METOMIB;

3) mepme obcTexkeHHs AWTHHM, HapomkeHol xinkoro 3 HesimomuM BlJl-crarycom,
3AiiCHIOIOTh TAKHUM YMHOM:

AKIIO JMXTHHA HAPOJHUIIACS Y TOJOTOBOMY OyIMHKY abo BifUIlIeHHi, ofpasy micis il
HapOJDKeHHs TecTyBaHHs Ha BIJI 3A1iCHIOOTE 3 BUKOPHUCTaHHAM IIIT;

HE3QIEKHO BiJl pPE3yNbTATiB TecTyBaHHs, 3MiMCHIOIOTH 3abip KpOBI y MHUTHHH,
indopmariio peectpyrors y JKypmani peecTpar(ii B3ATTS KpPOBI A IPOBEIEHH
JOCIIJUKEeHHsT HA HasBHICTH cepororiumux mapkepis BLI (dopma Ne 498-9/0) Ta
pasoM 3 HarmpapreHHSIM Ha IPOBEJEHHS OOCTEKCHHS 3 BUABICHHS CEPOJIOTIYHHX
mapkepis BIJT (popma Ne 249-7/0) 3pa3sok KpoBi AMTMHM BIANPAaBIAIOTE O
naGopaTopil AN NpPOBENECHHS MOCIIIKEHHA 3 BUKOPHCTAHHAM IHCTPYMEHTATBHHX
METO/IIB;

AKIO AWTYHA HApONMIACH 11038 MEXamu IIOJIOroBOoro OyiwHKY afo BiiiNeHH,
tecTyBauHs Ha BIJI mpusHadaeTses 1ij 4ac B3STTA JMTHHH IiJ MCAMYHHUH HArM[.
3niticHioroTs 3a6ip KpoBi y auTHAH, iHGOpManiro peecTpyroTs y XKypHani peectpaii
B3SITT KPOBi /1A MpOBEIEHHs [JOCTIIKEeHHs HAa HAABHICTh CEPOIIOTIYHMX MapKepiB
BUI (dhopma Ne 498-9/0) Ta pasom 3 HanpapneHHAM Ha NPOBEAEHHS OOCTEKEHHA 3
BUSABIEHHS Cceponoridumx Mmapkepis BIJL (popma Ne 249-7/0) 3pasox Kposi
BiIIpaBIIOTE MO NaGopartopil A7 IPOBEACHHS JOCITIDKEHHA 3 BHKOPHCTaHHAM
IHCTPYMEHTAIBHUX METONIB;

(mipmyrkr 3 myukry 1 posziny V y pemakuii Hakasy
MinicTepcTBa 0XOpoHH 30pOoB's Yxpainu Bix 23.09.2021 p. Ne 2019)



4) mocrimKeHHs 3paska KpoBi JUTHHH 3AiHCHIOIOTH y JTaboparopil BiANOBimHO 10
IIpOlE/ypH MpOBEMEeHHsA CKPHHIHTOBOTO €Tally, BHKJIAAEHOro y miamyHkrax 2 - 10
myHKTY 1 po3niny Il neoro Hopanky.

V pasi oTpuMaHHS MO3UTHBHHX Pe3yNBTaTiB NOCIIIDKCHHA TUTHHY HAlpPaBlLfoTh 10
303 mra BcTaHOBJECHHS Ha oOmik. Bepubikamiliuwii (UiITBEepIKyBanbHH|) eTarl
JIOCJIIDKEHE He IIPOBOAUTLCS.

3a pe3ylmbTaTaMi IOCHDKEHb HalaeThes JOBiIKa Npo pesylbTaTh HOCI/DKEHb Ha
HagBHICTb ceposoridamx Mapkepis BIJI 3paska XpoBi IUTHHM BikoM Ao 18 micsmis
(dopma mepeuHHOT 00miKoBol oKyMeHTauil Ne 503-6/0, 3aTBepKeHa HaKasoM
MiHicTepcTBa 0XopoHu 310poB's Ykpainu Bin 05 ksiraa 2019 poxy Ne 794) (mani -
hopma Ne 503-6/0). 303, 0 HampaBHB 3pa30K KPOBI MUTHHE HA MOCIIDKCHHA,
oTpuMye iHQOpPMANIF0O NPO pe3yNbTaTd NOCHiUKeHb, peecTpye ix y Xypnami
peecTparlii B3STTsA KpOBi VIS IIPOBEAEHHs AOCTI/DKEHHs Ha HASBHICTh CEPONOTiYHUX
mapkepis BLJI (dopma Ne 498-9/0).

PesynbTaTH foCHiKeHb, 3asmadeni y JloBinumi Ipo pesynpTaTd JOCHIDKEHB Ha
HasBHICTL ceposiorigumx mapkepie BIJI 3paska KpoBi AuTHHM BiKOM 10 18 MICHITIB
(dhopma Ne 503-6/0), BHOCATE H0:

dopmu repeurHOL 06JiKoBOT HoKyMeHTanil Ne 113/0;
dopmu nepsuHHOL 001iKOBOT JoKyMerTamiT Ne 112/0.

Ha sumory JMoBiaKy Opo pesyqIsTaTd HOCHIDKEHh HA HAABHICTH CEPOJIOTIYHHX
Mapkepis BIJI 3paska kposi gurunn Bikom 10 18 micauis (dopma Ne 503-6/0) Brnae
nixyrounii gikap 303 abo iHmwil npamiBHUK, BH3HAYEHWH BiIOBINAmbHHM 32 il
Bugauy B 303;

5) 3 Meroro pannboi miarHocrikd BlUI-imdexuil muTury Bikom z0 18 Micsuis
ODCTEXYIOTE i3 3aCTOCYBAHHAM MOJIEKY/SIPHO-TEHETHIHAX METOMIB INOCTIIKEHHS.
SIKIMO JUTHHY He Oyno oDCTEXEHO NPOTATOM HepIux 8 MIcANIB KHUTTA Ta Oinbile,
Hepel NpPH3HAYEHHSIM OOCTEXEHHsS 13 3acCTOCYBAHHSIM MOIEKYISIPHO-ICHETHYHAX
MEeTOIB JOCIIPKEHHS 3pa30K KPOBl JJUTHHH TOCIIKYIOTE BIATOBINHO IO MPOIEAyPy
JPOBEIEHHS CKPHHIHIOBOIO ©Taily, BHKIQJEHOTO Yy MimmyHkTax 2 - 10 myskry 1
pospiny II meoro ITopsaky. V pasi oTpuMaHHs HO3HTHBHUX PE3YJIBTaTiB TOCIIKEHHS
peprudikamiiunid (riarBepIKyBaTbHEIi) eTal JOCHi(KeHb He IPOBOMAATh; JHTHHY
HAaNPaBJISAIOTh Ha OOCTEKEHHA i3 3aCTOCYBAHHSAM MOJIEKYJIPHO-TEHETHIHHX METOMIB
IOCITIKEHHS.

