BHI_?OHABIH/D?I OPT'AH KUIBCHKOI MICLKOT PAAN
(KMIBCBKA MICBKA JIEPXXABHA AJIMIHICTPALILA)

AEIIAPTAMEHT OXOPOHMU 310POB’S

HAKA3
J?ﬂfwazgé N 27Y

IIpo BrpoBaxenHd Hakazy MiHicTepcTBa OXOPOHH
370poB’ s Yxpainu Bix 05 xeitas 2019 poky Ne794
«IIpo yrockoHaIeHHS CHCTEMH YIPABIIHES AKICTIO
1a00PaTOPHUX AOCHIIKEHb ¥ cdepi NpoTHAIT
BlJT-iudexnit/CHI Ty»

Ha Buxonamus Hakasy MiHicTepcTBa 0XOpoHH 3m0poB’s Ykpaimm Bijg 035
xBiTis 2019 poxy Ne794 «IIpo yAOCKOHAaNeHHS CHCTEMH YNpaBIHHHSA SKICTIO
nabopatopHux  JAocHimkeHs y  cbepi mporupii  BUI-imdbexnil/CHIdy»,
3apeecTpoBao B Minictepersi roctuuii Vkpaimm 01 smmua 2019 poxy 3a
Ne698/33669 Ta 3 METOI0 YAOCKOHANICHHS CHCTEMH YIIPABIHH SKICTIO
nabopaTopHUX JociimKens y chepi npotuaii BUI-indgexmii/CHI Ty

HAKA3YIO:

1. KepiBHuKaM 3aKiajiB OXOpOHH 3OPOR’s M. KieBa, M0 3acHOBaHI Ha
KOMYHAJILHIH BIaCHOCTI TepuropiaibHol rpoMamy MicTa Krepa, 3a6esneunTa:

l.1. BnpoBamxeHHs B MiANOPAAKOBaHHX 3aKiafaX OXOPOHM 370pOB’S
Iopspky mposeneHHs TecTyBaHHA Ha BLI-ingekimito, 3arBepmKeHOro HakazoM
MigicrepeTBa 0XOpoHH 310poB’s Yipainu Bix 05 keitaa 2019 poxy Ne 794 «IIpo
YAOCKOHATEHHS CUCTEMH YIPABIiHHA AKICTIO TabopaTOPHUX AOCILIKEHE Y chepi
upotunii BUI-indexuii/CHITy», 3apeectposano 8 Minictepersi roctuiii Yxpainn
01 numas 2019 poky 3a Ne698/33669 (mani — ITopsaok), M0 A0AAETHCA.

1.2. BuposaukeHHA B MATOPAAKOBAHKX 3aKNIaaX OXOPOHM 3[0POB’S TAKHX
¢opM nepBrHHOT 001iKOBOT HOKYMEHTAIT Ta iHCTPYKIii MO0 X 3aMOBHEHHS:

1.2.1 No249-4/0 «HampaBneHHS Ha [POBENEHHS IATBEPKYBATHHHUX
JOCTIKEHb HA HAABHICTH CEPONOridHHX MapkepisB BIJI» ta Imctpykmio momo
3alOBHEHHA  (opmm  neppuHHOI  0o6mikoBol  moxymenranii  Ne249-4/o

~«HanpaBieHHA “Ha “IPOBEJICHHS TATBEPUKYBANBHNX ~ HOCTIIDKEHE "Ha "HAYBHICTE ~

cepoJloTigHux Mapkepis BLJI»;

1.2.2. Ne249-6/0  «HampapneHHs Ha npoBefeHHs imeHTH(iKaLiiHOTO
ofcTeKEHH» Ta IHCTPYKINIO W00 3alOBHEHHK (GOPMH IIEpBHHHOI 06JiKOBOT
moxymentanii Ne249-6/0 «HampasneHHs Ha TpoBeseHHS imeHTH(IKAUilHOTO
o6CTEREHH;



1.2.3. No249-7/0 «HanpaBieHus: Ha OPOBENEHHS OOCTEXKEHHS 3 BHSBJICHHS
cepororiuamx MapkepiB BLJI» ta [HCTpyKIir0 IMOZO  3arOBHeHHS dhopmu
nepBUHHOT OOMIKOBO noxymenTamil Ne249-7/0 «HampaBieHHS Ha HpOBEAEHHS
00CTE)KEeHHA 3 BUSIBJICHHS CEPOJIOriYHUX MapKepiB BII»;

1.2.4. No498-3/0 «KypHaml mpOTOKONiB IpOBEAEHHS MOCIIDKEHH 3
BUSIBIICHHs Cepororiuynux mapkepis BIJI ma Tect-crcteMi» Ta IHCTpyKIifo mono
3aITOBHEHHA (DOPMH HepBHHHOI o0JNiKoBOi mokyMeHTamii Ned98-3/o «Kypuan
TNPOTOKONIB IPOBENECHHSA AOCHIUKEHb 3 BUSIBIEHHS CEPONOTIURIX Mapkepis BII 1a
TEeCT-CHCTEMI»;

1.2.5. Ne498-5/0  «KypHan peectpamil B3STTS KpOBI Ta pe3yNBTATIB
MOCTI/DKCHb 3 BUSBICHHA CEpONOTiYHMX Mapkepis BIJI 3 BHKOpHCTAHHAM
WIBK/IKMX TECTiB» Ta [HCTPyKIilo MO0 3alOBHEHHS (OpMH MEPBHHHOT 0BIIKOBOT
Ne498-5/0 «Kypmanm peecTpamii B3STTA KpOBI Ta pe3yNbTATiB HOCITIKEHD 3
BHSIBIICHHA CepOJIOTivAMX MapkepiB BIJI 3 BUKOpPHCTaHHAM IIBHIKHUX TECTIBY;

1.2.6. Ned98-9/0  «XKypram peecrpanii B3STTA KpOBi MNS NPOBENEHHS
AOCIKEHHA HA HAABHICTH ceponoridnkx mapkepis BLJI» ta ImcTpykuio momo
3amoBHenHd (QopMM TEepBHHHOI 06NiKOBOI HOKyMeHTanii Ned98-9/0 «Kypram
peecTpamii B3ATTS KpoBlI UL TPOBENEGHHS JIOCHIIKEHHI HA HASBHICTD
CEpONoriyHux Mapkepis BLI»;

1.2.7. Ne498-10/0  «KypHan peecTpanii TemnepaTrypHOTO peXHMY B
XOTIOMMIBEHAKY (MOPO3MIIBbHIH Kamepi)» Ta [HCTPyKuiio 100 3al0BHEHHS (GOpMH
mepBHHHOL  oOmikoBoi  Jokymenrtanmii  Ne498-10/0  «Kypman  peectpanii
TEMIIEPATYPHOTO PEXUMY B XOIOMUIBHHAKY (MOPO3MIBHIN Kamepi)»;

1.2.8. Ned98-11/0  «0Kypman peecrpauii mpoBefiesHs TpodiTakTHuHOl

IPOMHMBKH ~ BOIUEpa» Ta IHCTpyKuiro 1mojno 3amoBHEHHS (OPMH ITepBHHHOT
obiuixosoi  mokymenramii Ned498-11/0 «Kypmanm peectpamii mnpoBemeHHs
NPOMIIAKTHYHOI POMUBKE BOIIEPAY;

1.2.9. Ne502-3/0 «JKypHan peectpauii 3paskisB Ta pe3yabTaTiB AOCHiIKEHD 3
BHUSBJIEHHS CEPONOTIIHHX MapKepiB BUJI IHCTPYMEHTAILHIMH
MeToaMm» Ta JHCTPYKIi}0 om0 3amoBHEHHS (OPMH HEPBHHHO] 0GIIKOBOL
nokymenramil Ne502-3/o0 «XKypran peecrparii 3paskis Ta pe3ynbsTaTiB JOCHIKEHD
3 BUSBIICHHA CEPONOTIYHUX MapKepis BIJI iHCTpyMeHTaIsHUMH METORAMIDS,

1.2.10. Ne503-10/0 «/loBimka Hpo pe3ynbTaTH HOCHIMKEHb 3 BHSBIEHHS
ceponorigiux  mapkepis  BIJD» Ta IHCTpyKWifo MO0 3anOBHEHHA —(OPME
MepBHHHOI 00mikoBoi Jjoxymentanil Ne503-10/0 «JloBizka mpo pesyisrari
_AOCIHIZDKEHD 3 BUABIICHHA CePONOTIHUX Mapkepis BII»;

1.2.11. No510-4/0 «AKypuan oOnixy MeauyHHX BHpO61B>)Ta IncTpykiiro

IORO 3alOBHEHHA (QOpMH IepBHHHOI 0O0JiKoBOi moxymentamii Ne510-4/o
«KypHai obiKy MeAHIHIX BHPOOIB»;

1.2.12. Ne510-5/0  «XKypHan peecTpamii TemmepaTypum Ta BimgHOCHOT
BOJIOTOCTI y NMpUMilmeHHi» Ta [HCTPyKIilo IOAO 3amOBHEHHS (GOPMH NEePBHHHOI



obmixoBoi mokymerTaiii Ne510-5/0 «Kypuanm peecTparii TeMmmepaTtypd Ta
BITHOCHOI BOJIOTOCTI V TIPUMIIEHHT;

1.2.13. Ne502-4/0 «XKypuan peecrpanii 3paskiB, HampaBleHHX s
NPOBEAEHHS IMIATBEPIKYBAIBHAX NOCTIDKEHb Ha HAABHICTL CEPONIOriYHUX
MapkepiB BIJI, Ta pesyneraris AociikeHb» Ta IHCTPYKIilO IIOAO 3aNOBHEHHS
dopmu mnepBuHHOI 0OnikoBoi moxymeHTamii Ne502-4/0 «Kypnan peecrpamii
3paskiB, HANpPaBIEHHX U1 IPOBEACHHS IiATBEP/UKYBANBHMX JOCHIIKEHs Ha
HASBHICTH cepoyoriunux Mapkepis BIJI, Ta pesynsraTiB ZoCITiOKEHDY.

2. JlupekTopy KOMYHaJIBHOT'O HeKoMepuiliHoro niampuemcrsa «KuiBchKka
Micbka KiiHiuHa JikapHT NeS» BuKoOHaBUoro oprany KwuiBchbkoi Micekol paju
(KuiBcpkoi Michkoi nmepxxaBHoi aamimictparii) (mami — KHIT «KwuiBckka Mickxa
KniHIgHa Jikapas Ne5») Kazeni B.I'. 3abe3neuntn:

2.1. 3piticHenHs METOAMYHOTO KEPIBHHUIITBA 1 KOHTPOIIO SIKOCTI
TecTyBaHHs Ha BUI-iHdekito B 3aknanax oxoponu 310poe’s M. Kuega.

2.2.  CrBopeHHS HEOOXiAHHX YMOB MM MPOBEAESHHS CKPIHIHTOBHX,
HIATBEPKYIOUMX Ta iferTadhikaiinux nocnimpkens Ha BlJI-indexuito B kniniko-
niarHocTHuHI# naboparopil KHIBCEKOro MICBKOr0 HEHTPY NpO(IiNakTHKH Ta
6opotebu 31 CHIlom KHIT «Kuischka Miceka KirinivHa mikapus NeSy» (mani - KT,
KMLI CHIy). '

2.3. Broposajpxenuast B xisupuicts KJJI KMI] CHIAy Takux olmikoBHX
dhopm:

2.3.1. Ne498-3/0 «KypHan DNpOTOKOJNIB NPOBEACHHS [TOCIIDKEHb 3

BUABJEHHA cepororieux mapkepis BLJI ma tect-cuctemi» Ta [HCTpykuifo momo

3all0BHEHHA ()opMM MepBHHHOI 00iikoBoi moxyMmeHTauii Ne498-3/0 « Kypman
IIPOTOKOJIIB IIPOBEACHHS JOCTIKEHD 3 BUABIICHHS ceposIoriuHux Mapkepis BIJI Ha
TECT-CHCTEMIY;

2.3.2. Ne498-5/0 «XKypman peectpanii B3sATTA KpOBI Ta pe3yJbTaTiB
JNOCII/DKEHb 3 BHABIEHHA cepojoriunux wapkepie BIJI 3 BHKoOpHCTaHHAM
UIBHJAKHX TECTiBY» Ta [HCTPYKIIO OO0 3aMOBHEHHS (OpPMH IEpBUHHOT 0OMIKOBOT
noxymenTtanii Ned98-5/0 «XKypuan peectpauii B3ATTS KpOBI Ta pPe3y/BTATIB
JIOCHI/DKEHb 3 BHUSBICGHHSA CepoyioriyHMx Mapkepie BIJI 3 BHKOpUCTaHHIM
IIIBUJKUX TECTIBY;

2.3.3. Ne498-6/0 «XKypHan peecrpauii 3paskiB, mo Hagifmua AaA
IPOBEACHHS MiATBEPIKYBANBHUX JOCHIDKeHh HA HASBHICTH CEPONIOTITHHX

__maprepie BIJI, Ta pesyapTaTiB NOCHIIKEHB» Ta [HCTPYKNiI0 INOMO 3aMOBHEHHS

dopMu mepBHHHOI 00niKOoBOI mokyMmeHTalii Ned98-6/0 «KypHanm peectpanii
3pasKiB, IO HAMINMIIK UIS MpoBeAEHHS MiATBEpDKYBAIBHUX HOCHIKEHb Ha
HasBHICTh CepoIOTiHHIX MapkepiB BIJI, Ta pe3ynsTaTiB HOCHIiIHKEHEY;

2.3.4. Ne498-7/0  «KypHan apxiBy 3pa3kiB CHpPOBATOK KpOBi s
dbopMyBaHHS Bepu(ikaliiaux nanenei» ta [HCTPyKIUirO MO0 32MOBHEHHS (OPMH



nepBUHHOI 00yikoBoi Jokymenramii Ned498-7/o «Kypman apxisy 3paskis
CHpPOBATOK KpoBI Juig popMmyBaHHS BepHdiKalliHHEX MaHeIein;

2.3.5. Ned98-8/0 «XKypnan ineHTHOIKaUifHOrO 06CTEXEHH Ta PE3yNBTATIB
TOCII/DKEHHS» Ta JHCTPYKIiO IMONO 3alOBHEHHS (GOpPMH IepBHHHOI 0GIiKOBOI
nokyMmeHTaii  Ne498-8/0  «Kypman imentdikarmifimoro obcrexeHHs Ta
PE3YNBTATIB HOCTIIKEHHI; '

