Jlonmatok 1

1o [HeTpykiii moao npodinakTuKu
Ta 60pOTHOU 3 OITyTAaHTOM
(kaTtapanbHa JTMXOMaHKa OBEIb)

(nyuktu 4, 6, 7 Po3ainy VIII)

YMoBHM nepeMillleHHS TBAPUH Ta iX peNpoIyKTHUBHOI0 MaTepiaay

I. YMoBH nepeMilieHHsi TBAPUH

1. KommereHTHUI1 opraH J03BOJISIE TMEPEMILICHHS TBAapHH, SIKIIO MPOTATOM
yChOT'0 MEPIoly TPAHCHOPTYBAHHS JI0 MICIS MPU3HAYCHHS TBAPUHM 3aXMILEHI BiJl
BEKTOpa OJIyTaHTy Ta BUKOHYETHCS HOHAWMEHIIIE OJHA 3 TAKHX BUMOT:

1) IpoTsirom 60 AHIB TIepes BiANpPaBICHHSIM TBAPUHU TOBUHHI YTPUMYBATHCh
y 30HI, CE30HHO-BUIBHIM Bij] OJIyTaHTy, Ta HE paHillle HDX 3a CIM JIHIB Tepen
BIJIMIPABICHHSAM TIaBaTUCh JIaTHOCTUYHOMY JOCHIDKEHHIO Ha BUSBICHHS
30yqHUKa OJyTaHTy 13 HETraTUBHUMHU pe3yJibTaTaMU. 3a3HayeHe JOCIIIKEHHS
NOBUHHO OYyTH MpOBeACHUM BimoBiaHO A0 BuMmor MED.

[IpoBeneHHsT JIarHOCTUYHOTO JIOCHIJDKEHHST Ha BHUSBJICHHS 30yAHUKA
OJiyTaHT'y HE € O00OB’S3KOBHUM, SIKIIO €MiJeMIOJOTIYHA 1H(pOopMaIllis, OTpUMaHa 3a
pe3ylbTaTaMd  3aCTOCYBaHHS MOHITOPUHTY Ta CIOCTEPEKEHHS IPOTATOM
I[OHaliMEHIIIE OCTaHHIX TPbhOX POKIB, JI03BOJISIE BCTAHOBUTHU TEPiOj, CE30HHO-
BUTBHUU B1Jl BEKTOpa OyTaHTy, BUusHaueHoro y Jlomatky 2 mo miei [HcTpyKiii.

2) Iporsirom 60 mHIB mepes BiaNpaBICHHSIM TBApUHH YTPUMYBAIHCh B
TrOCIOIAPCTRI, 3aXUIIICHOMY BiJl BEKTOPiB OJyTaHTy, BU3HaYeHoro y Jlomatky 3 10
i€l [HcTpykiii.

3) Ilepen BiAmpaBicHHSAM TBApUHU IOBHHHI YTPUMYBATUCh Y 30HI, CE30HHO-
BUIbHIA BiJ OJIyTaHTy, MOpOTSIrOM Iepiojly, CE30HHO-BUIBHOTO BIJlI BEKTOpa
omyTanry, BuzHaueHoro y Jlogatky 2 mo miei [HCTpyKIii, mpoTsIromM moHaiMeHIIe
28 AHIB Ta MPOTATOM 3a3HAYEHOTO MEpioy TBAPUHMU MOBUHHI IMIJJaBATUCH

CEPOJIOTTYHOMY JOCIII)KEHHIO Ha BUABIIEHHS aHTUTLUI JIO BIPYCHOI IpynH OJyTaHTy
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13 HETaTUBHUMH pe3yJbTaTaMU. 3a3HA4yeHE MOCIIKCHHSI TIOBUHHO IMPOBOIUTHCH
BinnmoBinHo 10 BumMor MEDB Ha 3paskax, BimiOpaHMX BiJl TBapuH MPOTITOM
noHaliMeHie 28 AHIB TICIA 3aBEpIICHHS NEPioay 3axUCTy BIJ aTaKk BETOPIB
OmyTanTy ab0 3aBEpICHHS MEePIOAY, CE30HHO-BIJILHOTO Bl BEKTOpa OIyTaHTy.