3a pesynabTaTaMyl [OCIIKEHs HagaeThed JIoBifka Mpo pesylpTaTH AOCIIIDKEHb Ha
HasgBHIiCTE ceponoriunmx Mmapkepie BIJI 3paska XpoBi ZHTHHHE BikoM mo 18 micsuis



(bopma Ne 503-6/0). 303, mo HampasHB 3pasoK KpOBi [UTHHH Ha JOCIIUKEHHI,
oTpuMye iHQOPMAI[IO MpPO PE3YNBTaTH focTimKkens, peectpye ix y JKypuanl
peecTpanii B3SITT KpOBi /I IPOBEAEHH NOCIIKCHHS Ha HasBHICTH CepOJIOrTYHuX
mapkepis BLI (popma Ne 498-9/0).

PesynbTatd AOCHIIDKECHB, 3asHaueHi y /JloBimi IIpo pe3ynbTaTH mocTiKeHs Ha
HasBHicTs ceponoriunmx Mapkepis BLI 3paska KpoBi auTUHA BikoM 70 18 MicCsAIIB
(bopma Ne 503-6/0), BHOCATE JO dbopMu TepBHHHOT OOJIKOBOT poxymeHTarii Ne
112/o.

Ha smmory JIOBiIKY MpO pe3yJbTaTh OCTIMKEeHb Ha HASBHICTH CEPOJOTITHHX
Mapxepis BLJI 3paska KpoBi AHTHHH pikom mo 18 micsii (popma Ne 503-6/0) BHIAE
nikyrounii sikap 303 abo iHmMH IpaLiBHUK, BH3HAUEHHIT BimImoBiJaBHEM 32 1T
prpady B 303.

2. ITpoBesieHHs 06CTEKEHHS AT pikoM 18 MicsIiiB Ta crapiue:
1) ofcTeskeHHs QiTeH BixoM 18 MicsiiB Ta cTapine 301ACHIOITE JULA:
migreepmxenns BIJI-cratycy AiTell, HapOIKEHUX BLJI-1103UTHBHEMH MaTepAMH;

peraHoBenHs BIJI-cTarycy JiTIM, SKHM YIIepUIe TPOBOIHTELC obcrexenHs Ha BIJI-
iHdeKuiro.

OBcrexenns mitell BikoMm 18 Micaiis Tta crapme HE npﬂsﬁaqaeTbc;I,' AKIIO
MOJIEKY/ISPHO-IeHEeTHYHIMY METO/[aMH BXKE OTPUMAHO mBa abo GibINe IMO3HTHBHUAX
pe3ysIbTaTH AOCII/PKEHD Ta JUTHHA OTPUMYE APT.

Ins minTeepmkenHs BIJI-craTycy miTsiM, HapojvkeHuM BIJI-TO3HTHBHAME MATCP-AMHU,
gikoM 18 Micsmiie a6o crapure y 303 3aificHo0TS 3a0ip BEHO3HOT KpOBi, iH(OpMAaIliio
peectpyiors y Kyprani peectpauii B3ATTS KPOBi A NPOBEACHES JIOCTIi/PKeHHs Ha
HasBHiCTE cepoloriunmx Mapkepis BLI (bopma Ne 498-9/0) Ta pasoM 3
HanpaBIeHHMM Ha IPOBETEHHs OOCTEKEHHA 3 BHUABICHHA CEpONOTIIHUX MapKepiB
BUI (dopma Ne 249-7/0) 3pasok KpOBi JMTHIH BiIpaBIAIOTH O J1abopaTopil A
IPOBECHHS IOCIIIKEHHS 3 BUKOPUCTAHHIM {HCTPYMEHTANBHHX METOIIB.

V naboparopii iHpopMalliio Hpo JHTARY PEECTPYROTE ¥ YKypuasti peecTpanlil 3pasKis,
o Hamifimmm g OpOBEJCHHA BepH(pikaniHANX JOCTIDKEeHh Ha HAABHICTH
ceponoriunmx Mapkepis BLL Ta pesyibTaris poclimkens (dhopma Ne 498-4/0).
3pa3oK KpoBi IUTHHM AOCIIDKYIOTH 3 BHKOPHCTAHHIM onHoro MB. PesynbraTh
nociukens peectpyoTs y JKypram peecrpanii 3paskiB, UIO HaiHIIy s
npopeeHHs BepudikamiiHux JIOCIIJUKEHD 3 BUSBIICHHS CEPONOTIYHUX mapkepis BLJL,
Ta pesympraTis jocmimxers (dopma Ne 498-6/0) Ta y JKypmani IIPOTOKOJIIB



IIPOBEIGHHSE OCHIKeHb Ha HasBHICTh ceponoriunux Mapkepie BLI Ha TECT-CHCTEMI
(dopma Ne 498-3/0).

Y pa3si OTpEMaHHA HETATHBHOTO PE3YILTaTy BepubikaniiHmux (ImirTBep Ky BabHAX)
JOCIIi/UKEHE 3Pa30K PO3LIHIOIOTE SIK TaKui, o He MICIHTh CEpOJIOriuHEX MapKepis
B1JI. 3a pesynpraraMH SOCIIPKEHb HAAIOTh JTIOBiIKY TIPO Pe3yIBTATH JIOCHIJKEHD 3
BHsBIEHNs. cepoioriunux Mapkepis BII (¢opma Ne 503-10/0). Ilopaneioro
06CTEKEHHS IUTHHA He TIoTpedye.

V pasi OTpUMAHHSA TO3UTHBHOIO PE3YILTATY HiATBEPIKY BAIBHIX IOCII/KEHb 3pas0K
[OCIIHKYIOTh 3 BHKODHCTAHHAM JOAATKOBOTO TECTY (iMysHOro abo miHiHHOTO
6nory). PesynsTaTd JOCIIIKCHB PEECTPYIOTH Y KypHani peecrpanii 3paskis, IO
HaIHIIUTE TS IPOBeeH s Bepudikamiffaux JoCHiDKeHb Ha HasBHICTH CepONOTi9HMX
mapkepis BLJL, Ta pe3ynbTariB nocimkens (popma Ne 498-6/0) Ta y Kyprani
IIPOTOKOIB IIPOBENEHHA JJOCILPKEHD IO/IATKOBIMH TECTAMA (dopma Ne 510-7/0).