2.3.6. Ne498-10/0 «KypHan peecrpanii TEMIEPATYpHOrO PEXHMY B
XONOAMIBHUKY (MOPO3HIBHIH KaMepi)» Ta IHCTpyKIito IoZo 3amoBHEHHS (HOPMH
nepeuHHOI  oOnikoBoi  JokymeHTamil  Ne498-10/0  «OKypman  peectpanii
TEMIIEPATYPHOIO PEXKUMY B XOJIOOMIBHUKY (MOPO3MIBHIN KaMepi)»;

2.3.7. Ne498-11/0 «KypHan peectpanii npoBemeHHS TIPOGIIAKTHIHOL
IIPOMHBKH Bollepa» Ta [HCTpyKIiro 100 3amOBHEHHS (OPMH TIEPBHHHOI
obnikoBoi  nokymeHtarii Ned98-11/0 «KypHan peectpanil MpOBeAEHHS
IpOopLITaKTHYHOI IPOMHUBKH BOIIIEPa;

2.3.8. Ne502-3/0 «XKypuan peectpatiii 3pa3kiB Ta pe3yiIbTaTiB JOCTIIAXKEHE 3
BHSBJICHHSA CEPOJIOTIYHHUX MapKepiB BIJI IHCTpYMEHTAIEHAMHI
MeTofaMu» Ta [HCTpyKIil0 II0J0 3amoBHEHHS (OPMH TEPBHHHOI OOJIiKOBOT
JoxyMmenTarii Ne502-3/0 «Kypuan peectpamil 3pa3kiB Ta pe3ynbTaTiB JOCIiHKEHE
3 BUSIBIIGHHS cepoiorigHux MapkepiB BIJI iHCTpyMeHTaTbHUMH METOLAMIDY;

2.3.9. Ne503-6/0 «JloBimka mpo pe3yJNbTATH MOCIHiPKEHL Ha HASIBHICTDH
ceponoriuamx  mMapkepiB BIJI 3paska xpoBi JuTHHH BikoM pgo 18
Micsniey Ta [HCTpyKIito momo 3amoBHEHHS (OPMH  MEpBHHHOT  0ONIKOBOI
noxymeHrarii Ne503-6/0 «Jlopifka mpo pe3ylsTaTH LOCITIIXKEHb Ha HAasBHICTH
cepornoriyaux Mapkepis BIJI spaska kpoBi fuTuHM BikoM 10 18 MicsALiBy;

2.3.10. Ne503-10/0 «JloBigka mpo pe3yiAbTaTH MOCHIDKEHb 3 BUSIBJICHHA
ceponoriunux Mapkepie BIJI» Ta [HcTpykimiro 1mono 3amoBHEHHI (QOPMH
nepBUHHOI 00JiKoBOI JokymeHnTarii Ne503-10/0 «JloBimka Ipo pe3yibTaTH
JIOCITi/DKeHb 3 BUSABJIEHHS CepoNIoTidyHKX Mapkepis BIJI»;

2.3.11. Ne510-4/0 «Kypsan oOniky MemuuHHX BUpoOIB» Ta IHCTpyKILito
I0A0 3anoBHEeHHA (GOpMH IepBUHHOI oOyikoBol mokymenrarii No510-4/0
«XKypuan o0niky MeauIHIX BUPOOIBY;

2.3.12. Ne510-5/0  «Kypuan peectpauii Temmeparypd Ta BiJHOCHOL
BOJIOTOCTI V TPHUMIIIEHHD» Ta [HCTPYKIIIO IIOXO 3amoBHEHHS (GOpMH [NEepBHHHOL
obnikoBoi jmokymeHTtamii Ne510-5/0 «Kypuan peecTpamii TemmepaTypu Ta
BIJTHOCHOI BOJIOY'OCTI ¥ IIPUMILIEHHI»;

.2.3.13. No510-7/0  «KypHan _TpOTOKONIB  NPOBEAGHHA _ AOCHDKEHb

JZ[O):[B.TKOBHMH TeCTaMK» Ta [HCTPYKIliI0 HIOXO 3alOBHEHHS (bopMH IIepBUHHOI
obnmikoBoi  moxymeHnTamii Ne510-7/0 <« KypHanm TNpOTOKONIB  NpPOBEAEHHS
JOCIIIKEHb JOAATKOBUMU TECTAME.

2.4. TIpoeenenns no 01.04.2020 ceminap-Hapaxu s ¢axiBIiB 3aKiajiiB
OXOpPOHHM 3J0POB’d, B SAKUX NPOBOAUTHECA TecTyBaHHS Ha BLJI, miono 3amoBHEHHS
obmikoBux ¢GopmM, 3arBepiukenux ripnysxramu 1.2.1-1.2.13. myskry 1 1eoro



Hakasy Ta IIPOBeIecHHsA TecTyBaHHsS Ha BIJI mBHpkuMu TecTaMM BifmoBimHO N0
saTBepmxenoro I[lopsaaxy.

3. KOHTpONE 33 BMKOHAHHSAM HaKa3y TOKJIACTH Ha 3aCTYIHHKA JUpPEKTOpa

HemnapTaMeHTy — HadalbHMKa YOPaBIIHHA JHKyBaibHO — mpodinaxTuaHol
ortomoru 36opomupebky A,

HupexTop | Banentuna I TH3BYPI'




___mifacTagi HasaHHs 00’ EKTHBHEX JIOKa3iB HASBHOCTL 3aXBOPIOBAHHS;

3SATBEPIKEHO

Haxas MinicTepcrsa
OXOPOHH 3X0POB’s YKpaiHu
05 kBiTHA 2019 poky Ne 794

BapeecrposaHo B Minicrepersi
FcTanii Yrpaiau

01 suamas 2019 p.

3a Ne 698/33669

HOPAAOK
npoBeaeHHs TectryBanns nHa BlJI-indexuiro Ta 3a0e3neyenss
SIKOCTI JOCIIAKEHDL

1. 3arajbHi mo0MeHHST

1. Leii TTopsaaox BH3HAYAE HOCHIMOBHICTS MM Uil BUKOHAHHA TaOOPaTOPHAX NOCIIKEHD 3
BHABIICHHS ceposorigaux MapkepiB BLII Ta ix eramie 3 Meroro BcranosneHHs BlJI-ctatycy
0cobH.

2. Jis uporo Tlopsiiky DOIMMPIOEThCA HA BCi 3aKiIagy OXOPOHH 3[OPOB’S Ha TepHTOPIi
VYxpalnu He3aneKHo BiJf BijoMuoif HajexHocTi Ta GOopMH BIACHOCTI.

3. Y upomy Hopgaaxy TepMiHH Ta CKOPOJEHHS BXKUBAIOTHCA B TAKHX 3HAUCHHAXK:

Bepudikanis (Bim mar. verus - icTuHHuMit, facere - poOmTH) - MeTOMWYHHH migxim, mo
3aCTOCOBYIOTE OIS MiNTBEPKCHHS OTPUMAHOTO pPesylsTary Inozo HassrocTi BUI-indekuil Ha

roctpa BlJl-indexmis (acute infection) - mepion, ympomosim gxoro ocoba crae BIJI-
iH}iKoBaHOIO, ane antuTina X0 BIJI me He BUIBIMIOTECS;

IPCKOPHAHTHI (J1aT., He BiNOBINAIOTH, HE Y3rODKYIOTHCI) Pe3yNbTaTH JOCTIIKEHHS - He
36iraroTeCs Pe3yNBTATH TOCTIHKCHE (NepINui - TO3UTHBHUIH, APYTHIl - HETATHBHMI);

iMynmuit abo nixitiamit 610t (BiA nat., blot - sMa) - MeTOX JOCTiKeHH, 3a JOIIOMOT IO
AKOTO 3MIHCHIOIOTH BEABIICHIA AHTHTLT IO OKPEMHX aHTHTEHIB Bipycy iMyHonedinuTy Mo uHe;

{HCTpyMEHTANBHI METOIM HOCIIPKEHHS - 1abopaTopHi AOCKIKeHH, MO 3AiHCHIOIOTECA 3
BHKOPHCTAHHAM  OONagHagHs  MeToXaMH  iMyHO(EepMEHTHOro,  iMyHO-  (EIeKTpo-)
XEMIITIOMIHECIIEHTHOTO aHaii3ie TOIIO;

HEBH3HAYEHI PE3yNbTaTH MiATBCPUKYBAIBHHAX JOCHI/DKEHb - IMCKOPAAHTHI DPEe3yIbTaTH
JOCHIIKEHb Ha OiATBEPKYBAILHOMY eTari;

ofcrexxenns Ha BIFI-indexmito - xoMmiekcHi 1abopaTopHi TOCHAMeHHs 3pazKiB Kposi ocid

" Ha HasBHICTp cepoiiorigHux wmapkepis BIJI™ (rectypagds Ha BIJ) 3 "BUKOpHCTaHHIM

IHCTpYMEHTAIbHUX METOMIB JOCHijxenHs abo IIBUAKMX (EKCIIpec) TECTiB 3 METOIO
BCTaHOBNCHHS HiarHo3y BUI-indexii;

nomupericts BUI-iHbeKIil - KinpKicTh nrone#, axi xuByTs 3 BIJI, y mepru# MoMeHT Hacy,
He3aNEKHO BiJl YaCy 3apaXKCHHs,



cepomoriuni mapkepu BT - antutina no BUI 1/2 abo amraren p24 BIUI-1; suspmenns
ceposorivaux Mapkepis BIJI € oznakoro massrocti BIJI B opragismi sroamHm;

CKPHHIHI (4HIJL. Screen - PeTeNbHO BiNOGHpaTH, COPTYBATH, TOGTO BHABISTH IiT03pinux Ta
BIZICiBATH 3110POBHX 0Ci6) - METOMMYHEN HifIXiM, IO 3aCTOCOBYIOTH Il 0OCTEIKEHHS HACSICHHS
4H OKPEMHX HOI'0 KOHTHHTECHTIB JUIsl BUABJISHHS IEBHOTO 3aXBOPIOBAHHS;

coenudiunicts (specificity) - #imoBipricts Toro, mo Habip Tectis Ha BUI macts 3MOTY
TOUHO iACHTH(IKyBaTH 3pa3KH, MO He MicTaTh aHTHTIN 10 BUT 1/2 Ta/ab0 antareny p24 BIJI-1

4y TIHBICTH (sensitivity) - #MoBipHiCTE Toro, 1o HaGip Tectis Ha BIJI aacTs 3MOry ToYHO
inentudixysatn el 3paskw, mo MicTsTs anthrina o BUI 1/2 Ta/aGo antures p24 BUI-1;

APT - antaperporipycHa Tepamis;

BIJI - Bipyc iMmyHOHe(hinuTy MoODUHM;

BK3 - sryTpimHs01260paTOPHi KOHTPONEHI 3pa3KH;

303 - 3aknagy OXOPOHH 37I0pPOB’;

K2 (a6o K3) EATA - eTnneniaMinTeTpaaneraT Kaio,

MB - Meguunmit BUpiO 171 BUABIICHHS CEPOIOTIIHHX Mapkepis BIJI;
OI - onTiyna rycrHHa;

HIT - meuaki (ekcnpec) TeCTH.

IOl TepMiHKM, IO BHKOPHCTOBYIOTBCA Yy LBOMY Ilopsiuky, HABONATBCA y 3HAYSHHSX,
BU3HAUCHHX 3aKOHOM Yxpainu «[Ipo NpoTHAIIO IOIMHPEHHK® XBOpPoO, 3yMOBIEHHX BipycoM
imynogeditmry sromunu (BLI), Ta npaBoBuii i conianeHuit 3axuCT MOAEH, AKi SKHBYTH 3 BLIy.

4. O6erexcernns Ha BLJI-indexnito 3ailfCHIOETBCS NUIAXOM BUABIEHHS TA IiATBEpKCHHS
HABHOCTI cepotoriviux Mapkepis BIJI (arturin no BUI 1/2, aatareny p24 BIJI-1) 3 MeToo:

BH3HAQUEHHs DPU3UKY iHdikyBanma niTeli Bikom mo 18 wicamis, mapomxenmx BIJI-
MO3HTHBHEMH MaTePAMH ab0 kiHKaMH 3 HesigomuM BIJI-craTycom.

Bussiienus ceponoriynux MapkepiB BIJT 3mifiCHIOETBCS 3a IOMOMOTOIO iHCTPYMEHTANBHIX
METOZIB mocnijpkeHHs (imyHodepMenTHui, iMyHO- (enexTpo-) Xemimomirecuentami), 1T,
HOJATKOBUX TECTIB, MO3BONEHHX [0 BHKODHCTaHHA B VYKpaiHi BigmOBIZHO X0 uYMHHEX
HOPMATHBHHX JIOKYMCHTIB,

HonaTkoBi TeCTH, Ipu3HAYEH] I BHABICHHS CICHH(DIYHUX AHTHTLN JO OKPEMHX aHTHICHIB
BIJI, BHKODHCTOBYIOTECS NIl YTOUHEHHS PE3YJBTATIB IiATBEpMKYBaNbHHMX AOCTIIKEHb Ta B
OKPEMHX BUIIAJKaX - I YAC B3ATTS il MEIMYHUY HATIAI,

5. Bubip Meromis mochmimkeHHs min wac TecTyBaHHS Ha BIJI 3amexuts Bim Hagsrnocti
nabopartoproro obnammanus y 303 Ta Xinmbkocti 3paskiB, MO MOCTIMKYIOTECS IPOTAIOM
pobouoro AEA. KO HaBaHTaXEHHS CTAHOBHTH A0 40 MOCHiTKEeHb HA ICHB, PEKOMEHIOBAHO

BrsBIenHs BlI-ingexuii 8 oci6 crapme 18 micsmiBy—— oo

sactocyBanus 1T, sxano moman 40 pociiKeH:L HA HeHb - 3aCTOCYBAHHS lHCTPYMeHTa}IBHHX

' METOZIB MOCIIHKCHHA.

6. Obcrexenns na BlJI-indexuiro mepenbadae npoBeeHHs 1a6opaTOpHHX AOCHiKEHD Y
JEKUIbKA €TamiE - CKPUHIHIOBHM eran (BISBIEHHS CEpONOTiMHHX Mapkepis BIJI),
BepuQiKalifHui eran ang  MiATREpIKEHHS HAIBHOCTI CepoNoriuemx Mapkepie BT
(mijrrBepmKyBanpHui  eTam), igeHTHGikauilimuii eran (o6CTEeXeHHS Wi Yac B3ATTS IIiX
MEIMYHEHA Haryn abo nepen npusHaueHHaM APT oco6i 3 mosutusruM BIJI-crarycom).