4) Ilepen BianpaBIICHHSAM TBApHHH MMOBUHHI YTPUMYBATHUCh Y 30HI, CE30HHO-
BUIBHIN BiJ OJyTaHry, MOPOTATOM IE€PiOy, CE30HHO-BUIBHOTO BIJ BEKTOpa
OnmyTaHry, Bu3HaueHoro y Jlomatky 2 no ui€i [HCTpyKIIii OpoTsIrom moHaiMeHIe
14 nHIB Ta MOpPOTATOM 3a3HAYCHOrO MEpioJly TBApUHM TOBUHHI I11/IJ1aBaTUCH
JTIarHOCTUYHOMY  JOCHI/DKEHHIO Ha  BHSIBICHHS 30yqHUKa  OdyTaHry 13
HEraTUBHUMU pE3yJibTaTaMU. 3a3HaueHEe JIOCHII)KEHHS IOBUHHO OYTH MPOBEJICHUM
BianoBigHO 10 BuMmor MEDB Ha 3paskax, BigiOpaHuX BijJ 3a3HAY€HUX TBapUH
OpOTATOM IOoHaMeHmIe 14 MHIB micis 3aBepLICHHsS MEPIOAy 3aXUCTy Bl aTak
BETOPIB OyTaHry a0o0 Micjs 3aBEPILCHHS MEePiojy, Ce30HHO-BIJILHOTO BiJl BEKTOpa
OJyTaHry.

5) TeapuHM TOBHMHHI OyTH BaKIMHOBAHHMH TPOTH CEPOTHUIIB BIpyCy
OJlyTaHry, II0 NPUCYTHI/MMOBIPHO NPHUCYTHI B MeXax TEpPUTOpii, IO Mae
eMiIeMIONIOTIYHEe 3HaYeHHs 11010 OJyTaHTy Ta I0JI0 TBapUH Ji€ IMyHHHI mepiof
BI/IMOBIJHO JI0 1HCTPYKIII BUPOOHUKA BAKIIMHU, a4 TAaKOXX BUKOHYETHCS OJHA 3
TaKUX BUMOT:

HE mi3Hime HDK 3a 60 §HIB Tepes BIANPaBIECHHSM TBAapWUHU IIiJJIaHI
BaKIMHAIli TPOTU OJyTaHTYy;

TBApWHU TMiJIJJaHl BaKIMHAIl 1HAKTUBOBAHMMH BaKIIMHAMHU 3a MiHIMaJbHY
KUIBKICTh JHIB, HEOOXIAHUX JIJI1 BCTAHOBJIEHHS IMyHHOTO 3aXUCTY BIAMOBIJIHO 0
IHCTPYKI[iT BUpPOOHMKA BaKIMHU, a TaKOX IIOHaWMeHIe 3a 14 #AHIB micis
BCTAHOBJICHHSI IMYHHOTO 3aXHCTY, BIJIMOBITHO JI0 1HCTPYKIIT BUPOOHHKA BaKIIMHU
TBapWHM, TIJJIaHl JIarHOCTUYHOMY JIOCHIJPKEHHIO Ha BUSIBJICHHS 30yJaHUKA
OJyTaHTy 13 HETATUBHUMH pe3yiIbTaTaMu Ta BianoBigHO 10 Bumor MEB;

TBapWHU OYyJW TOMEPETHHO BAKIIMHOBAHWMH IICJISI YOTO PEBAKIIMHOBAHUMH
1HaKTUBOBAHUMH BaKI[MHAMM TMPOTATOM IMYHHOTO TI€pIOJy, BCTAHOBJICHOTO Y

IHCTpYIIii BUPOOHUKA BaKIIMHU;
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TBapUHHU YTPUMYBAIHUCh MPOTIATOM IEPIOy, CE30HHO-BUIBHOTO Bifl BEKTOpa
omyTanry, BuzHaueHoro y Jlomatky 2 go 1i€i [HCTpyKiii, y 30H1, CE€30HHO-BIIBHIN
Bl OJIyTaHTy, 3 MOMEHTY HapOJKEHHS a0o MpOoTAroM ocTaHHIX 60 AHIB mepen
aTO0 BaKIMHAINI Ta II1aBajiCh BaKIMHAIl 1HAKTUBOBAHMMHU BaKIIMHAMH 3a
MIHIMaJbHY KUIBKICTh JIHIB, HEOOXIJHHUX IS BCTAHOBJICHHS IMYHHOT'O 3aXHCTY
BIJIIIOBIAHO /10 1HCTPYKIIi BUPOOHUKA BaKIIMHU.