Y pasi OTpEMaHHs IIO3UTMBHOIO PE3YNBTATy JIONATKOBOIO TECTY 3pa3oK
PO3LIHIOETbCA AK TAKMH, 10 MicTuTth ceposoriani Mapkepr BIJL 3a pesynbraTamH
OCTiKeHb HamaroTh JIOBIIKY IIPO  pPe3ybTaTH OOCHiDKEHb 3 BHABJICHHI
ceportoriaamx Mapxepis BLI (popma Ne 503-10/0).

Y pasi OTpUMaHHs HETATUBHOTO 200 HEBU3HAYCHOTO PE3ynbTaly JOIATKOBOTO TECTY
obcTexen s miTeil TpuBae 3 MEpioMYHICTIO Pa3 HA TPH Micani (3a rorpebu) 0
JOCSTHEHHS JUTHHHE BiKy 24 Micdii. 3a pesyibTaTaMi JOCTiIKeHD HanaoTh J{oBiAKY
IIpO Pe3yNBTaTH AOCIIIKEHD 3 BHSBICHHS ceportorianmx mapxepis BLII (dpopma Ne
503-10/0);

2) anst Beranosnenss BlJI-cTarycy miTsM y Bini 18 micsAmis Ta crapiie, AKAM BIICPIIE
NpOBOAUTHCS OOCTEKCHHS Ha BIJI-indexmiio, ToCTiHKeHHs 3AIACHIO0Th BiOBiIHO
po po3xinis II, III poro Tlopanxy;

3) pe3ymbTaTH KOCHIIKEeHb, sazHavyeni y JloBimmi mpo pe3y;IbTaTd OOCTiUKEHR ©
psBIeHHs ceponoriunnx Mapkepis BLI (hopma Ne 503-10/0), BHOCATH KO (GOpME
nepBuHHOT 061iKoBOl JOKyMeHTallil N 112/0;

4) ga sumory JIOBIAKY NpO Ppe3yJbTaTH JOCTIPKEHD 3 BHSABJICHHS CEPOJIOTTHHHX
mapkepiB BUI (hopma Ne 503-10/0) 3a pesynbraTaMu oOCTeXeHHs TATHHY BHUIAE
nikyroumii stikap 303 abo iHIIMH npaliBHAK, BH3HAYCHHH BiNMOBIZANBEMM 32 il
pumagy B 303.

VI. Inentudikaniiinuii eran ofcTexeHns oco6u 3 nosuTusaM BLJI-cTtarycom y
pasi B3SITTA NI MeAMIHIH HATJIHAN aGo mepen npusHavennam APT



1. Ha inesTudixaniinoMy erami yci ocobu, y ToMy 4ucii AiT Bikom 18 micsnis Ta
crapine, sKi MAarOTh JOBifKY PO NiZTBEPIDKEHHsS MO3WTHBHOIO pE3YIBTATy 3
BUABIICHHS ceposioriyanx mapkepis BIJT (Josixka npo pesynbraTH AOCTiKeHb 3
BHSBJICHHA cepoloriunnx MapkepiB BLI (dopma Ne 503-10/0)), obcTexyroTbes
moBTOpHO ¥ 303 mnepen BCTaHOBIEHHSM Ha obuix abo nepen npustagensm APT.

(mynxr 1 po3miny VI 'y pemakuii Haka3zy MiHicrepcrsa
OXOPOHH 310poB's YKpainu Bix 23.09.2021 p. Ne 2019)

2. ObcTexenHs 311HCHIOETECA 3 BUKOPHCTaHHSIM THX CaMHX TPLOX HaliMeHyBaHbs MB,
IO BUKOPHCTOBYBANKCH Ha CKPEHIETOBOMY Ta BepH(IKallifHOMY eTamax.

IIpu 1iboMy Ha eTari ineHTHdIKaIil BHKOPHCTOBYETHCS IHIMHA 3pa3oK KpoBi, HiX ToH,
0 MOCHIKYBaBCs N 4Yac NMPOBEACHHS CKPHHIHTOBOIO Ta HiATBEPIKYBaIBHOIO
eTalliB.

(mynkT 2 posginy V1y pemakuii Hakasy Minictepcrsa
OXOpOHH 370poB'a YKpainu Bix 23.09.2021 p. Ne 2019)

3. InentudikanifHui eTal JOCIDKEHHS IPOBOIUTECS AK Ge3M0CEpeIHbO 3a MicTeM
3BEPHEHHs 0CODHM I B3ATTA Ha 00K, TaK i Ha 6azi maboparopii:

1) y pasi 3aifcCHEHHS HOCHI/LKEHHS IiNbHOI KpoBi 3 Bukopuctanam 1T y 303 za
MICI(EM 3BEpHEHHS UL 1MeHTHOIKAIIHHONO MOCHIKEHHS BHKOPHCTOBYIOThCS 1M
gotu IT, wiX Ti, DO BHKOPUCTOBYBAIKCH INJ Yac CKPHHIHTOBOIO Ta
BepuQikaliifnoro eramis. JlocnijpkeHHA 3aificHioe iHImIa ocoa, HiX Ta, IO
IPOBOJANA JOCHIIKEHHS HA CKPHHIHIOBOMY T& NiATBEPIUKYBAIBHOMY CTaliax.
Iadopmarirto mpo ocoby Ta pesynsraTd JOCHDKCHb peecTpyloTh v IKypHami
peecTparii B3ATTA KpOBi Ta pe3ylbTaTiB HOCHIIKEHb 3 BUSBIECHHS CEPOOTIYHHX
mapkepis BIJI 3 BukoprcTanEaM mBuaxux tecTis (hopma Ne 498-5/0);

(migmyskT 1 mysxry 3 posniny VI y pemakuii naxazy
Minicrepersa 0xopoHH 370pos's Ykpainu Bix 23.09.2021 p. Ne 2019)