Ha xoxHOMY 3 eramiB MOXYTH BHKODHCTOBYBATHCH 5K iHcTpyMeHTambHi  Metomm
JocHimxen s, Tak i [1IT.

IIIT nme BHKOPHCTOBYIOTHCH MUIN JOCHIGKEHHS MOHOPCBEKOI KpoBi, KpiM BHIAJKIB,
BH3HAYEHHX 3aKOHOJABUMMH AKTAMH.

7. s TecTyBaHHA BHKOPHCTOBYIOThe MB, monymeri na PHHOK Y OPAAKY, BU3HAYCHOMY
3aKOHOZABCTBOM Ykpainu. Ha ckpuminroeomy ertami BHKOPHCTOBYIOThCH MB 3 Hafismommm
noxasaukamu 4yTnaBocti (100 % - Ans iHCTpyMeHTanBHEX METOIIE MOCHIMKEHHS T2 He MEHIIe
HOK 99 % - mna I0T), Ha niaTBepiuKyBambHOMY eTami - 3 HAWBHIINMH [OKASHEKAME
cnenudivHocTi (He MenIIe Hix 99 % ans seix Tams MB). '

IL. CkpuHiHroBHii eTan 10C/TiIKeHHs 3 BUSIBICHHS CePOJOTTIHUX
Mapkepis BLJI

1. 3acToCyBaHHS iHCTPYMEHTANBHEX METOIB TOCTiKEHb Tepenbayac:

1) i BusiBNEHES ceponorivaux Mapkepis BIJI BuxopucToByotscs MB, TIpHU3HAYCHI JIs
OZTHOYACHOIO BHABNCHHA aHTHTIN @0 BIJI 1/2 Ta anturemy p24 BIJI-1 (xoMGinosaui MB) abo
Ans BAsBNCHHS aHTATIN 10 BUT 1/2. Kombinosani MB BHKOPHCTOBYIOTBCS U BHSBICHHS
rocrpoi BUI-indexnii, mepemyciM win wac oBcTexeHHs BAriTHUX KIHOK, OCi6, sKi BHABMIH
GaxaHHg CTaTH NOHOPAMH, Ta NOHOPIB KpOBI, OpramiB, TKanwH, KIiTHH. KomOimopami MB
BHKOPHCTOBYFOTECH TAaKOX JUI1 BeTaHOBNeHHs: BIJI-crarycy ocobam 3 wiipiuauMm o3maxaMuy
TepMinanbHOl cramii BII-indexmii;

2) 3a micuem 3a6opy kposi iHdopmarito mpo ocoby, AKy HaIpaBJOTh HAa OOCTEXEHHS 3
BHABJICHHA ceponoriyaux mapkepis BIJI, peectpytors y XKyprani peecrparii Basrra KpORBi st
HPOBEACHHS NOCII/UKEHHS HA HASBHICTH Ceponoriunmx Mmapkepiz BLJI (dopma mepBHHHOI
obnikoBoi mokymentanii Ne 498-9/0, sarsepmiena makazoM Minictepcrsa OXOPOHH 3J0pPOB’S
Yxpainu Bin 05 xsitHa 2019 poky Ne 794) (mami - dopma Ne 498-9/0) ra odopmmoroTs
HampaBinenns #a mpoBeeHHs OOCTEKEHHS 3 BHABIEHHS CEPONOTIYHEX mapkepie BIJI (dopma
IepBHHHOL 06iKoBOT JoKyMeHTamii Ne 249-7/0, saTBepiyKeHa HAKA30M MinicTepcTBa OXOPOHH

~_3110poB’st Ykpainu Big 05 xeitas 2019 poxy Ne 794) (nani - hopma Ne 249-7/0); — —— ..

3) y naGoparopii nani npo oGeTexxyBanux oci6 Ta Pe3yIBTATH AOCTIHKEHD PEECTPYIOTE Y
JKypharni peecTpanii 3paskis Ta pe3yibTaTiB JOCIIIKEHb 3 BUABICHHS CEPOIOTIIHHX MapKepiB
BUI incrpymenTansunvu MeTonamu (dopma TiepsunHOi 06mikoBoi goxkymerTamii Ne 502-3/0,
3aTBEpIKeHa Haxa3oM MIiHicTepcTBa OXOPOHHM 310poB’s Ykpainu Bix 05 xsitHs 2019 poky Ne
794) (namni - popma Ne 502-3/0);

4) iepe1 OYATKOM BHKOHAHHS JOCHIJKEHHS iHCTPYMERTAILHIME MeTOJAMH BCi HeoBXimai
MaTepiaiy, MO BUKOPHCTOBYIOTECA JULL OCIIDKEHHS!, PO3TAIIOBYIOTh TaK: KOHTPOMbH] 3pa3Ky 3
TecT-HaGopy (no3HTHBEI, HerartupHi korTponi MB); BK3; xanibparopu (3a oTpedn); 3pazKu
CHpOBATOK abo mIasMu Kposi o¢iG, o HaAiimm 1o nabopaTopii st JOCHiIKEHHS 3 BHABICHHS
ceponoriyeux Mapkepis BIJT;

5) mpouenypy HOCMiDKEHHS Ta OLIHKY OTPHMMAHHX pPe3yNBTATIE 3iHCHIOIOTH y 4iTKi#
BignmoBizmocTi Ho imeTpywuii i3 3actocysaHns MB Ta kpuTepiis, BH3HAUEHHX iHCTpyKuicro i3
sacrocyBanHd ~ MB;  pesymerariB  jpocmimxens BK3 - Bimmoeimmo o Ilopsanky

.. BHYTDIIIHL0NMA00PATOPHOrY.  KOHTPOJIO. . IKOCTi IOCHI [UKEHE. . IIDH..- BHSBICHH]- . CEPONOF I~ —

mapkepie  BUI metomamy  iMyHO(EPMEHTHOrO Ta iMYHOXEMONIOMIHECUEHTHOTO AHAJISIE,
3aTBEpIKEHOr0 HakasoM MinicTepeTsa 0XOpoHH 370poB’st Ykpainu Bix 14 ciums 2015 poxy Ne
4, sapeectposanoro B Minictepersi roctuuii Yrpainu 30 ciums 2015 poxy 3a Ne 112/26557 (mami
- Llopsi7i0K BHYTPiHEONA60PaTOPHOIO KOHTPOIIIO SKOCTI);

6) pesynBraTs JOCKIDKEH s PEECTPYIOTS Y JKypHai IPOTOKONIB IPOBEAEHHS JOC/ IKeHE 3
BUABIICHHS CEpONOTidHUX Mapxepis BIJI ma Tecr-cucremi (popma mepeuHHOI 06nikoBoi



moxymertanii Ne 498-3/0, sateepsokena nakasom Minictepersa oxopomu 3J0pOB’S YKpainu Bif
05 kBiTHI 2019 poxy Ne 794) (nami - bopma Ne 498-3/0) Ta y XKypnani peecrpanil 3paskis Ta
Pe3yIbTaTiB JOCHIIKEHb 3 BUSBICHHA CEpOJIOTIUHEX Mapkepis BUI iscrpyMerTamsHuMm
Meromamu (popma Ne 502-3/0);

7) y pasi OTpEMaHHsS HETATHBHOTO pE3yNLTATY HOCIIIKEHHS naboparopit hepeznae
pe3ysIbTaT NOCHIUKEHHS 3 BESIBICHHS CEpONOriyHHX Mapkepiz BIJI (foBiaxy mpo pesynbraTn
MOCIL/DKEHDb 3 BHABNEHHS ceponorivaux Mapkepis BUI, 3a dopmoro TepBHHHOI 00JIIKOBOL
moxymentanii No 503-10/0, 3aTBep/kenoro HakasoM MiHicTepcrBa 0XOPOHE 310pOB’a YKpaiou
Bin 05 xBiTHS 2019 poxy Ne 794) (nani - dopma Ne 503-10/0) zo 303, 3pinkn 3pa3oK HaOiHmos
Ha JIOCITKE A,

8) y pazi OTpHMaHHS TO3MTHBHOLO PE3yILTaTy JOCHIPKEHHS 3Pa3oK TOCIIIKYETHCH ¥ ABOX
IIOBTOpAaX BiANOBIAHO Mo iHCTpyKiti i3 3acTocyBanns MB.

SIKINO I1iCHIst HOBTOPHOTO TECTYBAHHS OTPAMAHO HETATHBHUI PE3YIBTAT, 3pa30K BEAKACTHCA
TaxuM, IO He MICTHTH ceponorivaux Mmapkepis BIJI; naGoparopis mepemae pesyisrar
ROCIIDKCHHS 3 BUSBIEHHS ceponoriuamx Mapxepis BUT (dopma Ne 503-10/0) xo 303, 3pimkn
3pa30K HAOIHIIIOB HA JOCIHHKEHH.

Amo micis NOBTOPHOTO TECTYBaHHA OTPUMAHO X04Ya 6 ONMH MOSWTHBHMH pe3yNETAT,
3pas’OK BBAKAETLCSA TaKMM, INO NOTpedye 3MiHCHEHHA NiATBEPIKYBANBHHX AOCHIDKEHL 3
BHABJICHHS Cepolorivnux Mapkepis BIJI Ha Bepmbikaniiinomy (miaTBepIKYBANBHOMY) €Tani
JOCTimKeHHs. [Nt MiATBEpIMYBaNbHIX [OCIIKEHE BUKOPHCTOBYETBCS TOM CaMHil 3pasoK, Iig
4aC TECTYBAHHS SIKOTO Ha CKPHHIHTOBOMY €Talli OTPHMAaHO HO3UTHEHMH PE3yIIbTAT;

9) Ha KOXKHHMIi 3pa3OK, HAaHpAaBICHMH JUI MiXTBCPIXYBANBHHX MOCTiMKeHb, Madopatopis,
mo 3AIfCHIOBANA CKPHHIETOBI JociimkenHs, odopmmoe HampaBnenrs Ha IpOBEJIEHHA
TiITBEp/DKYBAlLHIX JOCIIIKEHb Ha HASBHICTS ceponorivamx mapkepis BIJI (opma TIEPBHHHOL
obnikoBoi noxymerTanii Ne 249-4/0, saTeepmxena HakasoM MinicrepeTsa OXOPOHH 3/I0pOB’S
Yxpainu Bim 05 xsitHa 2019 poxy Ne 794) (mami - dopma Ne 249-4/0). Haupaenenas ne
0QOPMITIOETECS, AKINO CKPHHIHIOBL Ta HiATBEPKYBANLH] JOCHIKEHHS 3OIHCHIOIOTLCT B
- JabopaTopii-omHoro- 303 - o '

10) imdopmaniro npo 3paskm, HaUpaBIeHI Ha MIATBCPMKYBANGHI MOCTIIKEHHs, Ta
Pe3yIbTaTH MiITBEPIKYBAIBHAX XOCHIIKEHb peecTpyioTh y JKypHami peectpanii 3pasKig,
HalpaBIeHHX [Js OPOBEACHHS IMiATBEPIKYBAILHMX IOCTIKCHL HA HASBHICTH CEPONOrTYHAX
mapkepis BUI, Ta pesymbraris gocmimkens (Gopma mepsuHEOT 06/1iKOBOT HOKyMeHTauii Ne 502-
4/0, saTBEpmKEHa HakasoM MiHicTepcTBa OXOPOHH 3M0poB’s Ykpaiuu Bix 05 keitas 2019 POKY
Ne 794) (nani - hopma Ne 502-4/0);

11) 303, mo HampaBuB 3pa3ok KpoBi 0COGH Ha CKPHHIHTOBE JOCTIKEHHS, OTpHUMYE
PE3YNBTAT NOCIIKEHHS 3 BUABIEHHS ceponoriudux mapkepis BIJT (dopma Ne 503-10/0) Ta y
Kypuai peectpanii B3sTTA KPOBI Iy NPOBEAEHHS MOCHIMKEHHS Ha HASBHICTS CEepOJIOTIYHAX
mapkepis BUT (¢opya Ne 498-9/0) peectpye oTpuManuii pesyIsTar;

12) pesymprate mOCTiJPKEHR 3 BHABICHHS CEpOJNOTIYHAX MapKepiB BUI (popma Ne 503-
10/0) poMCyrOTBCA:

zo dopmu mepsurEHOl 06NiKOBOl OKyMeHTanil «Me/HUHa KapTa CTAIOHAPHOrO XBOPOIoy

(bopma No 003/0) ra/aGo dopmu mepeuHHOi 06MiKOBOT JoKymenTamii «MemuaHa Kapra
amOyrnaTopHoro xeoporo» (dopma Ne 025/0) BinmosizHo g0 iHCTpyKmi# moyo iX 3amoBHeHHS,
3aTREPIVKCHYX HakaszoM MinicTepcTBa 0XOpoHK 310poB’s Ykpainu sin 14 motoro 2012 poky Ne
110, sapeectposanux y Minicrepersi roctuii Yipainu 28 ksitis 2012 poxy 3a Ne 661/20974;

mo ¢opmm mepsunHOl 06a1iKOBOI AOKyMenTauii «O6MiHHA KapTa IOIOTOBOrO 6ynuHKY,
HOIIOTOBOTO BijurineHHs nikapui» (Qopma Ne 113/0) Bimmosimmo mo iHCTpYKIiT 1momo il




3aIlOBHEHHA, 3aTBEPIDKEHOT HakasoM MinicTepeTra OXOPOHH 370poB’s Yipainu Bix 13 moToro
2006 poxy Ne 67, 3apeectpoBanoi 8 Minictepersi rocTumii Yxpainu 02 Gepesnsa 2006 poky 3a Ne
224/12098;

I0 (opMH NEepBHHHOI 0GJIiKOBOI NOKYMEHTAI] «lctopia pospETKy muTHEHE» (hopma Ne
112/0) Binnoeinuo mo imetpykuii momo i 3anosHeHHS, 3aTBEP/DKCHOT HakasoM Minicrepersa
OXOpOHH 3J0poB’s YKpaiku Bix 28 smmuas 2014 poxy No 527, 3apeecTpopanol B Minictepcrai
roctauii Yipainnm 13 cepuss 2014 poky 3a Ne 959/25736;

13) oco6i, sxa Gyna oberexxena ma BIfI-indexmito, ma i BHMOTY, JiKyroumit nikap 303 abo
iHIEH TpaniBHAK, BH3HaYeHHH BiAMOBINATEEMM 3a Horo Bunauy B 303, BHIae pesynpTar
JOCIIJKEHHS 3 BUABNEHHS CepOIIOridHIX Mapkepia BIJI (dbopma Ne 503-10/0).