6) Ilepen BimmpaBlIeHHSIM TBapHHU MOBHHHI OE3MEPEPBHO YTPUMYBATHUCH B
MEXKax TEpUTOpPIi TMOXOKEHHS, IO Ma€ eMiJeMIOJOTIYHE 3HAYCHHS MI0J0
OnyTaHry, Ha $Kiii OyauM TPUCYTHIMHM, NPUCYTHI abO ICHYe WMOBIPHICTh
MPUCYTHOCTI HE O1JIbIIIE OJTHOTO CEPOTHUITY BipyCy OJIyTaHTy, a TAKOXK:

1) TBapuHU mMiJJaHl JIBOM CEpOJIOTIYHUM JOCIIPKEHHSIM BIJMOBIIHO J10
BuMor MEDB Ha BUSBIECHHS aHTUTUI JO CEpOTHMIB BIpycy OmyTaHry i3
MO3UTUBHUMH PpE3yJIbTaTaMU: IepIIe CEPOJIOTIYHE MOCIIIKEHHS MMOBUHHO OyTH
MIPOBEICHUM Ha 3pa3kax, BimiOpanux wmix 60 ta 360 qHsMU Tepe]] BipaBICHHIM
TBapWH, Ta Jpyre JOCHIPKEHHS TOBMHHO OYyTH TIPOBEICHHM Ha 3pa3Kax,
B1J1I0paHUX HE paHille HIXK 3a CiM JIHIB IIepe]l BIANPABIECHHSIM TBAPUH;

2) abo TBapWHM MiIJaH1 CEPOJOTIYHOMY JOCTIIKEHHIO BIAMOBIAHO A0 BUMOT
MED Ha BUSIBIEHHS aHTUTUI JO CEPOTHUMIB Bipycy OJyTaHry 13 MO3UTUBHUMU
pe3ynpTaTamMd.  3a3HayeHe  JOCHIPKeHHA MOBHHHO OyTH  NIPOBEIACHHUM
mjoHaiiMene 3a 30 gHIB mepes BiAMPAaBICHHSIM Ta HE paHiIlle HiXK CIM JTHIB TIEpe.
BIJIMPABJICHHSIM 11010 TBAPWH MPOBEJEHO J1arHOCTUYHE JOCHIKEHHS BIJIIOBIAHO
1o sBumor MED Ha BusiBieHHs 30y1HUKA OJyTaHTy 13 HETATUBHUMH pe3yJIbTaTaMHu.

7) TBapuHU MOBMHHI OyTH MiIJAHUMHU TBOM CEPOJIOTIYHUM JOCIIKCHHSIM 13
MO3UTUBHUMH pe3yJIbTaTaMH Ta BIAMOBIIHO 10 BUMOTr MED Ha BUSBIICHHS aHTHTLI
JI0 CEpPOTHIIIB BipycCy OJyTaHry, siki OyJau MpUCYTHIMH, MPUCYTHI a0 LIOJ0 SIKUX
ICHy€e HMOBIPHICTh HMPHUCYTHOCTI B MEXax TEPUTOPIi, III0 Ma€ eMmiAeMIOIOTIuHe
3HAYEHHS 11010 OJIyTaHTY, a TAKOXK:

1) mepiie ceposioTivyHe TOCHTIIKEHHS TTOBUHHO OYTH MPOBEJCHUM Ha 3pa3Kax,

BimiOpanux MbK 60 Ta 360 nHAMHM Tiepe] BIANpPaBICHHSIM TBAapWUH, Ta Jpyre
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CEpOJIOTIYHE TOCIIHPKEHHS TOBUHHO OYTH MPOBEIECHUM Ha 3pa3Kax, BiAiOpaHUX HE
paHillie HiX 3a CiM JTHIB Nepe]l BIAIpPaBICHHSIM TBapHUH; a0o

2) cepoJioTiyHe JOCIHKEHHS II0JI0 CEPOTHUITIB BIpYCYy OJIyTaHTy MPOBEICHO
moHaiimenmie 3a 30 AHIB mepes BIANPaABICHHSIM Ta HE paHille HDXK 3a CIM JIHIB
nepes BiAMPaBICHHSIM MO0 TBAapHH MPOBEICHO MiarHOCTUYHE TOCIiIKCHHS
BimoBinHO 10 BuMor MEDB Ha BusBiieHHs 30ynHuKa ONyTaHTy 13 HEraTUBHUMU
pe3yJbTaTamH.