2) y pasi BignopasneHHs 3paska Kposi go naGopatopii iHdopmanio mpo ocofy, fxa
Gyna Hanpapitesa Ha jgeHTHIKalilHe TOCII)DKEHHS, Ta Pe3YIBTATH NOCIiUKCHHS ¥
303 peectpyrots y XKypHali peectparlil B3ATTS KpOBi J)Is MPOBEACHHS TOCIiIKESHHS
Ha HasgBHICTH ceponorigamx Mapkepis BII (dopma. Ne 498-9/0). 3pasox kposi 3
Hanpasnendsm Ha npoBefeHHs inenTHbikaniinoro obcrexenns (Gopma nepsunmod
obnikoBoi mokymenTanii Ne 249-6/0, 3aTBepipKkena Hakaszom MIHICTEpCTBA OXOPOHH
3nopoB's Yipainu Big 05 kBiTHA 2019 poxy Ne 794) (mami - dopma Ne 249-6/0)
BiIpaBAsIOTE JO Na00paTopil juis MpoBeIeHHs AOCTi IKeHHS;



3) y mabopatopii iHpopMariifo Ipo 0cody Ta Pe3yNsTaTH AOCHIKEHE PEECTPYIOTh Y
Kypuani imentugikamifiHoro oOCTeXXeHHS Ta pe3yisrariB mocmimxeHHs (popma
nepBrHHOT 00aikoBOT JokyMeHTanil No 498-8/0, sateepikerna Hakazom MiHicTepcTea
OXOPOHH 3710poB's YKpainm Bif 05 xBitas 2019 poky Ne 794) (nani - hopma Ne 498-
8/0) ta y XKypHani npoTOKOJIB IIPOBENEHHS JOCIKEHb HA HASBHICTh CEPOIOTTYHNX
mapkepiB BIJI nHa TecT-cuctemi (dpopma Ne 498-3/0) y pasi sacrocyBaHHS
iHCTpyMEHTAIBHHX METOAIB NochipkeHHs abo y XKypHaii peecTtpanii B3sSTTSI KpOBi Ta
pe3ybTaTiB TOCTiKeHb 3 BUSBIIEHHS ceponoriuaux Mapkepis B1JI 3 BUKoprCTaHHIM
IIBUIKKX TecTiB ((popma Ne 498-5/0) y pasi 3acTocysanns I11T.

4. TlinreepmxenasM Qakty iH(ikyBanHs ocobu BIJI na imenrudikanilimoMy erami €
OTpUMAaHHS TPBOX IIOCHIJOBHHX TIO3WTHBHHUX PE3yJETaTiB  JOCIIDKEHb 3
BHKOpPHCTAaHHAM pizHHX MB. 3a pesyirsraramu HociiikeHb HajaeTrses JoBinka npc
pe3yIbTaTH JOCHIKeHE 3 BHABJICHHS cepolioriunnx Mapkepis BT (dbopma Ne 503-
10/0).

(mynkr 4 pozginy VI i3 3MiHamMu, BHECEHHUMM 3T1/IHO 3 HAKA30M
MiuicTepcTBa OXOPOHH 310poB's Ykpainu Bix 23.09.2021 p. Ne 2019)

5. OrpuUMaHHs TPhOX HEraTHBHHX PE3YJHTATIB MOCHIIKEHD 3 BUKOPUCTAHHSIM PI3HHX
MB cBiguuTh mMpo TOMHJIKM Ha IONEPENHiX eramax obcrexennst ocobw wa BIJI-
indexuiro. Ocoba BBaxkaeThcd HElH(QIKOBaHOO, PO IO Hamaethed JoBimka mpo
PEe3yNBTATH MOCHIJPKEHDb 3 BHABJICHHs ceponorivHux mapkepis BIJI (dopma Ne 503-
10/0). ‘

(ysKT 5 po3miny VI i3 3MiHaME, BHECEHHMHU 3TiJIHO 3 HAKA30M
MinicTepcTBa 0XOpoHH 310poB's Yipainu Bix 23.09.2021 p. Ne 2019)

6. ¥V pasl oTpHUMaHHS QUCKOP/JAHTHHUX pe3ylbTaTiB JOCHIHKEHh 3 BUKOPHCTAHHIM
pizaux MB o0co0y HampaBistoTe Ha obcrexxenHs Ha BlJI-indekuiio BigmoBigHo n0
npouenyp, suknageHux y posguiax II, III mporo ITopsigxy. Y TaxoMy pasi Takox
HagaeTrbess JloBiKa TPO Pe3yNbTard JOCHIHKCHb 3 BHIBIEHHS CEPOJIOTIUHHX
mapkepis BIJI (dopma Ne 503-10/0).

7. JAxmo B ocobu mMATBEPIUKEHO NMINe HAsBHICTH aHTHTeHY p24 BIJI-1, mpo mo
3a3HaueHo y JloBiAll IIpo pPe3yabTaTd AOCH/KCHDL 3 BHABICHHS CepOJOTIUHHX
mapkepiB BIJI (dopma Ne 503-10/0), nocnimxeHsst Ha imeHTmbikamifiHoMy eTari
IIPOBOJISITHCS TAK:

AKIIO IPOMIKOK 4Yacy MDK OTPHMAaHHSM JIOBIJIKA NP0 IiATBEPIKCHHS TO3HTHBHOIO
pesyieTary 3 BuABiIeHI antureny p24 BIJI-1 Ta Bizutom ocobu y 303 [i1s B39TTS Ha



OOJIK CTAHOBHTH IIOHAJ OJHH MiCsAlb, OCOGi IPH3HAYAETHCS OBCTEKECHHS 3
BHKOPHCTaHHAM ABOX MB g Busenenns anrutin qo BIT;

AKIIO NPOMIDKOK 9acy MiK OTPUMAHHAM IOBIJKH NPO MiATBEpIKEHHS IO3UTHBHOTO
pesyibTaTy 3 BUABJIeHHA antureny p24 BIJI-1 Ta Bisutom ocobu y 303 mis B3siTTs Ha
OOJIIK CTAHOBHTH MEHIIE HIK ONUH Micslpb, 0c0Bl NpH3HAYAETHCS OOCTEKEHHS 3
BU3HAYEHHs PiBHs BipycHOro HapaHTaxemHs BIJI-1. Ilicist oTpHMaHHs pe3ynbiarTy
JOCTIFKEHHS ITPO BUSHAYAIBHHEH, BIAIIOBIIHO O IHCTPYKIIT i3 3acTocypanus MB mis
pusHayenns komii PHK BIJI-1 B 1 Mo mmasme xpoBi, piBeHB BipyCHOTO
HapaHTaxKeHHs BLJI-1, oco6i momaTkoBo mpu3HauaeThess  OOCTEXEHHS 3
BHKOPHCTaHHsM Tpbox MB ais BusBiieHHs anTutin xo BIJI 3 Meroro miaTBepmKeHms
cepoxonBepcii. Ilimcraporo s B3grTs Ha 0Omik e JoBimka Ipo pesynbTarH
AOCTI/KEHb 3 BUABIEHHS cepororivnux Mapkepis BLII (popma Ne 503-10/0).

