HOPIBHAJIBHA TABJIMLA
J0 MPOEKTY 3aKOHY YKpaiHu
«IIpo BHeCeHHsI 3MiHHU 10 CTATTI 9’ 3akony Ykpainu «IIpo jgikapcbki
3aco0m» 1010 AEePKABHOI peecTpalii JikapcbKHX 3ac00iB 1mig 30008’ A3aHHS)

3MICT I0JI0KEHHS aKTAa 3aKOHO/1aBCTBA

3MicCT BiiNOBIIHOIO M0JIOKEHHS IPOEKTY aKTA

Crarrss 9°. Oco6IMBOCTI HepKaBHOI peecTpaiii BakiuH a00 IHIIKX
MEJAMYHUX 1IMYHOOIOJIIOTIYHUX MpenapaTiB A crnenudiqHoi npodiIakTUKU
kopoHaBipycHoi xBopoou (COVID-19) mix 3000B’s13aHHS ISl €KCTPEHOTO
MEINYHOTO 3aCTOCYBAHHS

«Crarrs 9°. Oco6uBOCTi JAep;KaBHOI peecTpauii JiKapcbKUX 32c00iB 1mix
3000B’sI3aHHS VISl EKCTPEHOr0 MEUYHOI0 32CTOCYBAHHA Ta BAKIIMH 200
iHIIMX MeaMYHMX IiMyHoOiosoriyHuX mnpenapatiB i  crnenudgivyHol
npopuIakTUKM mWix 3000B’SI3aHHA  JJIsl  €KCTPEHOI0 MeIUYHOro
3aCTOCYBAHHS

1. V 3B’s3Ky i3 HOIIKPEHHSM MaHaeMii kKopoHaBipycHoi xBopoou (COVID-
19) st 3aGe3nedeHHs] MOKIMBOCTI €KCTPEHOI'O0 MEIMYHOTO 3aCTOCYBAaHHS
BaKIMH a00 IHIIMX MEIMYHUX IMYHOOIOJNIOTIYHUX IIpenapariB s
cnenudiuyHoi mpodinakTHKH  KopoHaBipycHoi  xBopobu (COVID-19)
y TIOPSAJKY JACp)KaBHOI  peecTparlii mig  3000B’s3aHHS, BCTAaHOBJICHOMY
KaGinerom MinictpiB VYkpaiHu, Takli BakiuHA a00 1HIN MEIWYHI
IMYHOOI0JIOTIUHI TIpermapaTd MOXYTh MIJJIATaTH IPHUCKOPEHIN aepiKaBHIN
peecTpalii y pa3i IpHHHATTS [EHTPaJIbHUM OPraHOM BUKOHABYOI BJIAJIH, IO
3abe3mneuye GOpMyBaHHS Ta pealli3ye JAep>KaBHY IMOMITHKY Y chepi OXOPOHHU
3J0POB’s, pIIICHHS TMPO JEepKaBHY PEECTPaIlil0 BakKIUH a0o0 IHIIMX
MEIUYHUX IMYHOOIOJIOTIYHUX TPernapariB 3 METOK €KCTPEHOTO MEIUYHOTO
3aCTOCYBaHHs 3 ypaxyBaHHSM TIEBHHUX 3000B’SI3aHb, Yy pa3i SKIIO 3aSBHHUK
MOXKE JIOBECTH BIJCYTHICTh y HHOTO MOKJIMBOCTEH ISl HAJaHHS JIaHUX Y
MMOBHOMY 00cs31 mpo e(peKTHBHICT, Ta Oe3meKy BaKIuH abo IHIIHMX
MEAMYHUX  IMYHOOIONIOTIYHMX  TMpemapaTiB 32 HOPMalbHUX  yMOB
3aCTOCYBAaHHS 3 00’ €KTUBHHUX MPUYUH Ta SKIIIO:

1. ¥ 3B's3KY i3 nporuHo3oBaHumM a00 MiATBEPAKEHUM PO3MOBCIOI’KEHHIM
NMaTOreHHNX areHTiB, TOKCHHIB, xiMigHHX peYoBHH a0o
BUIIPOMiHIOBaHb, 200 OyAb-AKHMX IHIIMX YUHHHUKIB, 30KpeMa enigeMii Ta
naHjeMiii, MO MOXYTh CHPMYMHUTH IIKOAY 3/[A0POB'I0 Ta IKUTTIO
HACeJIeHHA, VI 3a0e3leYeHHA MOMJIMBOCTI €KCTPEHOr0 MeAUYHOIo
3aCTOCYBAHHA OKpPEMHX JIKapCchbKHX 3ac00iB, BaknuH a00 IHIIMX
MeIUYHUX IMYHOOioIOTiYHMX mpenapariB Ha vac Ail Hag3BUYaliHOI
cutyaunii Ta/ab0 KapaHTMHY Yy NOPSIAKY /ep:KaBHOI peecTpaunii min
3000B’13aHHA, BcTaHoBJeHOMY KaOinerom MinicTpiB Ykpainu, Takuii
JiKapcbKuil 3aci0d, BakuuHa a0do iHmMHA MeAWYHUH iMYHOOioJIOTiYHUIM
npenapar Moxe NMiVIAraTH NPHUCKOPeHil Aep:kaBHill peecTpauii y pasi
NPUAHATTA LHEHTPAJIbLHIM OPraHOM BHKOHABYOI BJIA/IH, 110 3a0e3meqye
(¢opMyBaHHA Ta peallidye Aep:kKaBHY MNOJITHKY Yy cdepi oxoponmn
310POB’sl, PillIeHHS MPO JeP:KaBHY peecTpalilo JiKapcbKoro 3acody,
BAKIMHU a00 iHIIOT0 MeIWYHOro iMYHOOIOJIOTiYHOrO mnpenapary 3
METOI0 eKCTPeHOI0 MeJIMYHOr0 3aCTOCYBAHHSl 3 YPaxXyBaHHSAM IIeBHHUX
3000B's13aHb y pa3i, AKIIO0 3assBHUK MO’Ke J10BECTH, L0 Y HbOI'0 BiJACYTHI
MOKJIMBOCTI /IJ1sl HATAHHS IOBHUX JaHUX NPO eQeKTUBHICTH Ta 0e3leKy
JIKapChKOro 3aco0y, BaKIUHU abo iHmoro MeIMYHOI0
iMyHoOiosI0TiYHOr0 mpenapaTy 3a HOPMAJILHUX YMOB 3aCTOCYBaHHS 3
00'€KTUBHMX NPUYHUH TA AKIIO:
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1) HasIBHI JIaHi po yCIHIIIHE MIPOBEICHHS JOKJIIHIYHUX
BHIIPOOYBAaHB/HOCIIKCHD, OKpEeMHX ha3 KJIIHIYHHUX
BHUIIPOOYBAHB/IOCIIKEHb Ta OTPUMaHI PE3yJbTaTH MICTATh B CYKYITHOCTI
HAyKOBO OOIPYHTOBaHI IOKa3W, y TOMY YMCII JaHi aJeKBaTHHX Ta HoOpe
KOHTPOJIbOBAHUX JIOCIIDKECHD, K1 JTAIOTh 3MOT'Y BBAXKATH, 110 BAKIIMHU a00
1HIII MEUYHI IMyHOO10JIOTIYHI MpenapaTd MOXYTh OyTH e()eKTUBHUMH IS
npodinakTuku KopoHaBipycHoi xBopoou (COVID-19);