2. Y Bumaaky TMepeMillleHHS BariTHUX TBapUH 13 30HM 3 OOMEXKEHUM
JIOCTYIIOM CTOCOBHO CEpOTHIY BipyCy OJyTaHTy §, 100 3a3HAYE€HUX TBapHUH
MOBUHHI BUKOHYBAaTHCh BUMOTH MIAMYHKTY 1.3 myHKTY 1 115010 pO31LTYy 200 mepen
300poM CHepMH UM TMapyBaHHSIM IIOAO 3a3HAYCHWX TBapHUH TIOBHHHA
BUKOHYBATUCh IOHANMEHIIIE OJHA 3 y MOB, BH3HAYCHUX MiJIyHKTaMu 5) — 7)

NYyHKTY 1 1IbOTO PO3MILTY.

I1. YMoBM nepeMimieHHs1 CiepMH TBApHH

1. KoMrieTeHTHHI opraH J103BOJIsi€ MEPEMIILIEHHS CIIEPMU TBapHH, SKILO
1010 TBAPUH-AOHOPIB 3a3HAUEHOI CIIEpMH (J1ajii- TBAPUHU-JOHOPHU) BUKOHYETHCS
HIOHAMMEHIIIEe OIHA 3 TAKUX BUMOT:

1) Ilix wac 300py cmepMu Ta MPOTATOM IIOHaiMeHmie 60 IHIB mepen
MOYaTKOM 300py CIIEpMU TBapUHU-JAOHOPU MOBHHHI YTPUMYBATHCh 33 MEXaMU
30HH 3 0OMEKEHUM JIOCTYTIOM;

2) Ilix wac 300py cmepMu Ta TPOTATOM IoHaiiMeHme 60 &HIB mepen
MOYaTKoM 300py CHEpMU  TBapUHU-IOHOPU TIOBMHHI YTPUMYBaTUCh B
rOCIO/IAPCTBI, 3aXUILIEHOMY BiJI BEKTOPIB OJIyTaHTy BIJMOBIAHO 10 BUMOT JlogaTka
3 mo mi€ei [HeTpyKIi.

3) B mepion, ce30HHO-BIIBHHI Bifi BEKTOpa OJIyTaHTy, TBapUHHU-IOHOPH
NOBUHHI YTPUMYBaTUCh B 30HI, CE30HHO-BUIBHIN BiJ OJIyTaHTy, HPOTATOM
moHaiiMerIe 60 aHIB mepe moyaTkoM 300py CriepMu Ta I yac 300py crepMu, a

TAaKOX HE paHillle HiK 3a CIM JIHIB Mepe]] MoYaTKoM 300py CiepMH L1010 TBApPHUH-
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JIOHOPI1B MIOBHHHO MPOBOJAUTHCH JIarHOCTUYHE JOCIIKEHHS BIAMMOBITHO IO BUMOT
MEDB Ha BusiBneHHs 30yJHIKa OJyTaHTy 13 HETATUBHUMU PE3yJIbTaTaMU.

[IpoBeneHHsT JIarHOCTUYHOTO JOCHIJDKEHHS Ha BUSBICHHS 30yAHHUKA
OyTaHTy HE € OOOB’SI3KOBHM, SIKIIO €MiAMIONIOTIYHa iHGOpMaIlis, OTpUMaHa 3a
pe3yibTaTaMu  3aCTOCYBaHHS MOHITOPUHTY Ta CIIOCTEPEKEHHS IPOTATrOM
[IOHAWMEHIIIE OCTaHHIX TPbOX POKIB, JT03BOJISIE BCTAHOBUTHU IMEPIOJ, CE30HHO-
BUIbHUI Bl BekTOpa OMyTHTY, BU3HaueHoro y Jlonatky 2 no uiei [HcTpykiii.

4) llomo TBapUH-IOHOPIB MPOBEACHO CEPOJIOTIUHE AOCIKEHHS BIAIOBIIHO
no BuMor MEDB Ha BUABIEHHS aHTUTII [0 BIPYCHOI TIpynu OJyTaHry i3
HEraTUBHUMHU pe3yjbTaTaMU. 3a3Hay€HE CEepOJIOTIUHE JIOCHIJKEHHS MOBHUHHO
POBOJUTUCH IIOHAWMeEHIIE KOHI 60 JTHIB MPOTIroM Inepioay 300py crepMu Ta
MK 21 Ta 60 gHEM MIC/ISI OCTaHHBOTO 300Py CIIEPMHU.