2. 3actocysanus 1T nepenbauae:

1) mns BusenenHs ceponoridHux Mapkepis BIJI BHKOPUCTOBYIOTECS MB nna BusBnensa
arTuTiN 10 BUT 1/2 abo yyis oxHowacHoro pusBen s anTarit no BUI 1/2 ta anTureHy p24 BIJI-
1 (xombinoBani MB a6o I1IT);

2) oberexenns ocib i3 BuxopHcranssm LT KO3BOMAETHCS 3AIHCHIOBATH 5K 3a MiceM Tx
GesnocepeIHBOTO 3BEPHEHHS, TaK i B yMOBaX J1a6opaTopil:

3) win yac HaTMPABJICHHSA 3pa3Ka KPoBi 0co6H 110 TaGopaTopii [T 3ifCHEH S LOCTiIKEHD y
303 3amoBHIOIOTh (JOPMH NIEPBUHHOT OGIIKOBO} JOKYMEHTAIY - Hanpaenerns Ha nposeneHHST
OOCTCKEHHA 3 BHABJIECHHA CEPONOriYHMX Mapkepis BIJI (dopma Ne 249-7/0) ta XKypman
peecTpanii B3ATTS KPOBi Miis MPOBEAEHHS JOCTIIKEHHS Ha HAIBHICTDH CepOTIOTITHHX MapKepiB
BLI (popma Ne 498-9/0). V maBoparopii, me 3AifCHIOIOTECS MOCHIHKEHHS 3 BHKOPHCTAHHAM
T, 3anosHroroTs XKypHan peectpaiii B3aTTS Kposi Ta PE3YILTATIB JOCHIIKEHD 3 BHABICHHS
CepoJIOriYHEX Mapkepis BIJI 3 BUKODHCTAHHSM LIBHIKHX TECTiB (dhopma tiepBrHHHOI 06NMiKOBOT
moxymeHTauii Ne 498-5/0, saTBepmieHa HakasoM MiHicTepcTBa OXOPOHH 340POB’S Yxpainua Big
05 xBiTHa 2019 poky Ne 794) (mani ~ dopma Ne 498-5/0);

4) Axmo ocoby obcrexyrors 3a MicneM ii 3BepHeHHS, BiZOMocTi momo el 0coGu bi(s)

249-7/0) He BHOCHTE.

Hawi opo oci6, o6crexenux 3 BukoprcTanmsM 11T, ta PE3YABTATH JOCHIKEHD PEECTPYIOTE
y KypHani peectpanii B3sTTS KpOBi Ta pe3yNLTATIB JOCHIDKEHD 3 RMSBICHHS CepONIOrTuHIX
mapkepis BII 3 muxopucranmmaM wmeumxkux Tecti (hopma Ne 498-5/0). Indopmamiro mpo
PE3YIBTATH JOCIIZKEHb BHAAOTH 0c00i 32 MicieM ii 3BepHeHH;

5) MOCHiIKeHHs Ta OIHHKY iX pe3ynbTaTiB 3AIMCHIOTE ¥y wiTkiM Bigmosimmocti mo
iHCTpyKOii i3 3acTocyBanns MB.

OuiHKy pe3y/bTaTiB 3TiHCHIOIOTE 1Ba MEAMYHHUX TIPAIIBHHKH, HE3AIEKHO OTHH Bill OJHOTO.
Jxmo pesynpraT gocmimkenss 1T nBoMa mpamiBHAKAMH OIIHIOCTLCH HO-pi3SHOMY, PE3YILTAT
Ma€ OIHHTH TPETs 0coba. 3a OCTATOYHHIA BapiaHT pesynsTaTy GepyTh Takuit, 1Mo OyB 0ZHAKOBO
oLiHeHnH ABoMa 3 TpeOX daxisuis. Llei pesymsrar o6miKoByeTHCS ¥ AKyprani peectparii B3aTTs
KpOBi Ta Pe3yNBTATIB JOCNI/KEHb 3 BUSBICHHS CEPOIOTITRMX MapKepis BUI 3 BHKOPHUCTAHHAM
HIBHAKAX TecTiB (popma Ne 498-5/0);

~ 6) min wac pukopucranns LT MOXyTb GyTH OTPHMAHI HEFATHBHI, I03MTHBHI 60 HemiitcHi
pesyabraTH. SIKMMO OTpEMANO mHesificHi pesyNbTATH, MOCTIIKEHHS TIOBTODIOETECS 3
eukopuctanusm IIT Toro camoro HaliMenyBanHs;

7) ¥ pasi OTpMMAHHs HETaTHBHOIO DPE3YNLTATY MAOCIIIKEHHSA HANACTHCS JloBinka mpo
PE3YNBTAT JOCHI/PKEHHS 3 BUSBIICHHS cepororiunux mMapkepis BII (hopma Ne 5 03-10/0);

— Hanpagnenns Ha ipoBeieH s 06CTCIKEHHSI 3 BUSBICHHS CEPOJIOTI9HHX mapkepiB BIT (popma Ne



8) ¥ pasi OTpHMAaHHs JTO3UTHBHOTO PE3YNBTATY CKPHHIHTOBOTO JOCIIKCHHAS 3 i ACHIOIOTBCS
HiATBEP/UKYBANLHT  JOCHDKEHHS i3 sacrocypanaM T immoro sBupoGEHEKA Ha
Bepudikaniiinomy erami I miaTREpIKEHHS HASBHOCT cepororiuHux Mapkepis BIL Sxino
HeMmae IIT iamtoro BupoGHuKa, B 0COGH 3MiHCHIOIOTE 3abip BeHO3HOI KpoBi, indopmaniro mpo
ocoly peectpyrots y Kyprani peectparii B3srrs KpORBI Ta pe3yNETaTiB HOCTiKEHD 3 BHSBICHH
CepONOTiaHIX MapKepiB BIJI 3 BUKOPHUCTAHHAM MBHAKAX TECTIB (dhopma Ne 498-5/0). 3pasox 3
HanpasnennsaM Ha npoBeeHHs MiNTBEpIKYBATBHEX HOCTIIKCHD HA HASBHICTD CEPOJIOTIYHMX
mapkepis BIJl (dopma Ne 249-4/0) migmpapmsote s IIPOBENEHHS MiATBEPIKYBAIEHAX
mocmmkenk no naGopatopii. Hanmpasnenns e o(OPMIIOETBCS, SKIIO CKPHHIHTOBI Ta
MiATBEPIKYBATBHI NOCIH JUKEHHS 31 HCHIOIOTECS B 0/iHOMy 303;

9) SKIO JUI CKPHHIHTOBOrO HOCII/UKEHHS BEKOPHCTOBYBaBCs komGimopammit MB/ILT Ta
6y10 OTPUMAHO IO3WTHBHEI PE3YJIBTAT ¥ pa3i BHSBIEHHS TUIBKH auTHredy p24 BUI-1, B ocobu
3MiHCHIONTE 3a6ip BeHO3HOT KpoBi Ta Po6NATs BimNOBIZHM 3ammC y XypHani peectpanii B3aTTs
KPOBI Ta PE3yNBTATiB JOCTIHKECHD 3 BUABIEHHS CEPONOTITHIX mapkepis BIJI 3 BHKOpHCTaHHAM
WBHAKHX TectiB (Qopma Ne 498-5/0). 3pasox kpori 3 Hampaememmsv ma IIpOBEICHHS
HiATBEPIKYBATLHEX JOCHIIKEHb Ha HASABHICTL CEPONOTIUHEX mapkepis BUI (popma Ne 249-
4/0) HaNPaBIAIOTE Ha MPOBEACHHS Ui ATBEPIDKYBANBHEX JOCIiIKEHE THOH0 HASBHOCTI aHTHICHY
p24 BUI-1 3 BHKOPHCTaHHAM 1HCTPYMEHTANGHHX METOMIB MOCITiMKEHHS (migmyskT 1 nyakry 7
posainy III mporo Ilopsmxy). HampasnenHs me o(OpMIIOETBCH, SKIO CKDHHIHTOBi Ta
MIATBEPIKYBANBH] JOCIH IKCHHS 3IHHCHIOIOTECS B ogHoMYy 303,

10) wip wac ofcTexeHHs BariTHWX KIHOK y IOJOTOBHX OyaunKax 3 BHKOpHCTaHHSM 11T
indopmanito po 0cofy Ta pe3yIbTAT AOCHIIKEHHS PEECTPYIOT y XKyprani peecrpartii B3a1Ta
KPOBI Ta Pe3YJILTATIB JOCIIIXKEHb 3 BUSBICHHS CEpOIOITIHHX mapkepis BIJI 3 BukopucTanmsamM
WBAZKHX TecTis (gopma Ne 498-5/0). HesanexHo Bim pesysbratis TECTYBaHHA ¥y KIHKH
30icHIOOTE 3a0ip BeHo3Hol Kposi, indopmanito peectpyrots y KypHami peectpamii B3sTTH
KPOB} JUIst IPOBENEHHs JNOCIIIKEHHS HA HAABHICTE CEPOIOTTUHUX Mapxkepis BII (dopma Ne 498-
9/0). 3pasox Kpomi BariTHOI Ximkm pasom 3 HanpapmeHnaM Ha IIPOBENCHHS O0CTEKEHHA 3
BHSBIICHHS CeposoridHux Mapkepis BLI (dopma Ne 249-7/0) HamcmmaeThest A TpoBeREHHS
CKPHHIHTOBOTO €TAITY 3 BUKOPHCTAHHAM iHCTPYMEHTANBEAX METOIB AOCII [IKEHH,

11) y pasi oTpuMaHHA HeTaTMBHOTO pesynbrary JloBimKy OPO PE3YJIBTAT AOCIIUKEHH 3
BHABJICHHS ceponoriunux mapkepis BT (dopma Ne 503-10/0) mepenarots xo 303, B AKOMY
BUITUCYBANOCA HANpPABJIECHHsA, Ta BHOCATH A0 (OPMH NepBHHHOI 00MiKOBOI MoKyMeHTamii Ne
003/0 Ta/abo hopMu nepBrHHOT 0GiKOBOT MoKyMerTawii Ne 025/0;

12) ocobi, stxa Oyma obctexena na BUI-indexuito, Ha ii BEMOrY, nikyiounit mixap 303 abo
iHIIHI OpaliBHMK, BE3HAYEHAH BiNOBIIATLEHEM 3a HOTO Biyiagy B 303, Bunae JoBiaky npo
Pe3yIBTAT NOCIIPKCHHS 3 BUSBIEHHA CEPONOTIUHEX Mapkepis BUI (dbopma Ne 503-10/0).

IIL. Bepudikaniiiauii eran goc/riaseHns qas miATBepasKeHHS
HASIBHOCTI cepoJioriynux mapkepis BIJI
1. Ha Bepuikauiitnomy (miATBep/KyBaTbHOMY) €Talli BHKOPHCTORYIOTHCS NEKiNbKa MB,

TMpU3HAYeHHX AK JUIA IHCTPYMEHTAIBHHX METONiB mocmimxkemis, tak i LIT. Baxoprcranus
xoMOinauil MB nae sMory otpuMaTy Haziini Ta JOCTORIpHI pesysbTaTH HOCTIIKEHS.

.. 2. MB, 1m0 BHKOPACTOBYIOTBCA.  HA. CKPMHIHTOBOMY. . Ta..BEpH(IKANINHOMY.  ETANaX - - - -

JOCIIIKEHHS], MaIOTh PISHUTHCS Mix cOBO0IO0.

3.V pasi suxopucramma 1T ckpuminrosuii Ta Bepubikariiiuumii erannm KoCIimKeHET
3MiHCHIOIOTECS B oqHOMY 303.

4. Kinekicts Ta nocnifornicts Buxopucranns MB ma pepudikariiinoMy etami 3anexuTs i
Toro, axuil THIL MB 3actocoBypaBcs wa CKpHHIHIOBOMY eTami (I BESBICHHS aHTATLN 1o BIJT



1/2 abo xomGinosanmit MB) Ta HaIeXHOCTI 0GCTEXyBaHOT OCOOH [0 IPYN BACENCHHA 3 PI3HAM
pissem nomuperocti BIJT-indexuii. J{ns wirouoBnx rpyn 3 pisneM nommpenocti BUI-indexmii
> 5 % Ha BepudiKaiiHOMy eTalni BHKODHCTOBYETECH OMuH MB, Ans Ipylr HACENCHHA 3 piBHEM
nommperocti BUI-indexnil < 5 % - nsa MB, npu3HadYeHuX mig BHSBIEHHS agTHTiN N0 BT 1/2.

5. Bei 3pasky, 1o Haniiimoy Ha Bepudikamiifiamii eTam, TeCTYIOThCA 3 BUKOPUCTaHHIM MB,
TPU3HAYCHAX I BHABICHHA aHTHTIN no BUI 1/2 (mepmuil minTeepipkyBansHME TecT), 3a
BHHSATKOM 3pa3KiB 3 ITO3HTHBHEMH pPe3yNBTATAMH BH3HAYCHHA TiILKM auturedy p24 BIJI-1 s
BHKOpHCTaHHAM kxomOiropagoro LIIT. MocmimKkeHHS TakMX 3pa3KiB 3AiMCHIOIOTECH BiNMOBIAHO
IO TPOLIEAYPH, OIIHCAHO] Y MIZNYHKTIL | IyHKTY 7 BOTO PO3ALTY.

6. Y pa3sl OTpHMaHHA HETATHBHOIO Ppe3YNLTATY MEpIIOro INITBEPIKYBAJIBHOIO TECTY
pllleEHA WIOAO NOJANBIIMX JiH samexuts Bix turny MB, mo BuKOpHCTOBYBaBCS Ha
CKPUHIHTOBOMY €Taili:

1) AKWO WA CKPMHIHIOBOMY €Talli JOCIi[KEHHS BMKODHCTOBYBABCSA KOMGiHOBaHmH MB,
3pa30K JIOCHIJKYEThCS 3 BHKOPHCTAHHAM iHmoro MB, mpi3HaueHoro 119 BHABICHHS aHTHICHY
p24 BIJI-1,

Y pa3i oTpuMaHHA [O3MTHBHOTO pe3yNBTATy JOCHLDKEHHS 3pasoK  JOJATKOBO
JOCTiMKYETECS ¥ TecTi Helirpanizauil agrtureny p24 BIJI-1. V pasi mizTBepokeHHsS HAsBHOCTI
antureny p24 BUI-1 y Tecri He#iTpanizanii mamaerbes J{oBimka mpo pe3ynbTard AOCTIMTKEHE 3
BUsIBIIEHHs! ceposoriuaux Mapxepis BUI (dopma Ne 503-10/0). Ocoby manpaenszors no 303 3
METOIO B3ATTA il Ha O0OmK, NpH3HAdYeHHS OOCTEKECHHA 3 BH3HAYCHHS pIBHA BipycHOro
HaBaHTaxeHHs BIJI-1 Ta jikyBaHHs.