1) HasgBHI  jJaHi Ipo  yCHIIIHE  TPOBEICHHS  JOKIIHIYHUX
BUNIPOOYBaHb/IOCIIIKEHb, OKPEMHUX da3 KIIIHIYHUX
BUNIPOOYBaHB/IOCTI/PKEHh Ta OTPUMAaHI Pe3yIbTaTH MICTATH B CYKYITHOCTI
HAayKOBO OOTpYHTOBaHI JIOKa3W, y TOMY YHCII JaHl aJeKBaTHUX Ta Jg00pe
KOHTPOJIbOBaHUX JIOCIIKEHb, SIKI JAIOTh 3MOTY BBa)KaTH, IO JKapCbKi
3ac00M, BakIMHMU a00 iHII MEIWYHI IMYHOOIOJOTi4HI MpernapaTtu MOXKYTh
Oyt eDeKTUBHUMU IJIsl EKCTPEHOr0 MeIMYHOI0 3aCTOCYBaHHS HA Yac il
HAA3BHYAHHOI cUTyalii Ta/a00 KapaHTUHY;

2) [O3BiIT Ha €KCTPEHE 3acCTOCYBAaHHS HAJIaHWM KOMIIETCHTHHM OPTaHOM
Cnonyuenux IllrariB  Awmepuku, Bemukoi bpuranii, IIBeimapcbkoi
Kondenepamii, Smonii, Ascrpami, Kanmamu, Kuraiicekoi Hapognoi
PecniyOmiku, Inmii abo 3a IEHTPai30BaHOIO IIPOILEIYPOI0 KOMIICTCHTHUM
opranom €Bpomneiicbkoro Cor3y  BIAMOBIZHO O  HaIiOHAJILHOTO
3aKOHOJIAaBCTBA KpalHM HaJaHHS J03BOJYy 4u €Bporeiicbkoro Coro3y ado
BakuHa  a00  IHmWA  MeOu4HWH  IMyHOOIONOTIYHMK  mpemapar
npekBajtidikoBaHuii BcecBITHBOIO OpraHizaliero OXOpOHH 3/10pOB’S;

2) JIs  JepKaBHOI  peecTpamii  BakmpH ab0  IHIIMX — MEIMYHHX
IMyHOOIOJIOTIYHUX —TpenapaTiB Uil  crenudiuHoi Mpo(iTakKTUKU i
3000B’s3aHHS JUISI €KCTPEHOT'O MEJIMYHOTO 3aCTOCYBAaHHS: JIO3BLT HA

CKCTPEHE 3aCTOCYBaHHS HAJaHUW KOMIIETEHTHHM OpraHoM CIIOIy4eHHX
[lIrarie Amepuku, Benukoi bpuranii, IlIBelimapcekoi Kondeneparii,
SAnonii, Ascrpanii, Kananu, [3painto, Kuraiicekoi Hapomnoi Pecmy0umikw,
Ianii abo 3a HEHTPaNi30BaHOI MPOIEIYPOI0 KOMIIETEHTHHUM OpPraHOM
€Bporneiicbkoro Coro3y BIANOBIHO [0 HalliOHAIBHOTO 3aKOHOJABCTBA
KpaiHU HaJaHHS J103BONy uyu €Bporeicskkoro Corozy abo BakiuHa abo
IHIOMM ~ MeIWYHMM  1IMyHOOIOJIOTIYHUN  mIpemapar NpekBaji(iKoBaHUM
BcecBiTHBOIO OpraHi3alli€ro 0XOpoHH 370pOB’S;

JUTSL JTIKapChbKUX 3aco0iB Mif 3000B’s3aHHS AJIi €KCTPEHOTO MEIMYHOTO
3aCTOCYBaHHS JIO3BIJI Ha CKCTPEHE 3aCTOCYBAHHS HAJ[AHUH KOMIICTCHTHUM
opranoM Cnonyuyenux IlltariB Amepuku, Benukoi bpuranii, IlIBeitiiapcekoi
Koudenepamii, Snonii, Ascrpamii, Kanamu, [DBpaimo abo 3a
[EHTPATI30BaHOI0 MPOLEAYPOI0 KOMIIETEHTHHUM OpraHoM €BpOnenchKoro
Coro3y BIAMOBIIHO 70 HAIIOHATHLHOTO 3aKOHOJABCTBA KpaiHW HaJlaHHS
no3Boiay uum  €Bpomneiicbkkoro  Coro3y  abo  mikapcekkuil  3acid
npekBattipikoBaHui BcecBITHHOIO OpraHizaiiiero 0XOpoHH 3/10pOB’si;

3) Takmii mikapchkuii 3acid He OyB po3poOJeHHI y nep)kaBi, BU3HAHINA B
YCTaHOBJICHOMY MOPSIIKY JAePKABOIO-arpecopoM;

3) Takuil mikapchkuil 3aci6 He OyB po3poOJieHHH y JeprkaBi, BU3HAHIN B
YCTAHOBJICHOMY MOPSAKY JAEP>KaBOI0-arpecopoM;

4) BimoMa Ta IIOTEHIIiHA KOPHUCTh BaKIUH a00 IHIIMX MEIUYHUX
IMyHOO10JIOTIYHUX TpernapaTiB y pa3i iX BHKOPHCTAHHS IS MPOQIIaKTHKH
KopoHaBipycHoi xBopoOu (COVID-19) mepeBakae BiJioMi Ta TOTCHINHHI

4) BimoMa Ta MOTEHIlilfHa KOPUCTH JiKapchbKUX 32c00iB, BaKIIMH a00 1HIITNX
MEIWYHUX IMYHOOIOJIOTIYHUX TMpenapariB y pasi iX BUKOPUCTAHHS IS
JIKyBaHHS Ta MPOQIIaKTHKH, HA 4Yac Aii HaA3BH4YaiiHOI cuTyanii Ta/a6o




PU3HUKH BHUKOPHUCTaHHA TaKuX BaKIIMH abo IHIITUIX MCIUYHUX

IMyHOO10JIOTIYHHX TIpETaparis.