(ab3an Tperii myHkTy 7 posminy VI i3 3MiHaMu, BHECEHHMH 3TiTHO 3
Haxazom MinicTepcTBa 0XOpOHHM 370poB's Yipaimu six 23.09.2021 p. Ne 2019)

8. PesympTaT JOCTiKeHH:, 3a3HadeHuit y JIOBIOUi Npo pesyasTaTH HOCITiIKEHB 3
BUSIBIEHHS cepoltoriunmx Mapkepie BLIT (dopma Ne 503-10/0), BHOCHTECA 10:

¢opmu mepBHHHOi 06mikoBOl mokymenranii Ne 003/0 Ta/abo Qopmu nepBEHHOL
obiikoBoi noxymenTarrii Ne 025/0;

dbopmu nepBUHHOT 00ITIKOBOI moKyMeHTawii Ne 113/0;
dopmu nepBHEHOT 00JIiK0oBOT HoKyMenTanii Ne 112/0.

9. Ocobi, sxa Oyna obGcrexxena Ha BII-imdexmito, wa ii Bumory losigxy mpo
pe3ynbTaTH AOCTiKeHb 3 BUABIEHH: cepoiorivaux Mapkepis BLJI (dopma Ne 503-
10/0) Bumaec gmixyroumit nikap 303 aGo IHmWE TOpaliBHEK, BH3HAYCLHH
BiHOBIAATEHYM 34 11 BHAauy B 303.

VIL. Hopsinok B3aTTs, 30epiranHs Ta TPAHCHOPTYBAHHSA 3pa3KiB JJs
NPOBEAEHHS 0CTIIKEHD

1. st 3abopy 3paskiB KpOBi, IO TpPaHCHOPTYIOThCS A0 JaGopaTopii,
BUKOPHCTOBYIOTBCS Pi3HI THAM BaKyyMHHX NpoOIpOK 3aKpHTOTO THITY 00'€MOM He
MeHIIe Hix 5,0 M

IPOOIpPKHU 3 aKTHMBATOPOM 3TOPTAHHS;
IpoOipKH 3 aKTHBATOPOM 3TOPTAHHS T PO3/IIIOBATBEHAM TelleM;

podipku 3 anTukoaryasaToM K2 (abo K3) EITA.



2. TepMiH TOCTaBKM 3pa3KiB 1o J1aGopaTopil 3aNexuTh Bi THITY IpobipKu:

LIPOTAroM 24 TOMHMH - y pasi BUKOPUCTAHHS HpPOGIPOK 3 aKTMBATOPOM 3TOPTAHHS;
IPOTATOM 48 TOIMH - y pa3si BUKOPHCTaHHSA NPOGIPOK 3 aKTWBATOPOM 3TOPTaHHA Ta
PO3AIOBANTEHEM TejieM (y TaKOMy pasi liepes BiAnpasieH M 10 jrabopaTtopil 3pasku
KpoBi eHTprGyryioTh nporsroM 10 xsumun (1300 - 2000 g) 3a Temnepatypu 18 -
25° C); mpobipok 3 anTHKOarynsaToM K2 (abo K3) EJTA.

3. Mo nepemanHsa mo siabopatopii BakyymHi mpobipke 3 KpoB'lo 30epirarothes 3a
TeMmuepaTypu 2 - 8° C.

4. 'V pasi HEMOMUIMBOCTI CBO€YAaCHOI NOCTaBKM 3paskiB KpOBi JO BimIoBimHOY
nabopaTopli NPOTATOM BH3HAYEHOTO Hacy 3pa30K CHPOBaTKU abo ILIa3MH KpOBI
FOTYETBCA LUIAXOM UeHTpu(yrysaHHs mporsroM 10 xsmmma (1300 - 2000 g) 3a
Temneparypu 18 - 25° C. JIng oTpuMaHHS CHpPOBATKH Iepe) UeHTpHYTryBaHHIM
KpoB BUTpuMyeThea 30 - 60 xBunauMH. 3pa3ku cHpoOBaTKH a00 INIasMy KpOBi
TICPCHOCATD Y TIIACTHKOBI IIPOOIPKH 3 KPHIIKOFO, IO 3aKpyayeThed, 06'emom 1,5 - 2,0
MJT 3 BUKOPHCTAHHSIM OJHOPA30BUX INIACTHKOBUX IITETOK (i3 po3paxyHKy | mimeTxa
Ha | 3pa3ok) Ta 30epiraroThbes 3a Temneparypu 2 - 8° C, sxmio AocIimkenss 6yayTh
IPOBE/ICHI IPOTATOM 7 HHIB, 260 3aMOPOXYIOTHECS 34 TeMITEpaTypH Minyc 20° C.

5. TpaHcHopTyBaHHS 3pa3kiB KpoBi [0 mafoparopil 3milCHIOETHECS Y IIIACTHKSBUX
KOHTeliHepaX, CTIHKHX Jo Al Jesingexrtantis, y CYMKaX - XOJOAWIbHHKAX,
YKOMIUIEKTOBAHHMX XOJONOBHMH areHTaMu I 3a0e3[eUeHHs. YMOB TPaHCIOPTYBaHHS
He BHlle HiK 8° C Ta TepMOMETpaMH Ul KOHTPOJIIOBAHHS TEMIEPaTypH i) yac
TpaHcopTyBaHHs. Ha 1oHO ImacTrkoBOro KOHTEHHEpA XKIANeThCs IOIIMHAIOYHN
Marepian (MmapieBa CepBeTKa, TKaHHHA TOINO) /IS IIOIIMHAHHS PifMHA y pasi
npoJuTTs 3paskis. I1ix 9ac TpancmopTyBaHHS 3paskiB 1iNbHOT KPOBI He ONMyCKAeThCs
OesnocepenHif  KOHTakT npobipoK 3  XONONOBHMH  aredTamu. llim  wac
TPAHCIIOPTYBAHHS ~ 3aMOPOXKCHMX  3paskiB  cHpOBaToK abo IJIasM#  KpOBI
3abesnedyeTbCss IMUIBHME KOHTakT mpobGipoK 3 XONONOBHMH arcHTAMH st
YHHUKHEHHS PO3MOPOKYBAHH. -

6. HanpasneHHa Ha TPOBENCHHA JOCTIIKEHHs HAKYIOTHCS OKPEMO Bifl IpoGipok.
IIpoBipkn 31 3paskamMu MaloTh OyTH NpPOMapKOBaHi BIANOBIAHO IO HANPABICHE.
3aboponseTbesa o0ropTaTh NpobipKy HANpABIECHHAM.