Y pasi oTpEMaHHS HETaTHBHOIO pe3ylbTary BU3HA4YeHHS aHtureny p24 BIJI-1 ta/aGo B
TecTt Heifrpanizanii amtareny p24 BIJI-1 pesynbTaT miATBEpIKYBaIbHHX JOCHIIKEHB
BBXKAETHCSA HETATHBHYM, 3pa30K KPOBI PO3UIHIOETHCA K TAaKWH, MO HE MICTUTH CEpPONOTIYHHX
mapkepie BIJI, mpo mo mHagaerecs JoBimka Npo pe3yNbTaTH MOCHIIKECHL 3 BHABJICHHS
ceponoriyanx Mapkepis BIJI (dopma Ne 503-10/0);

2) AKINO HA CKPHHIHIOBOMY €Talli BUKOPHCTOBYBaluch MB, mpu3HadeHi AN BHUSBJEHHA

aaTrtin 0o BUJI 1/2 3a qonmoMoroio iHCTpyMEHTaNbHAX METOJIIB AOCIKEHES, Y pa3i OTpAMAHHS
HEraTHBHOTO Pe3yJIbTaTy NEpINOro HiATBep/UKYBAABHOTO TECTY KOXKHOTO pa3dy NPOBOISTHCS
JOCHiZKeHHA 3 BHKOPHCTAHHAM APYTOTO NiATBEPIKYBATEHOTO TECTY.

Y pa3i oTpuMaHHA HETAaTHBHOTO pe3ylbTaTy OpPYyrore MiATBepIKYBATEHOTO TECTY
PE3YNIBTAT [OCIJUKEHbP BBAXKAETHCS HETATHBHHM, IPO IO HajacThed JOBika Ipo pe3ynbTatd
JOCIiIKeHE 3 BUABIIEHHS ceponorignux Mapkepie BUJI (thopma Ne 503-10/0).

YV pasi OTpHMaHHSA IO3HTHBHOIO pE3YILTATY JAPYrOro IiNTBEPAKYBAIBHOIO TECTY
PE3yNbTaT AOCIIMKEHb BBAXKAETHCH HEBH3HAUEHHMM; 0CO0l PEKOMEHAYIOTH IPOHTH IIOBTOPHE
obcrexxenas gepes 14 mHiB, mpo mo Hagaerses JOBimKa Ipo pe3ynbTaTH AOCHIIKEHL 3
BUABJICHHS cepororivyamx Mapkepis BLJI (dopma Ne 503-10/0);

3) sxmo 3 BuxopuctagHaMm LT mna sugsnenns antutin g0 BIJI 1/2 Ha CKpHHIHTOROMY T4
BepudikaniifHoMy ertamax Oymo OTpPHMAHO JHUCKODAAHTHI PE3YIBTATH  JOCHiFKESHE
(ckpurirropmi [T - «mozuTHBHUILY, ni,uTBemeyBanLHHﬁ [T - «HeraTHBHANY), MIPOBOAUTEC

_ HOBTOpHE OOCTEKEHHS OCOOH 3 MOCMIZOBHMM BHKODHMCTAHHAM THX camux Hafivenysamp IIT,

[Ipy HOBTOPHOMY OTPHMAHHI JMCKOPIAHTHHX Pe3YNIBTATIB 0cOBi PEKOMEHIYETHCA nponm
noBTOpHE obcTexeHHs yepe3 14 qHiB, mpo mo HagaeThes JloBiaka Npo pe3ynbTaTy JOCHiIKEHb
3 BEABIICHHA ceponorigaux Mapkepis BUI (dopma Ne 503-10/0).

7. ¥V pazl oTpUMaHHSA TIO3HTHBHOLO Pe3YIBTATY HEPIIOTO IMiFTBEPMKYBAILHOTO TECTY
PiIEHHS MO0 TOAANBINAX AiH 3aeKUTE Bi KOgy abo IpAYHHH 00CTeXeHHS 0CO0H:



1) sxmo obereskyBana 0coba HaeXHTh IO KIIOYOBHX IpyN 3 piBHeM mommpeHocti BIJI-
indexnii > 5 %, 3pa30x po3MIHIOETLCS SK TAKHH, IO MICTHTE ceponoriugi Mapkepa BIJL, npo mo
HamaeTbess JIOBiZka UPO PE3YNBTATH JOCHKEHb 3 BHABIEHHS CEPOJOTIYHEX Mapkepis BIII
(dbopma Ne 503-10/0);

2) sxmo obcrexyBana ocoba HaIeXHTh [0 TPYN HACCIEHHS 3 piBHeM mormmmperocri BIJI-
indexwii < 5 %, 3pa3oK AOCHIIKYETHCA 3 BUKOPHCTAHHAM iHImoro MB /i1 BHABIEHHS auTHTIN
no BUI (apyrait minreepmxyBansumii Tect).

Y pasi OTpuMaHHA IO3HTHBHOTO Pe3yNbTaTy APYroro MiATBEPIKYBAJEHOTO TECTY 3PA3OK
PO3UIHIOETECH AK TaKHH, IO MICTHTB ceposioriuni Mapkepr BLJI, mpo mo mamaerbes Josinka
IIPO PE3YNBTATH JOCTIIKEHD 3 BUABIEHHS ceponoriuaux Mapkepie BIJI (popma Ne 503-10/0).

Y pasi OTpUMAaHHA HEraTHBHOTO pE3YNLTATy JAPYroro MiATBEPIDKYBAILHOTO TECTY
Pe3YNbTAT JOCTIZKEHE BBAXKACThCS HeBm3HaueHHM. Ocoll peKOMEHIyETheS MPOHTH IOBTOPHE
obcTexxenHs depes 14 mmis, mpo mo Hamaereesa JOBiAKa IpPo pe3yNBTaTH MOCHIIKEHB. 3
BHABNEHHA CepONOTiYHIX MapkepiB BUI {(hopma Ne 503-10/0).

8. ¥V pasi TIOBTOpHOTO 3BepHEeHHS ocobW uepes 14 ImiB MOCHIMKEHHS 3 BHSBICHHA
ceponorignux MapkepiB BIJI 3nilicrior0TECS BiIOBIAHO A0 eranis, BUKIaAeHHX y posminax II,
IIT uporo Ilopsanxy:

1) AKIDO OTPMMAHO HEBH3HAYEHI Pe3yJIBTATH ROCTIIKEHb i 4ac o6CcTexeHHs 0co6H Yyepes
14 nuie, i HajaOTh PEKOMEHMAIIO MO0 MOBTOPHOIrO O0CTEXEHHS depe3 1 Micamps, Tipo Imo
HajgaeThes JIoBiika npo pe3ynsTaTH NOCHDKEHb 3 BHABICHHSA CCpONOTigHMX Mapkepis BIJI
(bopma Ne 503-10/0).

JocnimKenHs 3 BHABICHHA ceponorignux MapkepiB BUI mim wac mOBTOpHHX 3BEpHEHB
3ALACHIOIOTECS BIANOBIAHO O erani, BUKIameHux y posmimax II, III nsoro Hopsaky. ¥V
BHIAAKaX, KOMM BCTAaHOBHTH BIJI-craTyc He MoXHA, BHKOPHCTOBYIOTH NOXATKOBI TECTH IS
BHSBIECHHS CIEMU(DITHAX GHTHTLT 0 OKpeMuX aHTareuis BIIT;

2) ZIomaTKOBL TECTH AN BUSRBIEGHHA CHCHUGIUHHX aHTHTLI OO0 OKpeMHx awrmrenis BIJI

~~BHKOPHCTOBYIOThES AN yrouseHuaBHI-crarycyy-BariTHuX - JKiHOK T -gac X JOBTOPHOTO

3BEpPHCHHA 4Yepe3 14 1HiB y pasi OTpHMAaHHS IO3HTHBHHUX pE3YJILTATIB CKPHHIHIOBOTO Ta
HEBM3HAYEHHX Pe3yIbTaTiB Bepudikaniiinux (WiATREPICKYBATIBHIX) JOCIIIKEHE.

9. PesynsTaTi AOCHIIDKEHB, 3a3HAUEH] ¥ JOBIALI PO pe3yabTATH JOCITIIKEHD 3 BHABICHHI
cepoyoriuanx Mapkepis BIJT (dopma Ne 503-10/0), BHOCATE 70!

dopmu nepeuHHOI obmixoBoi moxymentanii Ne 003/0 Ta/abo Gopmu nepsumHOi 06miKOBOT
moxkyMmeHTarii Ne 025/0;

(bopmu nepeuHHOL 06miKoBOT moKyMerTamii Ne 113/0;
dopMu nepruHHOI 00MiKOBOI KoKyMenTamii Ne 112/o.

10. Ocobi, sxa 6yma obcrexena na BlI-indexniro, Ha 1 BaMory J[oBiaKy Ipo pe3yiabTaTH
IOCHIFAKEHE 3 BHABICHHA cepoioriuaux mapkepis BII (dpopma Ne 503-10/0) Bupae mixyrodmii
nikap 303 abo inmmit npaniBHKK, BH3HAYeHHH Bi/noBinansauM 3a ii Bugauy 5 303.

e IV, BHKOPUCTAHHS AOMATKOBHX TECTIB oo oo e oo

1. JdonaTkoBHMH TeCTAMH Ha NiOTBepHKyBambHoMy erani ¢ MB, npusHaueni mis
BHABNIEHHA CHEUM(IMHHX aHTHTIN 1o okpemux aHTHreHie BIJI Merogamu iMymHOrO abo0
ninifinoro GnoTy.

2. HonatxoBi MB BUKOPHCTOBYIOTECS ¥ Tab0paTOpLIX:



AKIMO He MOKHA BCTaHOBUTH BUI-cratyc ocobi mix yac moBTopHOTO 3B8pHEHH;

ix yac o6cTexen s AiTel, Hapomkernx Bl [-nosurapauME MaTepamy, y Bini 18 micsuis i
CTapiie (3a HafBHOCTI MO3MTHBHUMX pe3ysBTATIB MONEPEHIX NOCHIKEHh 3 BHABICHHS
CEPOIIOTIYHHX MapKepis BIJI).

3. Pesynsratm HNOCTKEHb 32 HONOMOTOI0 IOJATKOBHX TECTiB PEECTPYIOTH Y Kypuam
peecTpanii 3paskiB, MO HaNiflUM AI1 NPOBEACHHS HiATREp/PKYBAIbHHX IOCHiDKEHb Ha
HAsABHICTE CEpOJOTiUHEX Mapkepis BIJI, Ta pe3ymbTaTiB HOCITIDKEHD (bopma nepruEHOL
obikoBoi noxymenTanii Ne 498-6/0, zaTBepmkena HakasoM Minicrepcrea OXOPOHH 3J0pOB’S
Yxpainy Big 05 keitHs 2019 poky Ne 794) (mani - hopma Ne 498-6/0), Ta y Kyprani MIPOTOKOJIIB
IIPOBEASHHS JOCILIKEHE JONATKOBAMH TecTamu (Gopma mepBHHHOT 0671iK0BOT JOoKyMerTAanil Ne
510-7/o, 3aTBepmKeHa HakasoM MiHicTepcTBa 0XOpoHH 370poB’s YKpais Bin 05 ksitesa 2019
poxy Ne 794) (mani - popma Ne 510-7/0). 3a pesynpraTamMu HOCHiZKeHb HATAEThCA JloBinKa mpo
pe3yNbTaTd HOCHIIKEHE 3 BUABIEH s cepororinnx Mapxepis BIT (hopma Ne 503-10/0).

4. Pe3ynsTaTH NOCIIUKEHb, 3a3HaYeni y 1oBiami PO PE3YNBTATH JOCHTIDKEHD 3 BUABRICHHS
cepoxnoriganx Mapkepis BIJI (hbopma Ne 503-10/0), BHOCHTSE 110;

opmu nepeHHHOL 061iK0BOT moxyMenTanii Ne 003/0 Ta/abo dopmu hepBHHHoT obnixoBol
moxymenTarii Ne 025/0; - _

(opmu mepBUHHOT 06miKOBOT HoKyMenTanil Ne 113/0;
thopmu nepBuHHOT 00JiKOBOT HoKyMenTarii Ne 112/o0.

3. Oco0i, sixa Gyna obcrexena na BlJI-indexuiro, Ha ii Bumory Josinky npo pesynsTath
JOCIIKEHD 3 BHABJIEHHS CEpOJIOriuHKX Mapkepis BUI (bopma Ne 503-10/0) supae mikyroquii
nixap 303 a60 iHmuii IpaniBHHK, BU3HAYCHUI BiIIOBI MaNLHUM 32 Ti Bujagy B 303,

V. llopsinok obereskenHs pireii na BIJI-indexuio

1. O6erexenns aitel pikom a0 18 micsm(is, Hapomxernx BIII-T03HTHRHEME MaTepsIME abo
XKiHKaM¥ 3 HeeigomuM BlJI-cratycom:

1) 3MIACHIOIOTECS 3 METOIO BU3HAYCHHS pH3uKy iHdikysamms BLJI Ta npwiHATTS pimeHns
IOJO IpPH3HAYEHHS AHTHPETPOBIPYCHUX NpenapaTiB mmd IpodiiakTukh nepemamus BIJT wix
Matepl A0 JUTHHH; '

2) mepure 00CTEXEHHA NUTHHH, Hapo/pKeHo! BIJI-O3HTHBHOK MaTip’o, IIPH3HAYAETHCH
ofipasy micist 1 HapooKeHHA. 3AilcHIONOTh 3a0ip KpoBi y AMTHHH, IHOOPMALIIO PEECTPYIOTH ¥
Kyprani peecTpaiii B3fTTA KpOoBi A1 MPOBEAECHHSA JOCIIDKEHHS HA HASBHICTH CEPOJIOIiUHHX
mapkepis BIJI (dhopma Ne 498-9/0) Ta pasom 3 HampaBneHHSM Ha TIPOBEIGHHS OOCTEKEHHS 3
BISIBIICHHS ceposioriunux Mapkepis BIJI (dopma Ne 249-7/0) 3pasox KpoBi BimIpaBnsioTs Io
nabopaTopil s MPOBEAEHHS JAOCIIDKSHHES 3 BUKOPUCTAREAM iHCTPYMEHTANBHYX METONIE;

3) mepme obCTeMeHHA IMTHHHM, HApoIKeHO! KiHkoo 3 HemimomuM BIJI-crarycom,
3MIACHIOIOTh 0fpa3y Wicis ii HapoJDKEHHS Y HONOroBoMy GyamHKY 3 BHKOpHcTamHsM I[UT.
Inropmanito npo JMUTHHY Ta pe3yNBTaT JOCTIKEHHS PeecTpyIoTs y JKypHani peecTparil B3sTrs
KPOBI T pEe3y/IBTATIB JOCHIIKEHb 3 BHABIEHHS CepONIOTidHuX Mapkepis BIJI 3 BHKopHCTaHHIM

WBHAKEX TecTiB (popma Ne 498-5/0). Hezanexxwo Bin pe3ynbTariB TecTYBaHHS, 3MIHCHIOIOTE

"3abip KpoBi y JMTHHH, iH(opMalilo peecTpyioTs y JKypHawmi peecTpamil B3ATTA KpoBi UL
TIPOBE/ICHHS NOCII/KEHHS Ha HasBHICTH ceponoriunux mapkepis BIJI (popma Ne 498-9/0) Ta
pasoM 3 HanpasjenusaM Ha npoBeleHHs 0OCTEXKEHHs 3 BUSBIEHHS CEPONOTIdHUX MapKepis BIJI
(bopma Ne 249-7/0) 3paszox KpoBi AMTHHM BiAUIPaBIIOTH AC NabOpaTOpii AMA TPOBELEHHS
HOCIiOKEHHS 3 BHKOPHUCTAHHAM iHCTPYMEHTAIBHUX METOIB,




4) JMOCHIDKEHHS 3pa3ka KpOBI MHTHHH 3HiHCHIOIOTH ¥ naboparopii BigmoBizHO IO
IpONeZlypH NPOBEACHHS CKPUHIHTOBOTO €Tamy, BHKIAACHOTO Y mianyHkrax 2-10 myHkTy 1
posniny II uporo Iopaaky.