KAPAHTUHY [JIsl €KCTPEHOr0 MeIHYHOr0 3acCTOCYBaHHS, IepeBaxae
BiJJOMi Ta MOTEHIINHI PU3UKM BUKOPHCTAHHS TAKUX JiKApPCHBKHUX 3ac00iB,
BaKIIMH 200 IHITNX MEANYHUX IMYHOOI0JIOTIYHUX MPEnapaTiB.

2. 3a HasgBHOCTI OOCTaBMH, HABEJCHUX Yy YAaCTHHI IEPINIH IIi€l CTaTTi,
BaKIMHU a00 1HII MEJIMYHI IMyHOO10JI0TIYHI IIpenapaTu sl MpoQpiIaKTUKA
kopoHaBipycHoi xBopoou (COVID-19) MoxyTh OyTH 3apeecTpoBaHi I
EKCTPEHOI'0 MEIUYHOTO 3aCTOCYBaHHS Ha CTPOK, IO JacTh 3MOTY BUKOHATH
TaKi 3000B’SI3aHHS:

2. 3a HasgBHOCTI OOCTaBMH, HaBEIEHHX Yy YaCTUHI mepiuid 1€l craTTi,
JikapcbKi 3ac00u, BaKIIMHU 200 1HII MeAWYHI iIMyHOO10JIOTi4HI MpemnapaTu
I JIKyBaHHSI Ta NPOoQLIAKTHUKHU, HA Yac Ail HAA3BUYANHOI cHUTyamil
Ta/a00 KApaHTHHY, MOXYTb OYTH 3apeecTpoBaHi MJsi EKCTPEHOIo
MEIWYHOTO 3aCTOCYBAaHHS Ha CTPOK, IO JacTb 3MOTY BHKOHATH TaKi
3000B’3aHHS:

3afBHUK Ma€ HajgaTd I1H(GOPMAII0 IIOJ0 3aBEPUICHUX  KIIHIYHHX
JOCHIIKEHb, Y TOMY YHCJI X PE3yIbTaTH, IPOTITOM IIEPIOAY, ITOT0KEHOr0
13 LEHTpPaJIbHUM OPraHOM BHKOHABYOI BJIA[H, IO 3a0e3rmeuye (hopMyBaHHS
Ta peanizye AepiKaBHY IOJITHKY Yy c(pepi OXOpPOHH 370pOB’s, IO MalOTh
OyTH MiJICTaBOIO JJIsl €KCIIEPTHOI OIIHKH CITIBBiTHOIICHHS "KOPUCTH/PU3HK';

3assBHUK Ma€ HauaTd iHGOpMaIio MO0 3aBEpPHICHUX KITIHIYHUX
JOCHIJKEeHb, Y TOMY YHUCII 1X pe3ylIbTaTH, MPOTATOM IMEPioay, HOTOKEHOTO
13 LIEHTPaJIbHUM OPTaHOM BHKOHABYOi BIIaJH, IO 3a0e3neuye (pOpMyBaHHS
Ta peami3dye JepkaBHY MOJITUKY y cdepi OXOpOHH 370pOB’S, IO MAKOTh
OyTH MiACTAaBOIO IS €KCIIEPTHOI OIIHKH CIIBBITHOIICHHS «KOPUCTH/PU3HKY;

BaKI[MHM 200 1HIII MEeOUYHI IMyHOOI10J0TIUHI IIpenapaTH, Mo IMOJal0ThCA Ha
JIepKaBHY PEECTpaIlifo T 3000B’S3aHHS JJIT EKCTPEHOTO MEIUYHOTO
3aCTOCYBaHHS, MAalOTh BIAIYCKATHCS 3aKjJIaaMUd OXOPOHH 3J0POB’S JIUIIE 3a
pelenToM Ta, y MEBHUX BUIIAJKaX, 3aCTOCOBYBATHUCS IIUIIE IiJl CYBOPHM
MEIUYHUM HaTrJIAI0M, 30KpeMa y 3aKiiafiax OXOpOHH 37I0pOB’s;

JiKapchKi 3aco0u, BakIIMHU a00 1HIII MEIUYHI IMyHOOI10JIOT14HI ITpenapary,
10 TIOJIAF0THCS HA JIEPKABHY PEECTPAIIIIO IMi/1 3000B’I3aHHS 111 €KCTPEHOTO
MEINYHOTO 3aCTOCYBaHHs, MalOTh BIANYCKaTHCA 3aKiaJaMH OXOpPOHHU
3I0POB’sl JIMILIE 3a PELENTOM Ta, Y NMEBHHUX BHUIMAJKaX, 3aCTOCOBYBATHUCS
JWIIE TiJ CYBOPHM MEIWYHHM HArJSI0OM, 30KpeMa y 3aKiaJax OXOpPOHHU
310pOB’S;

y  KOpPOTKIH  XapaKTEepPUCTHIIl  BaKIMH  a00  IHIIUX  MEIUYHHX
IMyHOO10JIOTIYHUX TIpenapariB, IHCTPYKINT JJII MEIWYHOTO 3aCTOCYBAHHS
Ta/ab0 JUCTKY-BKIQIMIII 3a3HAYAETHCS, 10 HASIBHI XapaKTEPUCTUKHU JTaHOTO
JKapChKOTO 3ac00y € HEAOCTaTHIMH.

y KOpPOTKIM XapakTEepUCTHIl JiKapcbKHX 3ac00iB, BakiMH a00 I1HIIMX
MEIWYHUX IMYHOOIOJIOTIYHUX TpenapariB, I1HCTPYKLIl A MEIUYHOTO
3aCTOCYBaHHS Ta/a00 JIMCTKY-BKJIQJMIINI  3a3HAYAETHCSA, M0 HasBHI
XapaKTEePUCTUKH JTAHOTO JIIKAPCHKOTO 3aCO0y € HeTOCTAaTHIMHU.

3a yMOBM BHKOHAaHHS 3a3Ha4yeHUX B ab3alax JApyroMy - 4eTBEPTOMY IIi€l
YaCTHHH 3000B’S3aHb 3asBHUK 3000B’SI3aHUN TMOBITOMUTH IICHTPATbHHI
OpraH BHKOHABYOi BIagud, IO 3a0e3meuye (opMyBaHHS Ta pealizye
JIepKaBHY MOJITHKY y cdepi OXOpOHHU 3I0POB’S, MPO IMOOIYHI peakiiii Ha
BaKIIMHU a00 IHIII MEJWYHI IMYHOOIOJNOTIYHI MpenapaTd B MOPSJIKY Ta y
CTPOKH, BCTAHOBJICHI IIEHTPAJIbHHM OpPraHOM BHWKOHABYOi BJIAJH, IO

3a yMOBM BUKOHAaHHS 3a3HaYeHMX B ab3alax JApyromy - 4eTBEPTOMY L€l
YaCTUHU 3000B’s3aHb 3asSBHUK 3000B’S3aHUI TMOBIJOMUTH IIEHTPAIbHUN
opraH BHWKOHABYUOi BIagu, 10 3abe3meuye GOpPMYyBaHHS Ta peasizye
JiepKaBHY TOJITUKY y cdepi OXOpOHHU 3710pOB’s, MpO MOOIUHI peakuii Ha
JKapchKi 3aco0M, BaKIMHM a00 1HII MEIU4YHI IMyHOO10JIOT14HI IpernapaTy B
NOPSIAKY Ta Yy CTPOKH, BCTaHOBJIEHI IIEHTPAJbHUM OPraHOM BHMKOHABYOl




3abe3neuye GOpMyBaHHS Ta peali3ye JAep>KaBHY IMOMITHKY Y chepi OXOpOHHU
3/10pOB’sl.