7. TpaHCHOPTYBaHHsI 3paskiB IiIGHO! KpOBI, CHpPOBAaTKH, IUIA3MH V MexkKax
maboparopii (303) 3milfcHIOETBCS y BEPTHKANBHOMY IONOKEHHI y Opobipkax 3
KpHIIKaM¥ Y IITATHBAX, PO3MIMIEHHX Y IITACTUKOBHX KOHTEHHEPAX 3 KPHIIKOIO.



8. IlinroToBKa 3paskiB /pIA DOCHIDKEHHs y maGopaTopil 3miifCHIOETbCS y WiTKid
BiAIOBiHOCTI ;O {HCTPYKIIT i3 3acTocyBanHs MB.

9. 3pasku kposi, mo Haxifuum Ko nabopaTopii Ha MiXTBEpMKYBATBHUN eTam, ics
OpOBENEHHs JOCIIKeHb 30epiraioThcs IPOTArOM OJHOTO POKY y MOPO3HILHIM
Kamepi 3a Temnepatypu Minyc 20° C y miactukopux mpobipkax 3 xpumkamu. [licas
3aKIH9eHHs TepMiHy 30epiraHHs 3pasky 3HE3aPAKYIOTBCA Ta YTHI3YOThCA. Tepmin
30epiratis 3paskiB 3 NOSHTHBHHMH De3y/hTaTaMy IIiATBEP/KYBAIBHAX TOCIIKEHb
MOXe OyTH IonoBxenmil; Taki 3pasku 36epiraiorbes 3a TemmepaTypy Minyc 70° C
IIPOTSTOM 5 POKIB.

10. Indopmanito mpo 3pasky, mo 36epiraoTses y maGopaTopii MHCHs HpoBeIeHHS
IiNTBEPIKYBAJBHEX JIOCTIIKEHb, BHOCAT N0 JKypHalmy peecTpamii 3paskis, o
HAOIANIIE Ut OPOBENCHHS NiATBEPIKYBAIBHMX JOCILDKEH: HA HASBHICTD
ceponoriannx mapkepis BIJI, Ta pesyisraris mocnimxens (popma Ne 498-6/0).

VIIL Bumoru no 36epiranns MB 1a yMOB NipoBegeHHs J0CTiIKeHD

1. Yei MB, npusnaveni fiis 3acTOCyBaHHs, MAKOTh OyTH TpaHCIoprosadi go 303 i3
3a0e3eUCHHAM yCiX BHMOr, BHKIANEHWX B IHCTPYKIii BHpoGHHKa 1O IX
3aCTOCYBaHHS, 1Sl 3a0e3eueHHs NLTICHOCTI Ta HeyIKompxerocTi MB.

2. Vei MB, mo Hamxomats xo 303, peectpyrors y JKyprami o6miKy Menuumux
BUpobiB (popma mepsuHHOI 0GmiKOoBOI moxymenramii Ne 510-4/0, 3aTBepmxena
HakasoM MinictepcTsa oxoponu 3n0poB's Ykpainu Big 05 keitHa 2019 poxy Ne 794)
(mami - ropma Ne 510-4/0).

3. iy 9ac orpumanns MB BifnoBizansHa ocoba naGopaTopii/303 mobuHHa:
IIePEBIPUTH IIUTICHICTE YTIAKOBKH, BIAOBIIHICTE MapKyBaHHS Ta a/(peCy JOCTARKH;
3aMOBHUTH JOKYMEHTH BiMIOBIZIHO MO BHMOT IIOCTAYAIBHHKA,

3pOOHMTH KOMiI0 JOKYMEHTAII! isl MOaIBIIOro 36epiraH s,

3aI0KYMEHTYBaTH iHopmariiro mpo MB i3 3a3Ha4eHHIM:

Ha3Bu MB;

cepii MB (y ToMy wmcmi 18 BCix KOMUIOHEHTIB, SKIIO cepii BinpisHSIOTBCs ‘Biz
3a3HAYCHOI0 Ha 30BHIIUHIH yIaKOBIl TECTOBOTO KOMIUIEKTY);

JaTH 3aKiHYeHHs TePMIiHY TIPHIATHOCTI.

4. MB wseobxigHo 30epiratm 3a TemuepaTypd, BH3HAYEHOI BHPOGHHKOM, Ta
BUKOPHCTATH 10 3aKiHUEHH TEPMiHY IX IIPUIATHOCTI, 3a3HAYEHOTO HA YIIAKOBKAX.



5. JIKIO maKeT 3 TeCTOBHM HAaGOpOM BiIKpHTHE 1 KOMIOHEHTH Habopy MOXYTh
TIOHOBIIOBATHUCE, PEAreHTH MalOTh OyTH MapKoBaHi i3 3a3HadeHHsM BiAIOBiTHOT AaTH,
Komu Toff abo iHmME kommomeHT HaGopy OyB Bijkpuruit. MB 3Gepirarotscst Ta
BAKOPHCTOBYIOTBCS ~ 3TiJHO 3 BHMOTaM{, BH3HAYEHHMH IHCTPYKIIAMH 13
3aCTOCYBaHHSI. 3abOpOHEHO BHKOpHCTOBYBaTH MB micis 3akiHueHHs Tepminy
IPUIATHOCTI.

6. MB koxHoro nafiMeHyBaHHS Ta/aGo KOXHOI HOBOI cepii B maBoparopii/303
TECTYIOTh /UL OTPUMAHHS TIATBEPKEHHs TOrO, IO YMOBH TPAHCIOPTYBAHHS T4 'abo
30epiraHHs He BIUIMHYJIH Ha MPOXYKTHBHICTH IeBHoro MB, min Wac BHKOpHCTaHHS
nporo MB 3a10BONBHAIOTECS BUMOTH IOAO 3a0e3IeYeHHs HOro eKCINTyaTalliiHuX
XapakTepucTK. Ilnst recTyBanHs MB BHKOPHCTOBYIOTH 3pasKd CHpOBaTOK abo
IMa3sMK KPOBi, B sikuX Oyira MiATBep/HKeHa HasBHICTH ceposiorivanx Mapkepis BIJI, ta
HETATUBHI 3pasku. Jlocnmimxenns Mae OyTH BHKOHAHO y TOUHIH Bimmorimmocti mo
iBCTpyKIil BUpoOHHKA i3 3acTocyBaHHsI MB.