5) Illomo TBapWH-JOHOPIB MPOBEICHO JIAarHOCTHYHE  JTOCIIIKCHHS
BimoBinHO 10 BuMor MEDB Ha BusBieHHs 30yqHuKa OMyTaHTy 13 HEraTUBHUMU
pe3ynbTaTamMu. 3a3HavueHe JIIarHOCTHYHE JOCIIKEHHS TOBUHHO OYTH MPOBEICHUM
Ha 3pa3Kax KpoBi, Bi1iOpaHuX:

Ha TIOYaTKy 300py CIepMHU Ta MPOTIrOM OCTAaHHBOTO 300py CIEpMH, IO
MIJJISITa€ BiJIMPABIICHHIO;

MPOTATOM TIEPioy 300py CriepMHu:

HE p1/IIe KOXHUX CEMU JIHIB Y BUNIAAKy npoBeaeHHs [DA;

abo0 He pijlle KOXHUX 28 NHIB y BUNaKy nposeaeHHs [1JIP.

II1. YMoBH nepeMilieHHs SHIEKJIITHH Ta eMOPiOHIB TBAPHH
1. KoMmnereHTHHII OpraH A03BOJISE€ MEPEMIIICHHS SIUIEKIITUH Ta eMOpIOHIB
TBAapUH Yy BUIIAJKy BUKOHAHHS TaKUX BUMOT!
1) emOpionu, BimiOpani In Vivo, Ta sitnexnituan BPX moBuHHI OyTH
OTPUMaHMMH BiJl TBapWH-IIOHOPIB, SKIi B JIEHb BiIOOPY BIAMOBIIHOTO

PENpPOyKTUBHOTO MaTepialy He MaJii KOJIHUX KJITHIYHUX O3HAK OJyTaHTYy;
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2) eMOpiOHHU Ta SIMIEKITITHHY, 110 OTPUMaHi Bij TBapuH, BigMiHHUX Bijg BPX
ta emOpionn BPX, BimiOpani in Vitro, moBuHHi OyTH OTpUMaHWMH BiJ TBapuH-
JIOHOPIB 11010 IKUX BUKOHYETHCS IIOHANMEHIIIE OJHA 3 TAKUX BUMOT:

miJ 4Yac BiIOOpY Ta MpOTAroM IoHaiiMeHme 60 AHIB mepe] MOoYaTKOM
B1I0OpPY €MOPIOHIB/SHUIEKIITHH TBApUHHU-JIOHOPU TIOBUHHI yTPUMYBaTHUCh 3a
MeKaMH 30HU 3 00OMEXEHUM JIOCTYIIOM;

miJ 4Yac BiIOOpY Ta MpOTAroM IoHaiiMeHme 60 AHIB mHepe] MOoYaTKOM
B1I0OpPY €MOpPIOHIB/SAMIEKIITUH TBApUHU-TIOHOPU TOBUHHI YTPUMYBAaTHCh B
rOCIOAPCTBI, 3aXMIIEHOMY BIiJ] BEKTOpPIB OJyTaHTy BIAMNOBIAHO JO BHUMOT
Honatka 3 g0 mi€i IHCTpyKIii;

10/I0 TBAPUH-IOHOPIB MPOBEJICHO CEPOJIOTIYHE TOCITIKEHHS BIAMOBIIHO 10
BuMor MEDB Ha BUSIBIEHHSI aHTUTLI 10 BIPYCHOI rpyIu OJyTaHTy 13 HETraTUBHUMU
pe3yJibTaramMu. 3a3Hau€HE CEPOJIOTIUHE JOCIIKEHHS] TOBUHHO MPOBOIUTHUCH MK
21 ta 60 gHEM TIiCS OCTaHHBOTO B1IOOPY EMOPIOHIB/AUIICKITITHH;

11010 TBAPHH-IOHOPIB MPOBEICHO J1arHOCTUYHE JOCTIKEHHS BiATOBITHO 10
BuMor MEDB Ha BusIBICHHS 30yJHHMKA OJIyTaHTY i3 HETaTHBHHMH pPe3yJbTaTaMHU.
3a3HayeHe 1arHOCTHYHE JOCIIPKCHHS TTOBUHHO OyTH TPOBEICHUM Ha 3pa3Kax

KpOBI, BIJIIOpaHUX y I€Hb 300py eMOPIOHIB/SIMIIEKITITHH.