V pasi OTpEMAaHHS TIO3UTHBHEX PE3yIbTATiB AOCHIIKEHHS AAUTHHEY HANPABIAITE 10 303
ITisi BCTAHOBJIEHHS Ha oOnik. Bepmdikamiitumii (niarsepmxyBansumil) eTan HOCHIIKEHb He
IIPOBOJTUTHCAL.

3a pesymbTaTaMH NOCHIUKEHb HamacThea JOBiAKa IOpO pesyIbTATH NOC/IIDKEHB HA
HasBHICTH CepoNoridnnx mapkepis BLJI 3paska kposi mutuad Bikom mo 18 micamis (dopma
nepBUHHOI 06ikOBOT nokymenTanii Ne 503-6/0, 3arBepiokena Hakasom MiHicTepeTBa OXOPOHH
3u0poB’s Yxpainu Bin 05 xsitaa 2019 poxy Ne 794) (nmami - ¢opma Ne 503-6/0). 303, mo
HAIPaBUB 3pa30K KPOBI JMTHHH Ha JOCHiUKEHHs, oTpuMye iHbOpMamilo Hpo pe3ylsTAaTH
JOCTiDKEHS, peecTpye ix y Xyprani peectpartii B3srrs KpoBi IS IpoBeACHHS AOCTiKEHHS Ha
HasgBHICTE cepoyoriunux Maprepis B (hopma Ne 498-9/0),

Pesyneratm mocmimkens, 3azHaderi y Hoiaui mpo pe3ynsTaTH JOCHiMKEHb Ha HAABHICTH
ceponorivuux Mapkepis BIJI 3paska xposi muTeHE BikoMm g0 18 micsauis (popma Ne 503-6/0),
BHOCATE JI0:

{opmu nepBEHEOT 00JIiKOBOT HoKyMenTalii Ne 113/o;
{popmu nepBRHEHOT 00IiKOBOT HJoKyMeHTanii Ne 112/0.

Ha sumory JloBinKy Ipo pesyibTaTH JOCHIMKEHL HA HASBHICTh CEPOSIOTIYHAX MapkepiB
BIJI 3paska kpori auTuHY BikoM Ao 18 Micanis (¢popma Ne 503-6/0) Bumae mikyiounit nikap 303
abo 1HIHHA IpalliBHAK, BU3HAYEHMH BIAMOBIAANTEHEM 34 i1 BHaauy B 303;

5) 3 Meroro parmHboi piarHocTakn BHI-indexnii quruny Bikom g0 18 Micsnis 00CTEXYIOTH
i3 3aCTOCYBaHHSAM MOJICKYIAPHO-TEHETHYHHX METOJIB NOCHiKeHHd. SIKMO AWTHHY HE 6yIo
0OCTEXEHO IPOTATOM IMepIHX 8 MiCANIB XKUTTA Ta Oiiblle, mepe MPU3HAYEHHIM 00CTeXeHHS i3
3aCTOCYBAHHAM MOJIEKYNAPHO-TEHETHYHMX METOZIB MOCNJDKCHHA 3pa3sok KpoBi JIUTHHH
TOCTIAXYIOTE BILIIOBIIHO O INPOLEAYPH NPOBENEHHS CKPHHIHTOBOTO €TANy, BHKIAAEHOTO

———y-mimmynKrax—2-10 wynxty 1 -pozuiny II-usoro - Tlopsanky: Y pasi OTpUMAaHHS MO3HTHBHHX

Pe3yNBTATiB  JoCTiKeHHs Bepudikamiifieuii (WigTBepIKyBaNbHMIL) eTam HOCTiXEHb He
HPOBOJSATE; JATHHY HAOPABILIOTH Ha 00CTEKEHHS i3 3aCTOCYBaHHIM MOJIEKYIAPHO--TEHETHIHAX
METOMNIB NOCITIIKeHHS.

3a pesynpTaTaMd JNOCHIIKEHb Hamaerscs JloBimka Ipo pesyisTaTH JOCILKEH: HA
HasABHIiCTEL cepoJiorianux Mapkepis BIJI 3paska xpoBi Inruan BikoM no 18 micauis (dopma Ne
503-6/0). 303, mo HampaBuB 3pa3oK KPOBi AHTHHK Ha ZOCHIKEHHS, OTPEMYE iH(OopMAaIio mpo
PE3yIbTaTH AOCHIIKEHD, peectpye iX y XypHami peectpauii B3aTTA KPOBi JUN IPOBECHHA
TOCIIDKEHHS HA HassBHICTE ceponoriunux Mapkepie BIJT (popma Ne 498-9/0).

PesyneTatu jocininxens, 3a3HadeHi y JoBiaui Opo pesyibTaTH JOCTIIKEHb Ha HASBHICTH
cepoxoriqaux Mapkepis BIJI 3paska kposi murunu Bikom xo 18 micaiis (Gopma Ne 503-6/0),
BHOCATH A0 ()opMH IepBHHHOI 00nikoBoi moxymenTamii Ne 112/0.

Ha Bumory ,HOBimcy TPO. Pe3yILTATH JOCHIJDKEHh HA HASBHICTE CEPOJIOI‘i'-IHPIX. MapKepiB

BIJI 3paska KpOBl JUTHHE BixoM 1o 18 micsmie (dopma Ne 503-6/0) BHnae nmyfoqnn Jmcap 303

-~abo IHMHAH TpalliBHEK; BH3HAYeHUE BiAToB namsmam 3a°ii sumady 5 303:
2. IIposexmenis obcrexxenHs Aitel BikoM 18 micsuiB Ta crapime:
1) obcTexenHs nited BikoM 18 Micsuis Ta crapime 34iiCHIOIOTS IIA:

ninreepmxenns BlJI-cratycy aitelt, Hapomxenux BUI-IO3HTHBHUME MaTepAMY;



BcTaHOBACHHA BlJI-cratycy mitaM, sxuM ymepire mpoBomuTecs obcTexkeHHs Ha BIJI-
indexmio.

O6crexenns xireit sikoM 18 MicsAuis Ta crapme He IPU3HAYACTEHCH, SKIIO MOJIEKYHAPHO-
IEHETHYBEMME METONaMH BiKe OTPHMAHO IBa abo Oinblle IMO3HTHBHEX PE3YALTATH IOCHiIKEHb
Ta IMTHHA oTpuMy€e APT.

Mot miprsepmxennst BlJI-cratycy miTaM, uapomkenum BUI-TO3HTHBEEMH MaTepsMH,
BikoM 18 wmicsuis abo crapme y 303 sgificaioroTs 3abip BeHO3HO! Xpomi, impopMamiio
peectpyroTh y AKypHam peectpanil B3STIA KPOBL ajs NpPOBEAEHHS NOCTIKSHHA HA HASBHICTD
cepoxioriviux mapkepie BUI (bpopma Ne 498-9/0) Ta pasom 3 HamparnerssM Ha IpOBEICHHS
oOCTeKeHHs 3 BHABJEHHs ceponorivamx MapxepiB BUI (bopma Ne 249-7/0) 3pasok Kposi
JUTHHH BIANIPABNMIOTE 10 [TabopaTopil Ui NPOBEAEHHS NOCHIIKEHHS 3 BHKOPHCTAHHAM
iBCTpyMEHTANLHUX METOMIB.

Y nabopatopii inpopManiio mpo DUTHHY peectpyiots y JypHani peectpanii 3paskis, mo
HafifnuM 1719 IPOBeICHH BepudikamiffHux H0CiIKEHD Ha HATBHICTE CEpOTOTIYHIX MapKepiB
B, ta pesynbraris nocrmimxers (popma Ne 498-6/0). 3pazok KpoBi JUTHHH JOCHIZKYIOTE 3
BHKOpHCTaHHsSM oxHoro MB. Pesynerarum nocmimxeHe peecTpyiote y JKypHami peectpamii
3pa3KiB, MO HAOHIUM [ NPOBEACHHL Bepﬁtl)iKaHiﬁHHX JOCHIIKEHE 3 BHABICHHS
cepoiloriynux Mapxepie BIJL, ra pesynbratie mocmimkens (popma Ne 498- 6/0) Ta y XKypuami
IIPOTOKOJIiB TIPOBENEHHs JOCIIDKEHb Ha HAasgBHICTH Ceposoriurmx Mapkepis BIJI ma Tect-
cucreMi (popma Ne 498-3/0).

Y pasi OTpEMaHHA HEraTHBHOIO pe3ynbTaTy Bepudixanifinux (uirrBepKyBaTBHMX)
AOCTI/DKEHb 3pa30K PO3IHIOIOTH fAK TAaKHii, IO He MiCTMTH ceposoriurux Mmapkepie BIJI. 3a
pe3yIbTaTaMH JOCIIKEHb HANAIOTH JIOBIAKY NP0 pE3YNBTATH AOCHiIiEHh 3 BHABICHHS
cepororiynmx Mapkepie BIJT (dopma No 503-10/0). Iopgamesmoro o6CTeKeHHS OHTHHA He
norpedye. .

Y pasi OTpUMAHHs IO3HTHBHOIO DPE3YNBTATY MiATBEPIKYBAILHAX OCIIKEHb 3pa3ok
,D;OC.J'Ii,[[H{yIOTB 3 BHKOPHCTaHHHM JOJIATKOBOTO Tecwy (iMyHHoro a60 niHiﬁHoro 6JIOT}’)

MPOBEHEHHA BepmblKamHHHx JOC)IJPKEHh Ha HAsBHICTD ceponormﬂnx mapkepis BIJI, Ta
pesyisTaTiB gocmimkens (dopma Ne 498-6/0) Ta y KypHami mpOTOKOMIB IIPOBENCHHS
JOCIIiKEeHb NONATKOBHMH TecTaMH (hopma Ne 510-7/0).

V pasi OTPHMAHHS NO3UTABHOTO PE3yJITaTy ACAATKOBOrO TECTY 3pasOK PO3LHHIOETECH K
TaKui, 10 MiCTHTE ceponoriugi Mapkepu BUL 3a pesyJbTaTaMH JOCHiDKEHb HanaloTs J{oBiaKy
PO Pe3yILTATH JIOCIIKEHD 3 BUABICHHS ceponoriynux Mapkepie BIJT (hopma Ne 503-10/0).

VY pasi OTpEMAHHS HEraTHBHOTO a00 HEBH3HAYEHOIO pPE3yNbTaly IOJATKOBOTO TECTY
obcTexenna AireHl TpuBae 3 NeploWUHIiCTIO pas Ha TpH MicaAui (3a MOTpebH) A0 NOCATHEHHSI
IwrHBM BiKy 24 Micami. 3a pesymeraramm AOCHiIKeHb HazaioTh J[OBIAKY IIPO pe3yJIBTATH
IOCHIIKEHE 3 BUSBIEHHA cepostorivHux Mapkepis BIJI (dopma Ne 503-10/0);

2) mns seranosnenns BlJl-crarycy mitaM y Bini 18 Micsuis Ta crapime, sxaM Bhepine
TPOBOIUTECS obcrexenns Ha BlIl-imbekiio, nocmimkeHHS 3AiHCHIOIOTH BiINOBINHO m0O
poa,zumB II, III uporo Iopsaxy;

ceponoritaux mapkepis BIJT (dopma Ne 503-10/0), BHOCATS 10 (opME TIepBHHHOI 067iKOBOT
JoKymeHTamii Ne 112/0;

4) ua Bamory JloBifKy Hpo pesynbTaTH AOCIIJKeHE 3 BUABJICHHS CEpOJIOTIYHHX MapKepiB
BII (dopma Ne 503-10/0) 3a pesynpraTamu o0CTe)XeHHS AUTHHE BHAAc JiKyroduii mikap 303
a0 IHNMi UpalliBHUK, BU3HAYCHUI BiIIOBI TaILHEM 34 iT Buaady B 303.