BIIaau, 10 3a0e3neuye (HopMyBaHHS Ta peajlizye NepKaBHY IMONITHKY Y
cdepi OXOpOHU 37IOPOB’SL.

s meprxaBHOT peecTpallii BaKIUH a00 1HIIUX MEIUYHHUX IMYHOO10JIOTTUYHUX
npenapariB IiJ 3000B’SI3aHHS I €KCTPEHOI0 MEJIMYHOIO 3aCTOCYBaHHS
3aMICTh 3aCBITYCHOT KOIIIi JJOKYMEHTA, 110 IMATBEP/KYE BIATOBIAHICT YMOB
BUPOOHUIITBA JIIKAPCHKOrO 3aco0y, MOJAHOT0 Ha PEECTpPAIlif0, BUMOraM [0
BUPOOHMIITBA JIIKAPCBKUX 3aco0iB B YKpaiHi, BUAAHOTO IEHTPAJIbHUM
OpraHoM BHKOHABUOl BJIaJIM, IO peaji3ye JepKaBHY IOJITHKY Yy cdepi
KOHTPOIIO SKOCTI Ta Oe3lmeKH HIIKapChKUX 3aco0iB, MOXKE HaJaBaTHCS
pIlICHHS 3a3HAYCHOI0 OPraHy PO BH3HAHHS PE3yJbTATiB IHCIICKTYBAHHS HA
BIIMOBIJHICT, BHMOraM HAaJCKHOI BHUPOOHUYOI NPAKTUKH, IIPOBEACHOIO
HalliOHAJbHUM KOMIICTCHTHHM OPraHOM KpalHU-BUPOOHHMKA, 1110 BUJIAETHCS Y
HOPSIKY, BCTAHOBJICHOMY IIEHTPaIbHUM OPraHOM BHMKOHABYOi BIIAH, IO
3a0e3mneuye (OpMyBaHHS Ta peali3ye ACp)KaBHY IMOMITHKY Y chepi OXOPOHHU
37I0pOB’sl, 32 YMOBH II[0 BUPOOHMIITBO JIIKAPCHKOTO 3aC00Y 31HCHIOETHCS 3
TOJIeP’)KaHHSM BHUMOT HAJIEKHOI BUPOOHHMUYOI MPAKTUKHU, TAPMOHI30BAHOI 13
3aKOHOZABCTBOM €Bpomneiicbkoro Corosy.

Hns nepxkaBHOi peectpartii JikapcbKHX 3ac00iB, BakiMH a0o0 1HIIMX
MEIUYHHUX iIMYHOOIOJIOTIYHUX TpenapariB Mmix 30008’ s13aHH 17151 eKCTPEHOTO
MEAMYHOTO 3aCTOCYBaHHS 3aMiCTh 3aCBIIUEHOi KOMmii JOKyMEHTa, IO
MIATBEP/DKYE BIJMOBIIHICTH YMOB BHPOOHMIITBA JIIKAPCHKOTO 3aco0y,
MMOJAHOTO Ha PEECTpallito, BAMOTaM JI0 BUPOOHHMIITBA JIIKAPCHKKUX 3acO0iB B
VYkpaini, BUZaHOTO NEHTPAIILHUM OPraHOM BHKOHABYOI BIIAJH, IO peaji3zye
JEp>KaBHY TMOJITUKY Y cdepl KOHTPOIIO SKOCTI Ta O€3MeKH JIIKapChbKUX
3aco0iB, MOXE HaJaBaTUCS PILICHHS 3a3HAYCHOTO OpraHy IpO BH3HAHHS
pe3ynbTaTiB  IHCIIEKTYBAaHHS Ha  BIAMOBIIHICTE BUMOTaM  HAJICKHOL
BUPOOHWYOI TMPAKTUKH, TPOBEACHOTO HAIIOHATHHAM KOMIIETCHTHHM
OpraHoM KpaiHU-BUPOOHUKA, IO BHUJAETHCS y TOPSJIKY, BCTAHOBJICHOMY
[IEHTPATBFHIM OPTaHOM BUKOHABYOI BIIaaH, 10 3abe3mneuye GopMyBaHHS Ta
peaiizye NepikKaBHY TMOJITHKY Yy cdepi OXOpOHH 3J0pOB’S, 3a YMOBH IO
BUPOOHUIITBO JIIKAPCHKOTO 3ac00y 3MIMCHIOETbCA 3 AOJCPKAHHSIM BHUMOT
HAJIEeXKHOT BUPOOHMYOI MPAKTHUKH, TapMOHI30BaHOI 13 3aKOHOJABCTBOM
€pporneiicbkoro Coro3sy.

Bumoru yacTuH mepioi, Ipyroi, TPEThOI Ta Im’ATo1 cTaTTi 12 mporo 3akoHy
HE TIOMIUPIOIOTHCS Ha BaKIUHMA a0o0 1HIN MEAWYHI IMYHOOI10JIOTIYHI
Tperapary, 3apeecTpoBaHi ISI €KCTPEHOTO MEJIWYHOTO 3aCTOCYBaHHS B
MOPSAAKY, BU3HAYCHOMY III€I0 CTAaTTEl0. Taki BakIUHUA a00 I1HIII MeIWYHI
IMYHOO10JI0T19HI TIpenapaTy MMPH MOCTa4aHHI Ta 3aCTOCYBAaHHI Ha TEPHUTOPIi
VKkpaiHm MaloTh CYNPOBOKYBATHCS IHCTPYKIIIEIO TIPO 3aCTOCYBaHHS,
BUKJIQJICHOIO JIEP)KaBHOIO MOBOIO, 3aTBEPIKEHOI0 IIEHTPAJIbHUM OPTraHOM
BUKOHABYOi Biaau, 1o 3ade3neuye (OpMyBaHHS Ta peanidye AepKaBHY
MOJITHKY Y chepl OXOPOHH 3710POB’SI.