Pimenns momo mnopanemoro BukopucTagHI MB IIpUHAMAaETLCI  BIATIOBIOHO [0
OTPHUMaHHUX 3aOBIBHHUX pE3yJNbTATiB TECTYBAHHA - Ppe3yIbTaTH JOCITIHKSHHS
HETATHBHHX 3PasKiB MAIOTh OyTH HETaTUBHHMIE, a Pe3yIBTATH NOCITIHKEHD 3p? *KiB,
IO MICTATH ceponoriuni Mapkepu BIJI, - nosutuHumu. V pasi oTpHMasHS
He3a[0BINBHUX pe3yibTaTis aboparopis/303 He NOBMHHA BHKOPHCTOBYBAaTH Lieit
MB 1o 3'aCyBaHHSA TPHUYKH HEBIIIOBINHOCTI OTPHUMAHHX PE3Y/ILTATIB.

Kosxwa madoparopia/303 Mae 3a70KyMeHTYBaTH mHpoleAypy TecrysaHHs MB Ta
OTPHMaH] PC3YIABTATH s IOKYMEHTAIBHOIO I ATBEPIKEHHS IIPOBEeHoT po6oTH.

7. XomogunbHuky, e 36epirators MB, MarOTh GYyTH YKOMIUTEKTORAHI TEPMOMETPOM.
Binnosigansra ocoba 3iffcHIOE peecTpaliio TemiepaTypu Ha HOYATKy Ta y KiHIi
pobovoro aus, pobute 3anucu y JKypuani peectpamii TemmeparypHOro PEeXUMY B
XONMOIUIBHUKY (MOposmneHil kamepi) (dopma Ne 498-10/0). Ha xosaui
XONONMIBHUK a00 MOPOSUIIEHY KaMepy mts 36epiranuas MB odhopMioeTsea oxpemuit
KypHAI.

8. IlpumMimenns, ne s6epirarotres T, Marors GYTH yKOMIUIEKTOBAHI TePMOMETPOM
Ta rirpomerpoM. BimmosimampEa ocofa 3milficHIOE peecTpallio TeMieparypu Ta
BOJIOTOCTI Ha MOYAaTKy Ta y KiHmi poGouoro mss, poburs samucu y JKypraii
peccTpanil TemMneparypy Ta BiJHOCHOT Bomorocti y mpuMimenni (popma mepBHHHOL
obnikoBoi moxymenTartii Ne 510-5/0, 3aTBepKeHa HaKaz0M MinicTepcTBa OXOpOHH
300poB'a Yipaitu Bix 05 keiTas 2019 poxy Ne 794) (nani - popma Ne 510-5/0). V pazi
HEMOXJIMBOCTI 3a0€31I€YUTH HiATPHMAHHS CTaGlIbHOTO TEMIIEPATYpPHOTO PEKHY E



5. SIKIO LAKeT 3 TECTOBUM HABOPOM BiKPHUTHI i KOMIIOHEHTH Habopy MOXKYTh
IOHOBIIFOBATHCE, PEAreHTH MAKOTh OyTH MapKOBaHi i3 3a3HaveHHIM BiIMOBIAHOT HaTH,
KoJu Toi abo immmH KommoxeHT Habopy GyB Bimkpurwit, MB 30epiraroTeea Ta
BHKODHCTOBYIOTBCS ~ 3TIAHO 3 BHMOTAME, BH3HAYEHHMH IHCTPYKLiAME i3
3acTocyBaHHs. 3abOpOHEHO BHKOPHCTOBYBaTH MB Tmmicias 3axiHdeHHs TEPMIHY
IPHIATHOCTI.

6. MB xoxHOro HaliMeHyBaHHA Ta/ab0 KOMKHOI HOBOI cepii B naboparopii/303
TECTYIOTh JUIA OTPMMAHHS HIATBEPIKEHHS TOT0, [0 YMOBH TPaHCIIOPTYBaHHS Ta/abo
30epiranHs He BIUIMHYIM HA IIPOXYKTHBHICTEH MEBHOTO MB, min yac BUKOpHCTaHHS
1poro MB 3a/0BONBHAIOTECA BMMOTH INONO 3abe3MCUeHHS HOTo eKCIUTyaTaliHHuX
XapakrepucTuk. Mna Tecrysans MB BHKOPHCTOBYIOTh 3pa3sKé CHPOBATOK abo
TIa3MY KpOBi, B sIKMX GyJia MiITBepIKCHA HASBHICTD CEPONOTIUHIX Mapkepis BIJI, Ta
HETaTHBHI 3pasku. JlocimimKeHHss Mac GyTH BMXOHAHO Yy TOUHIH BimmoBimHOCTI JI0
iHcTpyKuii Bupo6HUKa i3 3acTocyBanHs MB.

PimeHns o0 TIOMANBIIOrO BHKOpHCTaHHA MB mnpuitmaerhes Binmosigao mo
OTPUMAHMX 3a[[0BUILHAX PpE3YHbTAaTiB TECTYBAHHA - pPe3yNbTATH NOCTLLKEHHS
HEraTHBHHUX 3pa3KiB MalTh OyTH HEraTMBHAMH, 4 PE3yNBTATH JOCIiIKEHD 3pasKiB,
L0 MicTars ceponoriuni mMapkepu BIJI, - nosutuBEEME. YV pasl OTpHMaHHS
He3aJOBUILHMX pe3ynbTaTiB nabopaTopis/303 He IHOBMHHA BHKOPHCTOBYBaTH et
MB 1o 3'sicyBaIIa IpHYHH HEBiIOBIANOCT] OTPAMAHHX pPe3yJIbTATIB.

Koxma Jraboparopis/303 Mae 3ajOKyMeHTYBaTH IpPOLELYPY TeCcTyBaHHA MB Ta
OTPUMaHi pe3yNbTaTH 115l NOKyMEHTATBHOTO Il ITBep/KEHHs IPOBEIEHOT pOGOTH.

7. Xonomunbuuky, ae 30epiratots MB, MaroTs GYTH YKOMILIEKTOBAH] TEPMOMETPOM.
Bixnosimamena ocoba 3uilicnioe peecTparrio TEMIICpATypH Ha IOYaTKy Ta Yy Kimii
pobouoro mm#, pobuts 3ammcy y XKyprami peecTpardi TEMIEPATYPHOIO PEXKUMY B
XONOMMINEHAKY (MOpOsWIBHiM xamepi) (dopma Ne 498-10/0). Ha xoxumit
XONOAMTIBHAK 200 MOPO3MIbHY Kamepy /ULt 3Gepirants MB odopMIoeTses OKpeMHEA
KypHAI.