3) pe3yNILTATH JOCIIIKEHD, 3a3HAYeH] y I[OBmLu npo pesyJILTaTPI JOCTi/IEHE 3 BASBICHES



VI Inenrudikaniiinuii eran o6creskenns oco0u 3 mosuTusHHM BLJI-
CTATYCOM Yy pa3i B3ATTS Nif MeAHYHMIl Haria1 aGo mepex
npuzHadennsim APT

1. Ha inenTudikaniiiaomMy etamni yci ocobH, y ToMy 9ucii AiTH BikoM 18 Micarmis Ta crapie,
AKI MaloTh HOBIAKY NP0 MiATBEPIDKEHHS NO3HTHBHOIO PE3YNLTATY 3 BHABIEHHS CEpPOIOTIUHHX
mapkepis BIJI (JloBizka npo pe3ynbTaTi HOCTIIKEHD 3 BUABIEHHS CEPONOTIYHUX Mapkepis BIJI
(dopma Ne 503-10/0)), obcrexcyrorses mosTopio y 303 mepen BCTAaHOBNSHHAM Ha 067K abo
nepen npusHaveHdsm APT. SIkmo npoMbDKOK dYacy MiX OTpPHMaHHSM JOBIZKH IIpO
HiATBEPPKEHHA MO3UTHBHOTO PE3YIBTATY 3 BHABICHHA CEpoNOriunmnX mapkepis BIJI Ta BisuTom
0cobH y 303 3 MeTOO B3ATTA i MENHUHEI HATILA CTAHOBUTD:

HOHAJ OJIVH MiCALB - 0co01 MPU3HAYAKTE 0OCTEKEHHA 1A Yac IEPIIOro Bi3UTY;

MeHMIe HDX OJMH MicAlp - 0cobi npu3HAYAIOTs OOCTEXEHHS nepei upusnadenHamM APT.
ITizeTaBoro a5 B3ATTS KPOBi ZUI1 IPOBEACHHS ifeRTHbIKaniiHOr0 nocnimkenss € Josiaka opo
Pe3yIbTaTH JOCHiIKEHb 3 BHABJICHHA cepoloriunux Mapkepis BT (dopma Ne 503-10/0).

2. ObcrexeHHS 3MiHCHIOETECS 3 BUKOPHCTAHHAM JBOX PisHHX MB i BHABIEHHS aHTHTLN
no BIJIL:

I8 IHCTPYMEHTAbHHEX MeTomiB - MB, 1m0 BHKOPHCTOBYIOThCA y Jaboparopii mis
HiJITREPDKYBANBHIX JOCITIIKEHb;

o IOT  pmo3sBONSAETECA  BHKODHCTAHHS THX caMEX HaliMeHyBame MB, mo
BHKOPHCTOBYBANMCH Ha CKPHHIHTOBOMY Ta BephdikamiiiHoMy eTamnax.

3. InenTmbixanifinmit eranm mocHijpKEHHS HPOBOAMTBCH K OE€3MOCEPENHBO 3a MicHeM
3BEpPHCHHS 0cOo0H IS B3ATTH Ha 00MIK, TAK 1 Ha 6asi aGopaTopii:

1) y pasi 3nificHeHHS FOCTiTKeHHS MiNbHo] KpoBi 3 BukopuctanuaM [T y 303 3a micuem

3BepHEHHs iH(poOpMaUilo mpo ocoby Ta pe3ynbTaTH AOCHIDKCHE peecTpyloTh v JKypmami

peecTpanii B3ATTA KPoBi Ta pe3yapTaTiB JOCIIHKeHE 3 BUABIEHHS cepoyoriunux mapkepis BUI 3

T BHKOPHCTAHHAM IIBHAXHX TecTiB (Popma Ne498-5/0);

2) ¥ pasi BinmpaBIeHHS 3paszka kposi 1o naboparopii iHdopmaliio mpo ocody, aka Gyna
HallpaBJIeHa Ha ineHTH(IKANiHHE OCTiIKEHHS, Ta pe3yNpTaTH JocaimkeHHs ¥ 303 peccrpyioTs
y Kyprani peecTpanii B24TT4 KpoRI /IS NPORSISHHA JOCTIPKSHHS HAa HAABHICTh CEPOIOTiUHHK
mapkepie BIJI (dopma Ne 498-9/0). 3pasox kposi 3 HampaBieHHAIM Ha IIPOBEACHIA
imentudikamiiinoro obcrexxerHs (popma nepBHHHOI 06mikoBoi mokymentaumii Ne 249-6/o,
3aTBEpIPKEHA HakazoM MiHicTepcTBa OXOPOHH 3J0por’s Yxpaiau Big 05 keiTHa 2019 poky Ne
794) (mani - hopma Ne 249-6/0) BiAnpaBnMIOTH A0 MabopaTopil [T POBENSHHS NOCTIKEHES;

3) y nabopatopii iHdopmaiio mpo ocoly Ta pe3ynbTaTH JOCHIKEHb DPEECTPYIOTH Y
Ayprani igertHdikanifiHoro oOCTeXEHHS Ta pe3ybTariB mocimimkeHHT ((hopMma IEepBHHHOL
obmikoBol moxymenTanii Ne 498-8/0, 3aTeepmkena HakazoM MiHicTepcTBa OXOPOHE 31(0pOB’S
Vxpaiag six 05 xeitas 2019 poxy Ne 794) (mani - hopma Ne 498-8/0) Ta y XKypHami npoToKoiB
IIPOBEICHHS TOCTiKeHb Ha HagBHICTh ceposiorignux Mapkepie BIJI na Tect-cucremi (hopma Ne
498-3/0) y pasi 3acTocyBaHHA IHCTPYMEHTANLHHX METOHNIB jmociijoxenus abo y Xypmam

e ... PEECTPALIT B3STTH KPOBI T4, PE3YNBIATIB JOCIIKEHb 3 BHABICHHS Cepooriunnx Mapkepis BUI3 .

BHKOPHCTaHHAM IIBHAKKX TecTiB (Gopma Ne 498-5/0) y pazi 3actocysamas I1IT.

4. TliprBeprxennsM daxrty iedixysanns ocobm BUI Ha igeHTHOikanifiHoMy erami €
OTPHMAHHS IBOX IIO3HTHBHHX De3yILTaTiB IOCHiMXKeHb 3 BHKOpHCTaHHSM pisaux MB. 3a
pesynpTaTaMM JOCHiIKeHh HamaeThes JIoBinka Ipo pe3yNIbTATH JOCIHIKSHb 3 BHABJICHIS
ceponoriunnx Mapkepie BIJI {(popma Ne 503-10/0).



5. OTpuMaHHS HBOX HETaTHBHEX PEe3YNIBTATIB JOCTIKEHD 3 BHKOPHCTaHHAM pizHMX MB
CBIIYMTE PO HNOMHJIKH Ha HOIEPENHIX eTamax OGCTEXEeHHS ocobH Ha BIJI-indexniro. Ocoba
BBXKACTLCH HEIH(IKOBAHOW, NPO IO HajacTses JIORIKA TIPO pesynbTaTH AOCHIUKEHb 3
BHABJICHHs cepororianux mapkepis BIJI (hopma Ne 503-10/0).

6. Y pasi oTpuMaHHs JMCKODAAHTHHX Pe3yILTATIB AOCIIDKEHD 3 BHKODHCTaHHAM Pi3HHX
MB ocoby manpaBmaiore Ha obcTexends ma BLI-indexuino BixmogiZHO mO mpouexdyp,
BHKIageHux y posainax II, III msoro IMopsaxy. Y Takomy pasi Takox HamaeThes HoBinka mpo
Pe3yBTATH KOCIIKEHD 3 BUSBIEHHS cepornoriunnx Mapkepis BIJI (bopma Ne 503-10/0).

7. ko B 0co0H MixTBEPIKEHO JIHIIE HATBHICTH aHTHIeHy p24 BIJI-1, Npo IO 3a3HAYEHO
y JoBitui mpo pesynsTaTH INOCHIKEHb 3 BUABIEHHS CEPOIOTIIHEX mMapkepiB BIJI (chopma Ne
503-10/0), mocnimxennsa Ha inenTH}iKaNiHOMY eTari IPOBOAITECA TAK:

SKUJ0 MPOMDKOK 49acy MDK OTPHMEHHSM MOBiIKH IIPO IiATBEP/UKCHHS IIO3HTHBHOIO
PE3YNbTATY 3 BHsABNEHHSA aHTHTERY p24 BIJI-1 Ta Bisutom ocobm y 303 ms B3STTA Ha 06K
CTAHOBHUTE ITOHA)( OJMH MICALB, 0000i IpH3HAYAETECA 00CTENEHHS 3 BHKOPHCTAHHAM 180X MB
IS BUSIBJICHHS aHTHTLI 1o BIJT;

AKOAI0 JIPOMDKOK YaCy MiX OTPHMAHHAM JOBiZKH NpO HiATBEPIYKEHHS MO3HTHBHOTO
pesynbTary 3 BHABNCHES aHTHreny p24 BIJI-1 Ta BisHTOoM ocobm y 303 [umt B34TTS Ha 00K
CTAHOBUTL MEHIIC HIK OIMH MiCALD, 0CODi MpH3HAYAETHCH OBCTEXNEHHS 3 BH3HAYEHHs PIBHS
BipycHOro HaBaHTaxeHHs BIJI-1. Ilicia OTpUMaHHS pe3yNbTaTy DOCHIIKEHHS 3 BUIHAUCHHS
piBBA BipycHoro HapantTaxenus BIN-1 ocob6i xomatkoso NPH3HAYAETHCS OOCTEXEHES 3
BUKOPHCTAHHAM ABOX MB mis pusenenns amtmtin o BUI 3 MeToo mixrBepmxenus
cepoxonsepcii. Ilincrasoro aas B3ATTs Ha obnik € JloBinka mpo pesyIBTATH HOCITIDKEHD 3
BHSIBIIEHHS cepororiynmx Mapkepis BIT (Gopma Ne 503-10/0).

8. Pesynbrar mocnmimkeHHs, 3asHadenuit y JOBiMI Ipo pesymETaTH JNOCTIMKEHSs 3
BHSBIIEHHS Ceponorianux Mapkepis BIJI (hopma Ne 503-10/0), BHOCHTBECS 0:

(opmu nepBEHHOT 06niKOEOT moxyMmerTamil Ne 003/0 Ta/abo (opMH nepBHHHOI 00MIKOBOT
noxyMeHTarii Ne 025/0;

(opMu mepBuHHOT 06IiKOBOT HoxymerTamii Ne 113/0;
(opmu nepruHHOT 0GNiKOBOT MOKYMerTaniT Ne 112/0.

9. Ocobi, sxa Gyma obcrexena Ha BlJI-indekmuito, na ii Bumory JoBiaxy TIPO Pe3yJIHTaTH
JOCIIMKEHE 3 BUABNEHHS ceponoriunmx mapkepis BIJT (bopma Ne 503-10/0) Bupae miKyroumit
nmikap 303 abo inwuit npaniBHIK, BE3HAYEHHH BiMTIOBiNansHIM 34 1T BHgauy B 303.

VIL Ilopsaok B3s1TTs, 30epiraHHsl Ta TPAHCIIOPTYBAHNS 3Pa3KiB s
NPOBENEHHSA A0CigKeHb

1. Jins 3abopy 3paskiB KpoBi, MO TPAHCHOPTYIOTECS MO NabOpaTopii, BHKOPHCTOBYIOTECS
pi3Hi THITH BaKyyMHHX IIPOGIPOK 3aKpPHTOrO THITY 06°€MOM He MeHIme Hix 5,0 MiL:

TMpoOIPKH 3 aKTUBATOPOM 3TOPTAHHS,

npoOipKH 3 aKTHBATOPOM 3TOPTAHHS Ta PO3JLTIOBANEHAM relieM,

* mpobipku 3 anTuKoarymsaTOM K2 (860 K3) EJITA.
2. TepMin ocTaBKy 3paskiB 10 JalopaTopii 3aIeXuTh Bif THIY HpOGipKH:
IIPOTSTOM 24 TOAMH - Y pasi BUKOPHUCTaHHA POGIPOK 3 AKTHBATOPOM 3rOPTAHH,

nporaroM 48 ropuH - y pasi BUKOpHCTaHHS NPOGIPOK 3 aKTHBATOPOM 3rOPTAHHS Ta
posHimoBanbEuM TeneM (y Takomy pasi Iepef BiANpaBTEHHSM A0 NaGopaTopii 3paski kposi



nenTprdyryoTs nporaroM 10 xsumam (1300-2000 g) 3a Temrepatypu 18-25 °C); mpobipok 3
anTaxoarymsnroM K2 (abo K3) EXTA.

3. Ho nepemamma jpo nabopatopii BakyymEi mpoGipx: 3 KpoB'10 30epiraroTecs 3a
Temneparypu 2-8 °C.

4.V pasi HEMONUTHBOCTI CBOEHACHOT JOCTABKH 2pa3kiB KPOBi X0 BiAMOBimHOL nabopartopil
IIPOTArOM BH3HAYCHOTO 4Yacy 3pa3’oK CHPOBATKH ab0 IMa3sMH KpOBi roTyeTbes INBIXOM
neHTpHdyrysanns mpotarom 10 xsmmma (1300-2000 g) za Temuepatypu 18-25 °C. Jns
OTPHMAHHA CHPOBATKH IEPES ueHTpmbyryBaHHﬂM KPOB BHTPHMY€THCS 30-60 xBunuH. 3pazku
CHpOBATKH a00 IUIaSMH KpOBi IIepeHOCATH y ITACTHKOBI Npobipkd 3 KPHIIKOIO, IO
3aKpydyerbes, 06’emom 1,5-2,0 MII 3 BUKODMCTAHHAM OTHOPA30BHX IUIACTHKOBHX NIMETOK (i3
po3paxyriy 1 mimerka wa 1 3pasok) Ta 3Gep1ra10TLca 3a Temmeparypu 2-8§ °C, sxmo
HociJpKenHs GyayTh NpoBefeHi opoTsrom 7 aHiB, abo 3aMOPOKYIOTECS 38 TEMIIEPATYPH MiHYC
20 °C.

5. TpaucmopryBaHHs 3paskis KpoBi jo naGoparopii 3AIMCHIOETECS Y IUIACTHKOBHX
KOHTeHHepax, CTIHKAX 70 Aii ne3iHdeKTaHTIB, y CyMKax-XONOMMIBHAKAX, YKOMILIEKTOBAHUX
XOJIOJOBUMH areHTamd A7 3abe3nedeHHS YMOB TPAHCIOPTYBaHHA He Buue HiK 8§ °C Ta
TEPMOMETpaMH Uil  KOHTPOJIOBAHHS TEMIIEpATYpH Mif dac TpaHCOOpTyBaHHE. Ha mHO
IIIACTUKOBOTO KOHTeHHepa KITANEThCs ITOTTTHHAIOYHH MaTeplaJI (MapieBa CepBeTKa, TKAHHHA
Tomo) Juisi TOTIMHAHHS PiMHK y pasi Mpomurts 3paskis. Ilin wac TpascHOpTYBaHEs 3paskis
LiN6HOT KPOBi He JOMycKaeThes Ge3mocepeHii KOHTAKT IPofipoK 3 XONOZOBUMH arenTaMm. 1Tix
4ac TPAHCIOPTYBAHHSA 3aMOPONKEHMX 3pasKiB CHpoBaToK abo mmasMu Kpoei 3aGesmedyeThes
IITBHAH KOHTAKT HPOOIPOK 3 XOJIONOBHMH AreHTaMH JJIs YHUKHEHHS POIMOPOIKYBaHHSL.