Bumorn yactuH nepioi, Apyroi, TpeTboi Ta m’atoi cTarTi 12 1nporo 3akoHy
HE TOUIUPIOIOTHCS Ha JIKAPCBKi 3aco0M, BakIMHU a00 1HII MeTUYHI
IMYHOO10JIOTIYHI1 TIpenapaTy, 3apeecTpoBaHl JUIsl €KCTPEHOT0 MEIUYHOIO
3aCTOCYBaHHS B TOPAJKY, BU3HAYCHOMY Li€0 cTarTero. Taki JiiKapcbki
3aco0M, BakUMHM ab0 1HII MEAMYHI IMYHOOIOJIOTIYHI Mpenapartu Mpu
MocTayaHHI  Ta  3acTOCyBaHHI Ha  TepuTopli  YKpaiHM  MaroTh
CYIPOBOJDKYBAaTUCS  IHCTPYKII€I0 MNP0  3aCTOCYBaHHSA, BHKJIAJCHOIO
JIEP’KaBHOI0 MOBOIO, 3aTBEP/DKEHOI0 LIEHTPAIBHUM OpPraHOM BHMKOHABUYOL
BIaau, 1o 3abe3neuye (OpMyBaHHS Ta peali3ye JAEpXaBHY MONITHKY Y
cdepi OXOpOHHU 37TOPOB’sL.

3. PimeHHS TIpO HAJAHHS PEECTPAIIMHOTO ITOCBIMUYCHHS BaKIMH a00 1HIINAX
MEIWYHHMX IMYHOOIOJIOTIYHUX IIpernapariB, IO MOPOMILIA MPOLEIyPY
Jep)KaBHOI peecTpallii M 3000B’S3aHHS I EKCTPEHOIO0 MEIUYHOTO
3aCTOCYBaHHS, Ma€ BHW3HAYaTH TPAaHWYHI CTPOKH JUIsi BUKOHAHHS TaKUX

3. PimenHs npo HaAaHHS pEECTPALIHHOTO TOCBITYEHHS JiKaApChbKHX
3ac00iB, BakIIMH a00 IHIIUX MEAMYHUX IMYHOOIOJOTIYHHUX MpemnapaTiB, 0
npoiuuM mpoueaypy JAepikaBHOi peecTpamii mix  3000B’S3aHHS IS
€KCTPEHOT0 MEJMYHOTO 3aCTOCYBAaHHS, MAa€ BU3HAYATH TPAHUYHI CTPOKH JIJIst




3000B’sI3aHb.

BHKOHAHHS TaKHUX 3000B’A3aHb.

PeecTpaliiline MOCBiTYCHHS BUIAETHCS CTPOKOM HA OJIUH PIK 3 MOXKJIUBICTIO
MIOJIOBKCHHSI HAa OJIUH PIK.

PeecTpaliiline MOCBITYCHHS BUIAETHCS CTPOKOM Ha OJIMH PIK 3 MOMJIUBICTIO
MOJIOBXKCHHSI HAa OJIUH PiK.

ITomoBKeHHS CTPOKY JIii peeCTpaliiHOro IMOCBITYCHHS Iepeadavae mopidyHe
OLIIHIOBAHHA BHUKOHAHHA  BIAMNOBIAHMX  3000B’s3aHhL Ta  IIOJAHHS
LIEHTPAJIbBHOMY OpraHy BHKOHABYOiI BjadH, 110 3a0e3mneuye (GOpMyBaHHS Ta
peanizye Jep)KaBHY IIOJITHKY y cdepl OXOpOoHH 3I0pOB’S, 3BITY IIPO
pe3yiabTaTd OIiHIoBaHHS. Ilicisi BMKOHAHHS BCiX 3000B’s3aHb, HaJaHUX
3aSIBHUKOM Y BCTaHOBJICHUH CTPOK, [l PEECTPALIMHOTO TTOCBITYCHHS MOXKE
OyTHU MOJOBKEHA J0 I’ SITH POKIB.

[TogoBkeHHS CTPOKY i peecTpaliiHOro TOCBIAYCHHS Tiepeadayae mopiuyHe
OLIIHIOBAHHS BHUKOHAHHSA  BIAMOBIAHMUX  3000B’S3aHbL Ta  IIOJAHHSA
[EHTPATBLHOMY OpraHy BHKOHABYOI BIIAIW, IO 3a0e3redye (GOpMyBaHHS Ta
peanizye JAepxkaBHY IMOJITHKY y cdepi OXOpPOHH 3JI0pOB’s, 3BITYy MpO
pe3ynbraTé omiHroBaHHS. [licis BHKOHAHHS BCiX 3000B’s3aHb, HAJaHUX
3asBHUKOM Y BCTAQHOBJICHHH CTPOK, Jisl pEECTPALlifHOTO TIOCBITYEHHS MOXE
OyTH MOJOBKEHA 0 11’ SITH POKIB.

4. Ilicas mpUHHATTSA PILICHHS MPO HAJaHHSA PEECTPALIHHOrO IMOCBITYCHHS
BaKIMH a00 IHIIKMX MEIUYHHMX IMYHOOIOJIOTIYHHX IpenapariB LEeHTPaIbHUN
opraH BHWKOHABYOi BIagu, W0 3a0e3rneuye (OpPMYyBaHHS Ta peajizye
JIepKaBHY TIONTHKY Yy cdepl OXOpOHH 3JI0POB’S, MOXE IIOKJIAacCTH Ha
BJIACHUKA PEECTPAIITHOTO TOCBIAYCHHS TAKUX BAaKIIMH a00 1HITMX MEIUYHUX
IMYHOO10JIOTIYHUX TIpenapariB 30008’ 13aHHs 0JI0:

4. Tlicna mpUAHATTS PIICHHS NP0 HAJaHHS PEECTPALIHOTO MOCBITYCHHS
JiKapchbKUX 3ac00iB, BakiMH ab0 IHIIMX MEAUYHUX IMYHOOIOJOTIYHUX
mpernapaTiB  IEHTpalIbHUI OpraH BHKOHABUOI BIagu, M0 3abe3meuye
dbopMyBaHHS Ta peanidye AepkKaBHY HOJITHKY y cdepl OXOPOHHU 370pOB 4,
MOJKE€ TIOKJIAcTH Ha BJIACHMKA pPEECTPALlIfHOTO TIOCBIMYEHHS TaKHX
JiKapchbKUX 3ac00iB, BakiMH a00 IHIIMX MEAUYHUX IMYHOOIOMOTIYHUX
npernapariB 3000B’13aHHS I0JI0:

1) mpoBeneHHs IMOCTPEECTPALIHUX JOCHIIKEHb 3 O€3MEeKH 3a HasSBHOCTI
PHU3HKIB IIOAO 3apEECTPOBAHUX JJI €KCTPEHOI'0 MEAUYHOrO 3aCTOCYBAHHS
BaKIMH a00 1HIMMX MEIWYHHX IMYHOOIOJOTIYHUX IIperapariB. Y pasi SKIIo
CYMHIBH IOJO 3a3HAYCHUX PHU3HKIB CTOCYIOTHCS OiIbIle HDK OJHIET
BaKIMHU a00 IHIMMX MEAWYHUX  IMYHOOIOJNIOTIYHUX  TIpemaparis,
[EHTPAJIbHUI OpraH BUKOHABYOI BIIaau, IO 3abe3neuye (GopMyBaHHS Ta
peai3ye Jep)KaBHY MOJITHKY y chepl OXOPOHH 3I0POB’sI, Ma€ 3a0X0UyBaTH
BJIACHHKIB PEECTpAIlifHUX TMOCBiAYeHb OpaTh ydYacTh y CIUIBHOMY
MPOBEICHHI TTOCTPEECTPAIIITHUX TOCITIIKEHD 3 0€3MeKH;

1) mpoBeneHHs MOCTPEECTPALlIMHUX JOCHIIKEeHb 3 Oe3MeKH 3a HasBHOCTI
PH3UKIB II0/I0 3apEECTPOBAHUX JISI €KCTPEHOTO MEIMYHOTO 3aCTOCYBAaHHS
JiKapchbKUX 3ac00iB, BaklMH a00 IHIIMX MEAWYHUX IMYHOO10JOTIYHUX
npemnapatiB. Y pasi SKII0 CYMHIBH I0JI0 3a3HAYEHUX PU3HKIB CTOCYIOTHCS
OlIbLIE HIXK OJHOTO JiKapcbKOro 3aco0y, BaKUMHU a00 IHIIMX MEIUYHHUX
IMYHOO10JIOTIYHUX TMpenapaTiB, LEHTPAIbHUI OpraH BUKOHABYOI BIaAH, L0
3abe3neuye GOpMYBaHHS Ta peani3zye Jep>KaBHY MOMITUKY y chepi OXOPOHU
3JI0POB’sl, MA€ 3a0XOUYYBATH BIACHUKIB peeCTpallifHUX IOCBiIYeHb Oparu
y4acTh y CHOUIBHOMY TIPOBEICHHI TOCTPEECTPAIIMHUX JIOCTIKEHb 3
Oe3IeKu;

2) TIpOBEIECHHS TMOCTPEECTPAIMHUX JOCTIKEHh 3 e(PEKTHBHOCTI, y pasi
SKIIO PO3YMIHHS 3aXBOPIOBaHHS a00 KIIHIYHOI METOJOJIOTiI BKa3zye Ha
HEOOXIJHICTh ~ CYTTEBOTO  MEperjisily  MOMepeiHiX  OIIHOK  MIOA0

2) NpOBEAEHHS MOCTPEECTPALINHUX JOCHIKEHb 3 €(pEeKTUBHOCTI, y pasi
SKIIO PO3YMIHHSI 3aXBOpIOBaHHS a0o0 KJIIHIYHOI METOJOJIOTIi BKa3zye Ha
HEOOXIJHICTh ~ CYTTEBOTO  MEperjsily  MOMEpeiHiX  OIIHOK  HIOA0




e(hEeKTUBHOCTI.

€(EeKTUBHOCTI.

5. ¥V pasi skmo komrereHTHUM opraHom Croaydenux IlltatiB AMepukH,
Bemunkoi bpwuranii, IlBeiimapcekoi Kondenepamii, Smonii, ABcrpaii,
Kanaau, Kuraiicekoi Haponnoi PecryOuiku, IHaii abo 3a 1ieHTpa1i30BaHO0
IIPOLICIYPOI0 KOMIICTCHTHUM OpraHoM €Bporelicbkoro Corwo3y BiIIOBIIHO
0 HaIllOHAJBHOTO 3aKOHOJABCTBA KpaiHM HAJaHHA JO03BOJIY YU
€pornericbkoro Coro3y HagaHO JI03BUI HA €KCTPEHE 3aCTOCYBaHHS BaKIIMHU
a00 1HIIOr0 MEIMYHOIO IMYHOOIOJOTIYHOIO Mpernapary ado BaKIUHY YH
IHIIMH MeOUYHMH IMYHOOIOJIOTIYHMI IIpemapaT 3apeecTPOBAHO TaKUM
KOMIICTEHTHUM OpraHOM 3a IIEBHOI YMOBH, a00 HaJaHO IIpekBaiidikariiro
BOO3, Taka BakuuHa a00 IHIIMKA MEIWYHUK IMyHOOIOJOTIUHMM Hperapar
MOXXYTh OYTH IIPHUCKOPEHO 3apeecTpoBaHi B YKpaiHi g EKCTPEHOIro
MEJMYHOTO 3aCTOCYBAHHS B MOPAJIKY, BcTaHOBIeHOMY KaGineTom MiHicTpiB
VYkpainu, 3 ypaxyBaHHSIM TaKUX OCOOJTMBOCTEH:

5.V pasi gKkmo BaknMHa a00 iHIMI MeaumuyHuii iMyHoOiosoriunmMii
npenapatr oOTpHUMAJIU 03B Ha eKCTpeHe MeJU4YHe 3aCTOCYBAHHS,
BHIaHMIT KoMrieTeHTHUM opranoM Cronydenux LltatiB Amepuku, Bennkoi
bpuranii, IlBelinapcekoi Kondenepauii, SAmonii, Ascrpamnii, Kanamm,
I3painto, Kuraticekoi Haponnoi PecniyOmiku, [Haii um 3a mieHTpaii3oBaHOIO
IPOLEypOI0 KOMIIETEHTHUM opraHoM €Bpornelicbkoro Corwo3y (BIANOBIIHO
JI0 HAIIOHATBHOTO 3aKOHOJABCTBA) UM HaaHo npekBaidikamito BOO3, abo
JIKAPChKHUI 3aCi0 0TpMMaB /103BiJI HA eKCTPEHe 3aCTOCYBAHHS BUAAHUI
koMneTeHTHUM opranoM Cmnouaydenux IlrariB Amepuxu, Beauxoi
Bpuranii, Beiinapcskoi Kondenepauii, Anonii, ABcrpasii, Kanaau,
I3painio 4u 32 HEeHTPaAIi30BaHOIO MPOLEIYPOI0 KOMIIETEHTHUM OPraHOM
€poneiicbkoro Cor3y BiINOBIIHO 10 HAIOHAJBHOIO 3aKOHOJAABCTBA
KpaiHM HAJaHHS /103BOJy, a00 Jikapcbkuii 3acid npexBaJdiikoBanui
BcecBiTHBOIO Opravizanielo 0XoOpoHH 310pOB’sl TaAKHUil JiKapcbkuii 3acio,
BakllMHa a00 1HIIMI MeIuYHUN IMyHOOIOJIOTIYHMNA MpenapaT MOXYTb OyTH
IPUCKOPEHO 3apeecTpoBaHi B YKpaiHi Uil €KCTPEHOro MEIMYHOIOo
3aCTOCYBaHHS B MOPAJIKY, BctaHOBIIeHOMY Kabinerom MinicTpiB Ykpainu, 3
ypaxyBaHHSIM TaKMX OCOOJIMBOCTEM:

1) mo 3asBM TIpO JEpkKaBHY PEECTpAIi0 UII EKCTPEHOTO MEIUYHOTO
3aCTOCYBAHHS JIOJIAI0THCS BUKITFOYHO:

1) no 3asBuM Tpo JAepkKaBHY pEECTpALil0 Uil EKCTPEHOr0 MEIUYHOI0o
3aCTOCYBAHHS JOAAIOTHCS BUKIIOYHO:

JIOKYMEHT, IIIO MiATBEPKY€E PIIICHHS PO HAJAHHS JO3BOJIY MPO SKCTPEHE
3aCTOCYBaHHS 200 IIPO PEECTpaIlito 3a IMEeBHOI YMOBH Yy BIAMOBIAHINA KpaiHi
a00 peecTpallio 3a MeBHOT YMOBH KOMIIETEHTHUM OpraHoM €BpOIEHCHKOTO
Corozy (abo iHImIEe 1JEHTHYHE 3a CYTTIO PIOICEHHAS BIAMOBITHO 10
3aCTOCOBYBaHOTO 3akoHOonaaBcTBa Criomyuenux IlltatiB Amepuku, Bemukoi
bpuranii, IlIBetinapcekoi Kondenepanii, Smnonii, Apctpanii, Kanamu,
Kwuraiicbkoi Hapomnoi PecnyOmiku, IHnmii abo 3a IeHTpai30BaHOIO
MIPOIEYPOI0 KOMIIETCHTHHM OpraHoM €Bporeiicbkoro Coro3y BiAIOBIIHO
JI0  HaIllOHAJBHOTO 3aKOHOJABCTBA KpaiHW HAJaHHA JO03BOJIY YU
€Bporerickkoro Coro3y) Ha JIaTy MOJAaHHS 3asSBU MPO JEePKaBHY PEECTPaIlito
JUISl EKCTPEHOTO MEMYHOTO 3aCTOCYBAHHS, 3aCBIIUCHUM IMIIMMMCOM 3asBHUKA

JOKYMEHT, 110 MIATBEPKY€E PIIICHHS MPO HaJaHHS J103BOJIY PO €KCTpPEHE
3aCTOCYBaHHS a00 TIPO PEECTpaIlito 3a MEBHOT YMOBH Yy BIATOBIAHIN KpaiHi
a0o peecTpallilo 32 NEBHOI YMOBU KOMIIETEHTHUM OpraHoM €BpOneichbKoro
Coro3y (abo iHIIE 1JEHTHYHE 3a CYTTIO PIMICHHS BIANOBIIHO 10
3acTocoByBaHOro 3akoHojaBcTBa Crnonmyuenux llltatiB Amepuxu, Benukoi
bpuranii, IlBelinapcekoi Kondenepauii, SAnonii, Ascrpanii, Kanamm,
Kuraiicekoi Hapoanoi Pecny6niku, Inaii, I3paiimo abo 3a nieHtpanizoBaHoOO
MPOIIEYPOI0 KOMIETEHTHUM OpraHoM €Bporelicbkoro Coro3y BIAMOBIIHO
JIO  HAI[lOHAIBHOTO  3aKOHOJABCTBA KpaiHM HAaJaHHA JIO3BOJY 4H
€Bpomneiicbkoro Coro3y) Ha 1aTy MOJAHHS 3asBU PO JIepKABHY PEECTpALiio
JUI €KCTPEHOr0 MEAMYHOI0 3aCTOCYBAHHS, 3aCBIAYEHUH MiANNCOM 3asBHUKA




abo YIOBHOBa)XCHOI'O HUM IIPCACTAaBHUKA,

abo YIIOBHOBA*XCHOI'O HUM ITPEACTAaBHUKA,

3BIT 3 OIIIHKM BakKIUHA a00 IHIOIOrO0 MEIUYHOIO IMYHOOIOJIOTIYHOIO
mpenapary, CKJIaJICHUH peryjJsTOPHUM OpraHoM KpaiHu, B SIKii BaKI[MHA a0o
IHIIMK ~ MEIWYHME 1MyHOOIOJNOIIYHUI mpemapaT 3apeecTpoBaHuil  (3a
HAsIBHOCTI, SIKIIIO TaKUW TOKYMEHT IMepea0adeHnuid 3riaHo 13 3aKOHOIaBCTBOM
BIAMOBIZHOI KpaiHW, y pa3l BIACYTHOCTI TaKOro JOKYMEHTa y 3asiBi IPO
JEPIKaBHY PEECTPAITIO TSI KCTPEHOTO MEIUIHOTO 3aCTOCYBAHHS POOUTHCS
BIJIMTOB1/IHA BiAMITKA);

3BIT 3 OIIHKK JIKAPCBKOro 3aco0y, BakIWHM a00 IHIIOTO MEIUYHOTO
IMyHOO10JIOTIYHOTO TIpernapary, CKIaJACHUA PEeTyISTOPHUM OPTaHOM KpaiHH,
B sAKid Jikapchbkuii  3acid, BakumHa abo0  IHIOMA  MEIUYHHMA
IMyHOO10JIOTIYHHN TIperapaT 3apeecTpOBaHUN (3a HASBHOCTI, SKIIO TaKHH
JOKYMEHT Tepen0adyeHuid 3riJHO 13 3aKOHO/IaBCTBOM BiJIOBIAHOI KpaiHU; y
pasi BiICYTHOCTI TaKOTO JOKYMEHTA Y 3asiBi PO JIEPKaBHY PEECTPAIIO IS
€KCTPEHOT0 MEIUYHOTO 3aCTOCYBaHHS pOOUTHCS BIAIOBIAHA BIIMITKA);

JIOKYMEHT 3 OI[IHKH Ta YIPaBJIiHHSI PU3UKAMHM, 3aTBEPIPKCHHI PIILICHHIM IIPO
HaJaHHS J03BOJIy PO EKCTPEHE 3acTOCYBaHHS ab0 Mpo peecTpallio 3a
IIEBHOI YMOBH Yy BIANOBIIHIN KpaiHi a00 peecTpalilo 3a IIeBHOI YMOBH
KOMIIETEHTHUM opraHom €sponeiicbkoro Coro3y (3a HasIBHOCTI, SIKIIO TaKUH
JOKYMEHT IlepeadadeHuii 3riHO i3 3aKOHOJABCTBOM BIAIOBIIHOI KpaiHH; y
pa3i BIICYTHOCTI TaKOTO JIOKYMEHTa Yy 3asBi IIPO JACP)KaBHY PEECTpaIlito Jis
€KCTPEHOT0 MEAMYHOTO 3aCTOCYBaHHs pOOUTHCS BiAMOBIAHA BIIMITKA);