8. Ilpumimenns, e 36epirarorses T, MaroTh GyTH YKOMILIEKTOBAHI TEPMOMETPOM
Ta rirpoMerpoM. BimiopimanmsHa oco6a anidicHioe peccTpalito TeMIepaTypy Ta
BONIOTOCT Ha I0YaTKy Ta y KiHIi poGOYOTO IHS, POGHTb 3amMCH y KypnHani
peecTpanil TemnepaTypy Ta BiHOCHOI BojorocTi y IprMimiensi (dbopma mepeHEHOY
obnikoroi mokymenTanuii Ne 510-5/0, 3aTBep/KeHa HakazoM MinicTepcTBa 0XOpoHH
300pOB'S YKpainu Bix 05 kitHA 2019 poxy Ne 794) (mari - hopma Ne 5 10-5/0). V pazi
HEMOMJITMBOCTI 3a0e3NeunTH MiATPHMAHHSA cTabiibHOro TEMIIEPATYPHOI'O PEXKHMY B



NpuMilteHH, e 36epiratorbes 1T, 1x 36epiraroTs y XONOAMIBHAKY 3a TeMIEPaTypH,
3a3HAYCHOI B iHCTPYKUil i3 3acTocypanas MB.

9. V mpumimennsx, me Ge3nocepenHpo 3IHCHIOIOTECS TOCTIKEHHS, 3a60POHEHO
BUKOPHCTOBYBATH Je3iH(iKyBanphi 3aco0H, HI0 MICTATH CNONYKH XiIopy abo
IEPEeKUCY BOAHIO. ONIpoMiHIOBaHHA OGaKTEPHIMIHUMH Ta KBApLOBHMH JIAMIIAMH
3OIMCHIOETbCA WA 3akiHueHHS poBoTH 31 3paskamMu KpoBi 3 MOANLIIHM
IPOBITPIOBAHHAM HPUMIIIEHE.

10. IpumineHHS, e ITPOBOAATHECA MOCHIIKEHHS, MAIOTh OyTH YKOMILIEKTOBAHI
KOHTCHHEpaMH, [PU3HAYCHHMH U1 yTHAMi3anii roCTpHX IIpeaMeTiB, OlOIOTidHMX
BIIXOMiB Ta BIiZXOHiB, IO HE MalH KOHTAKTIB 3 IOTEHIIHHO iHQeKIiHHIM
MaTrepianoM.

11. Jlnsa crangapTu3alii yMOB NPOBEIEHHs HOCTiHKEHb:

TeMIIepaTypa y npuMimenni taboparopii Mac GyTH crabinbHoIO y Mexax Bix 18 mo
30°C;

TeMIleparypa y NpHUMIIEHHAX, Je 3AIHCHIOETCS TeCTYBaHHs 3 BUKOpHUCTAaHHM LT
(y Tomy 4ECIi B yMOBaX MOGLIBHOT amMOymaTopil), Mae 6yTH cTabiIBHOIO ¥y Mexax Big
15 no 30°C.

12. TlpuMilenss, e 37iCHIOIOTECS AOCHIIKEHHS, MalOTh OyTH YKOMINIEKTOBAHI
TEPMOMETPOM Ta rirpoMeTpoM. Bimmoimanssa ocoba 3milicHioe peecTpaniro
TEMIIEPATYPU T4 BOJNOTOCTI Ha IIOYATKY Ta y KiHIi poGOvoro mmHs, pobHTL 3aIHCH Yy
Kypuani peecTpauii Temneparypu Ta BigHOCHOI Bonorocti y mpumMimeHHi (bopma Ne
510-5/0).

13. HocmimkenHs 3iiCHIOIOTECA BIANOBIZHO [0 NOPSAKY Ta MOCIIAOBHOCTI,
BUKNAJCHUX B IHCTPYKIUIi i3 3acTocyBaHHs MB, Ta y MeXax BHIHAYEHOTO CTPOKY IX
IIPUJIATHOCTI.

14. 3abopoHeHO MPOBOMWTH JOCITIKEHHS 3 YacTKOBO 3TOPHYTOR KPOB'IO,
reMOJIi30BaHIMH Ta JIMeMIYHUMH 3pa3KaMH.

15. Tlicns 3akigyeHss poboTH poboul NOBepXHi, PYUKH XOMOIMIEHHKIB, JI03aTOPH Ta
BCI MPEeIMETH, IO KOHTAKTYBAIH 3 MOTEHII#HO iH(peKLiHEIM Marepianom,
3He3apaxyroThea 70° cruprom abo iHmMUM Ae3iHGIKYBAISHHEM DPO3YHHOM, LIO HE
MICTHTh CHONYK XJOpy afo mnepekucy Boxmro. O6pobka mpumamiB 3mifcHIOEThes
BIZ(NOBIIHO 710 BEMOT, BHKJIAICHHX B IHCTPYKIT i3 TX 3aCTOCYBaHHS.

16. OmyH pa3s Ha MicsIp 3IHCHIOETECS IPOMHBAHHES IPOMIBAYA MVIAHIIETIB (Bowepa)
PO3YMHOM CIHPTY (KOHLEHTPAI[XO CIIHPTY Ta PEXUM 3a3HAYEHO B IHCTPYKIUI i3



3aCTOCYBaHHs] IPEIIAJLY), PO 110 poOKUTECA BiamoBiAHwMiA samuc y Kypuaii peecrpanii
NpoBeACHHS TNpoginakTuuHol npoMHBKH Bomepa (hopma NepBHHHOI O6ITiKOBOT
noxymenTarii Ne 498-11/0, sateep/kena Hakasom MinicTepcTBa OXOpPOHH 3TOPOB'st
Yxpainu Bif 05 xBitHs 2019 poxy Ne 794). 3a60poHEHO NIPOMHBATH KaHanH BOIIEPa
Ie3inbiKyBaIbHUMH —PO3YMHAMH (XJIOPOBMICHHMH a60 TaKHMH, IO MiCTSTh
[IEPEKHCHO-BOJHEB] CIIOJIYKH ).

I'enepanbHuii nupeKTOp
Jupekropary
rpomMajacsKoro 3aopos'ss MO3

Yrpainu A. CxinanbchbKuii