6. HampasJieHns Ha 11poBeeREs JOCIIJOKSHHS IAKYIOTECS OKPEMO BiZ poBipok. Ipobipxa
31 3paskaMu MaloTh GyTH IIPOMAPKOBAHi BiMOBIAHO 10 HATIPABICHE. 3abopoHsaeTECA 00ropTaTH
IpoOipKy HANPABICHHSIM.

7. TpaHCHOpTyBaHHﬂ 3pa3KiB IiNBHOI KPOBi, CHDOBATKH, INa3MH y MeKax naboparopii
(303) 3mificHioeThes y BepTHKANBHOMY IIOTIONEHH] y mpolipkax 3 I{pPIIHKaMI/I y mTaTHBax,

,,,fp03M1U.IeHHX7y7HJIaCTI/IKOBHX KOHTCI’IHGPB.X S3-KPpRIIKOK.——— - I

8. lligroroBka 3paskiB nna mocnilpkeHHs y naGoparopii s3mificHROETbCS y  wiTKiH
BiANOBiAHOCTI f0 iHCTPYKNIT i3 3acTocyBanHs MB.

9. 3pasku Kposi, mo Hamilnum mo naGoparopii HA HiATBEpKYBAIBHWH eTam, Iicis
TMPOBENEHHS MOCIIIKCHE 30€piraloThed MPOTATOM OAHOTO POKY ¥ MOpPO3MIBHIN Kamepi 3a
TeMiepaTtyps MiHy¢ 20 °C y mIacTHKOBHX npoﬁlplcax 3 kpHmKaMu. [licns 3akiHuenns TeleHy
30cpiraHHs 3pasKd 3HE3APAKYIOTECA Ta YTHNI3yloThcs. TepMin 36epiramHs 3paskie 3
IO3HTHBHHAME pe3ylbTaTaMy anBemeyBaﬂLHHx OOCIIIKEHE MOXeE OyTH mozmoBxeHHI; Taki
3pasku 30epiraloThes 3a Temmeparypu Miyc 70 °C mpoTarom 5 pokis.

10. Inpopmanito mpo 3pasku, Imo 36epiratoTses y maGopaTopil micus IPOBENEHHS
TH ITBEPIKYBAIBHHX JOCTIIDKEHb, BHOCATE 10 JKypHany peecTpartii 3paski, 1Mo Hamifmmwm s
IPOBENSHHS MATEEPDKYBATBHAX JOCIIDKEHD HA HASBHICTH ceponoriunmx Mapxepie BIJI, Ta
pesynbTaTie gocnimxers (popma Ne 498-6/0).

__ VIIL Bumoru g0 36epiranust MB Ta yMOB npoBeJeHHs JOCMIUKeHb

1. ¥ei MB, npusnaueni ams sacTocypadss, MarOTe OyTH TpancmopToBadmi mo 303 is
3a0€3NeUCHHAM YCIX BHMOT, BHKNAZICHHMX B IHCTDYKUil BHpOOHHKA IO iX 3aCTOCYBAHHS, IJist
3abe3nedeHHs HimicHOCTI Ta HeyiukomkeHoeTi MB.



2. Yei MB, mo manxomare o 303, peectpyiors y KypHani o6mixy MmemraHux BHpOGiB
(bopma meprunHO] 06miKOBOT HOKyMeHTamii Ne 510-4/0, 3aTBepkeHa HakasoM MinicrepcTsa
OXOPOHH 310pOB’s YKpaitm Bift 05 xpiTHst 2019 poky Ne 794) (mami - popma Ne 510-4/0).

3. Iix vac otpumanns MB simnoBinassa ocoba naboparopii/303 mosrHHa:
NEPEBIPHTH LiMiCHICTE YIAKOBKH, BiANOBIAHICTS MAPKYBAHHS T4 AAPECY JOCTABKH,
3alIOBHHTH JOKYMEHTH Bi[IIOBIJIIO JO BUMOT IIOCTAYAIbHHKA,

3poOUTH KO0 AOKYMEHTALIT IS IIOAANBIIOro 36epirat s,

3aIOKyMEHTYBAaTH iH(popManio npo MB i3 3a3HauerHM:

Ha3zpu MB;

cepii MB (y ToMY umciii JIs BCIX KOMITOHEHTIB, AKIIO cepii BiAPI3HAIOTECS BT 3a3HA9EHOTO
Ha 30BHIIIHIH YIIaKOBII{ TECTOBOIO KOMILIEKTY);

IaTH 3aKiHYEHHS TepMiHy IPHAATHOCTI.

4. MB neoGxigHo 36epiraTi 3a TeMIepaTypH, BE3HAYEHO] BUPOGHHAKOM, T4 BHKOPHCTATH HO
3aKiHYeHHs TepMiHy IX OpUIaTHOCTL, 3a3HAYEHOT0 HA YIIAKOBKAX.

5. Slkimo makeT 3 TecTOBHM HaOOpOM BIZKpHTHH 1 KOMITOHEHTH Habopy MOXyTb
TIOHOBIIIOBATUCh, PEAreHTH MAKTh OyTH MapKoBaHI i3 3a3HAYEHHAM BifOBITHOT MATH, KOJH TOM
abo innmi koMnoneHT Habopy OyB Binkputuit, MB 36epiratorscs Ta BHKOPHCTOBYHOTECS 3TiAHO
3 BUMOTaMH, BU3HAYCHHMY IHCTPYKIiAMM i3 3acTOCYBaHHS. 3a60pOHEHO BUKOPHCTOBYBaTH MB
MiC/Is 3aKiHYeHHS TepMity IpHAATHOCTI.

6. MB koxworo maitmenypamms Ta/afo kool HOBOT cepil B naGoparopii/303 TECTYIOTE

AN OTPHMAHHA IINTBEPIKEHHS TOTO, LIO YMOBH TPAHCIOPTYBAHHA Ta/abo 30epiramms He

BIUIMHYTH HA IPOAYKTHBHICTH NeBHoro MB, mig wac BHKOPHCTaHHI 1mporo MB
3a/l0BONEHAIOTECA BHMOTH M0N0 3a0esmeyends HOro eXCIUTyaralifHuX XapakTepucTHK. s

TeCTyBaHHZ MB BHKOPHCTOBYIOTH 3pasKké CHpPOBATOK a0 ILIasMH KpOBi, B SKHX Oyna

———~HIATBEPUKCHA HAjABHICTE CepoNoridaux Mapkepis BIJL, Ta meraTupii 3pasii. JOCHiDKCHES Mae
6yTH BUKOHaHO y Toumii BignosinHOCTI K0 iHCIPyKUil BRpO6HUKA i3 3acTocysanHs MB.

Pimenms mozo nopansmoro sukoprcranss MB npHitMAaeTECS BiNUOBIAHO X0 OTPHMAHHX
3a/I0BITBHUX DE3yNBTATIB TECTYBAHHS - PE3YNLTATH AOCIIIKEHHs HEraTHBHHX 3Da3kiB MAroTh
OYTH HETaTHBHHMHE, & Pe3yJIbTATH JOCITIPKeHD 3pasKiB, IO MiCTATH ceponoriuni Mapkepa BLJI,-
UO3UTHBHAMHE. Y pa3i OTPHMAHHA HE3aJOBITBHEX Pe3yNbTaris naGopaTopin/303 He MOBHHHA
BAKOPUCTOBYBATH Leit MB 10 3’5iCyBaHHS NPHYHH HEBIANOBITHOCTI OTPMMAHHX PE3YIBTATIE.

Koxxna naboparopis/303 Mae 3a10KyMeHTYBaTH nponeaypy TecTyparus MB Ta OTpUMaHi
PESYNBLTATH UL JOKYMCHTANLHOTO MiATBEPKEHHS HPOBEAEHOT pOBOTH.

7. Xomomuneuuky, ne 30epirators MB, MaoTe OyTH YKOMIIIEKTOBaHi TEPMOMETPOM.
Binnosinanena ocoba 3/iifCHIOE peecTpaniio TeMIeparypy Ha TIOYaTKY T4 ¥ KiHii poGoworo mus,
pobuTs 3amcn y Xyprani peectparlii TeMIepaTypHOTO PeXAMY B XONOAMIBHHAKY (MOPO3UIBHIH
xamepi) (popma Ne 498-10/0). Ha KoKHHH XONONHNBHMK 260 MODO3MNBHY KaMepy L
36epiranas MB odopMIoeTsCA OKpeMuit xKypHAI.

8. Ilpumimenns, xe 30epirarorscs 1T, Marorh GyTH yKOMIITEKTOBAHI TEPMOMETPOM T4
rirpomeTpoM. BimmosimamsHa ocofa 3jilicHioe peecTpalliio TeMmepaTyp: Ta BOJIOTOCTI Ha
MOYATKy Ta y KIiHII po6Godoro ims, pobuts 3ammen y JKypmani peecrpauii Temmepatyps Ta
BINEOCHO] BONOTOCTI y MpuMimenHi (jopma mepBrHHOT 06/iKOBOT MOKyMenTamii Ne 510-5/0,
3aTBep/DKeHa HaxasoM MiHicTepersa 0XopoHE 370pos’s Ykpainu Bix 05 xeitha 2019 poxy Ne
794) (mani - hopma Ne 510-5/0). Y pasi HeMOXIMBOCTI 326€3MEURTH IHATPUMAHHS CTAGLILHOTO



TEMIICPATYPHOTC PeXMMY B IpHMimeHH] e 36epirarotsca LT, ix 3GepiraioTs y xonoaunsHEKy
3a TeMIIepaTypH, 3a3HaYeH0l B IHCTPYKUil i3 3acTocyBanus MB,

9. V npuamimeHHsX, ge 6e3Nocepe/NBO  3MIHCHIOIOTECS HOCTIJKEHHS, 3a60poHEHO
BHKOPHCTOBYBATH Ae3iH(iKyBambHi 3acobH, MO MicTITE CIIOTYKH XJIOPY abo NIEPEKACY BOIHIO.
OnpomiHtoBasig 6aKTepHnH,uHHMH T2 KBapUOBUMH JaMOaMH 3IIHCHIOETCH MICHA 3aKiHYEeHHS
poGoTH 31 3paskamMH KpoBi 3 HOZATBIIMM [POBITPIOBAHHAM HPHMILIEHD.

10. TlpumimenHs, Oe UPOBOOATECE HOCHIMKCHHS, MAIOTh OyTH YKOMIUIEKTOBaHL
KOHTCHHepaMH, NPU3HAYCHHMH Ui YTHIZanii rocTpHX HpeaMeTiB, GiOJOTIUHWX BiZXORIB Ta
BIIXOJB, 110 HE MaJIH KOHTAKTIB 3 OTeHI{iNo indexiam MaTepiaom.

11. JTng crarpapTu3anil yMOB [IpOBEAEHAES OCIi IKEHE:
TeMIEpaTypa y NPUMILIEHH] labopaTopii Mae 6yTu cTabinsHoo y Mexax Bix 18 no 30 °C;

TEMIEPATYpa ¥ IPUMINIEHHSX, /e 3AIHCHIOETECS TECTYBAHHS 3 BAKOPHCTAHHAM IOT (y Tomy
uHcHi B yMoBax MoOiTbHOT aMGynaTopii), Mae 6yru craGimsHOI0 y Mexax Bix 15 mo 30 °C,

12. TIpumimeHHs, ne 3OIHCHIOIOTBCA JOCHIIKEHHS, MAIOTE 6yTH YKOMILIEKTOBAHI
TEPMOMETDOM Ta rirpoMetpoM. Binnopinansna ocoGa 3mifiCHIOE peecTpaiiio TeMIepaTypH Ta
BOJIOTOCTI Ha TMO4ATKY TA ¥ Kigii poGogoro nust, pobuth sammcn y JKypHani peectpanuii
TeMIepaTypH Ta BiHOCHOI Bosorocti y npuMimenni (Gopma Ne 510-5/0).

13. JocnimpxeHHs 3/(HCHIOIOTECS BIANOBIAHO 10 OOPSIKY Ta MOCHIAOBHOCTI, BHKIIAIEHHX B
IHCTPYKIUIT i3 3acTocyBanHs MB, Ta y Mexax BU3HAYEHOTO CTPOKY iX IPHIATHOCTI.

14. 3a6opoHerH0 MPOBOWTH AOCIIPKEHHS 3 YaCTKOBO 3TOPHYTOIO KPOB’I0, TeMOIIi30BAHHME
Ta JIEeMITHEMH 3pa3KaMH.

15, ITicaa 3aximuenns poGoTH po6odi MOBEpXHi, PYYKH XONOMMILHHKIB, O3ATOPH TA BCI
IPEMETH, IO KOHTAKTYBANH 3 MOTEHMINHO iHbexmifiHuM MarepianoM, 3HesapaxyroTscsa 70°
cnapToM a0o iFHIMM uesthbiKyBanLHHM PO3YMHOM, IO HE MICTHTE CIIOIYK XJopy abo TEPEKHCY
Bozxmio. Obpobka mpunazis 3iHCHIOETHCS BIAMOBIHO IO BHMOT, BHKIANCHAX B IHCprKI_Ill 13 ix

-3aCTOCYBAHHM. - : - e ——

16. OmuH pas Ha Micsub 3iCHIOETBCA IPOMHBAHHS NPOMHBAYa ILIAHIIETIR (BOMeEpa)
PO3YHHOM CHUPTY (KOHUEHTPAWIO CIIHPTY Ta PEXKHM 3a3HAYEHO B IHCTPYKIT i3 3acTOCYBaHHS
npHiagy), npo Imo poburbes BimmoBimmmi sammc y Kypmami peecrpanmii mpoBemeHHs
npodinakTHYHOl NpoMHBKE Bolepa ((opma nepBuHHOT o6mixoBoi moxymerTamii Ne 498-11/0,
3aTBEP/DKeHA Haka3oM MimicTepeTra OXOpoHH 300poB’s Ykpainu Big 05 xpitas 2019 poxy Ne
794). 3alopoHeHO NpOMHBATH  KaHauW  BoIlepa  Ae3iHQIKYBATEHMMH  po3YMHAMH
(xnmopoBMicHEME ab0 TAKMMH, IO MICTATH IEPEKHCHO-BOAHEB] CIOMYKH).

IenepannHUil THpEKTOP
AupexToparty rpoMaacsKoro :
3gopoB’ss MO3 Ykpainn A. Cxinanncpkniy