JOKYMEHT 3 OI[IHKH Ta yTPaBIIiHHS PU3UKAMU, 3aTBEPKEHUH PIlIEHHSIM MIPO
Ha/laHHS JIO3BOJY IPO EKCTPEHE 3aCTOCYBaHHS ab0 IMpO peecTpamiio 3a
MEeBHOI YMOBM Yy BIANOBIAHIM KpaiHi a0o peecTpaiiro 3a MEBHOI YMOBH
KOMIIETEHTHUM OpraHoM €Bporneiicbkoro Coro3y (3a HasiBHOCTI, SAKIIO TaKUK
JOKYMEHT Tepe0adeHnid 3TiIHO 13 3aKOHOAAaBCTBOM BiJIIMOBIIHOI KpaiHU; Y
pasi BIICYTHOCTI TaKOT0 JOKYMEHTa Y 3asBi MPO JE€p’KaBHY PEECTpallito Juis
€KCTPEHOT0 MEIUYHOTO 3aCTOCYBaHHS POOUTHCS BIJIOBIIHA BIIMITKA);

IHCTPYKIliI TMPO 3acTOCYBaHHS, BHKJAJcHAa MOBOI OpPHTiHAIY (MOBOIO,
BIJIMIHHOIO BiJ JEprKaBHOi), KOPOTKa XapaKTepHUCTHKa, BUKJIaJICHA MOBOIO
opuriHainy (MOBOIO, BIIMIHHOI BiJl JIep>KaBHOI) (3a HAsSBHOCTI, IO TaKHil
JOKYMEHT Ilepe0aueHNi 3riIHO 13 3aKOHOJABCTBOM BIAIOBIIHOI KpaiHU; Y
pasi BIICYTHOCTI TaKOT0 JIOKYMEHTa Yy 3asBi IIPO JACpP)KaBHY PEeECTpaIlito Jis
€KCTPEHOI'0 MEAMYHOTr0 3aCTOCYBaHHs pOOUTHCS BIJIIOBIAHA BIIMITKA);

IHCTPYKIisl PO 3aCTOCYBaHHsI, BUKJIa/IeHAa MOBOIO OpUTiHATY (MOBOIO,
BIIMIHHOIO BiJ JIepKaBHOT), KOPOTKa XapaKTEePUCTHKA, BUKJIa/IeHa MOBOIO
opuriHaity (MOBOIO, BIIMIHHOIO BiJl Iep>KaBHOI) (3a HasIBHOCTI, 1110 TaKUil
JIOKYMEHT nepea0adeHut 3r1IHO 13 3aKOHOJaBCTBOM BI/IMOBIAHOT KpaiHy; Yy
pasi BiICyTHOCTI TaKOTo JOKYMEHTA Yy 3asiBl PO JIEp’KaBHY PEECTPALiIO JUIs
€KCTPEHOI'0 MEIMYHOT0 3aCTOCYBaHHsI pOOUTHCS BINOBIAHA BIIMITKA);

rpadigyHe 300pakeHHS MakeTa (MakeTiB) YIAaKOBKM Ta TEKCT (TEKCTH)
MapKyBaHHsI TICPBUHHOI Ta BTOPUHHOI (3a HAassBHOCTI) ymakoBoK. Jlis 1rineit
JIepKaBHOI peecTparii TS eKCTPEHOT0 MEIUYHOTO 3aCTOCYBAaHHS 3asBHHK
Mae€ MpaBo MOJIATH OJJHOYACHO JIEKIIbKA TAKUX MAKETiB 1 TEKCTIB MapKyBaHb
JUIs 3a0€3TeYeHHS MOYKIIMBOCTI MAaKCHMAJIbHO ONEPAaTUBHOTO TOCTaYaHHS B
YIaKOBIIl Ta 13 MApKyBaHHSAM, HASBHUM HAa MOMEHT TIOCTaYaHHS,

rpadiuHe 300pakeHHS MakeTa (MakeTiB) YIMaKOBKH Ta TEKCT (TEKCTH)
MapKyBaHHs TIEPBUHHOI Ta BTOPUHHOI (32 HAsIBHOCTI) yrmakoBoK. Jliis 1iieit
Jep>KaBHOI peecTpalii JUisi eKCTPEHOr0 MEIUYHOrO 3aCTOCYBAHHS 3asBHUK
Ma€ MpaBo MOJATH OJTHOYACHO JEKUIbKAa TaKUX MAaKEeTiB 1 TEKCTIB MapKyBaHb
JUTSE 3a0€3MeUYeHHST MOKIIMBOCTI MAaKCUMAJIBHO OTIEPATUBHOTO TMOCTAa4YaHHS B
YIAKOBIII Ta 13 MApPKyBaHHSAM, HASBHUM HAa MOMEHT MTOCTaYaHHS,

nepeKaag TeKCTy (TEKCTiB) MapKyBaHHS IIEPBUHHOI Ta BTOPUHHOI (3a
HAasBHOCTI) YIAaKOBOK BaKIIMHU a00 iHIIIOTO MEIUYHOr0 IMyHOO10JO0TIYHOTO
npenapary, I1HCTPYKIi TpO 3acTOCYBaHHS, KOPOTKOI XapaKTEPUCTHUKHU

nepeKyagu TEeKCTy (TEKCTIB) MapKyBaHHs IEPBHHHOI Ta BTOPUHHOI (3a
HasBHOCTI) YMAaKkoBOK JIIKApcbKOro 3aco0y, BakuuHU a0o0 1HIIOTrO
MEIUYHOTO IMYHOOI0JIOTIYHOTO MpemnapaTy, IHCTPYKIi Mpo 3aCTOCYBaHHS,




JEP)KABHOI0 MOBOIO 3@ CTPYKTYPOKO 3TiJHO 3 MOPSIKOM, BH3HAYEHHM
[IEHTPAJILHIM OpraHoOM BHKOHABYOI BJIaJau, 110 3a0e3meuye popMyBaHHS Ta
peanidye Jep;KaBHY IOJITHKY y cdepl OXOpOHH 3I0POB’S, 3acBigueHi
HiAMACOM 3asBHHKA a00 YIIOBHOBaKEHOT'O HUM IIPEICTaBHUKA;

KOPOTKOI XapaKTePUCTHUKH JICPKABHOIO MOBOIO 3a CTPYKTYpPOIO 3TiJHO 3
MOPSIKOM, BU3HAYCHUM IICHTPAIBHUM OPraHOM BHKOHABYOI BIAJH, IO
3abe3neuye GOpMYBaHHS Ta peati3ye JIep)KaBHY MOMITUKY y chepi OXOPOHU
3I0pPOB’sl, 3acBiUEHI IMIAMUCOM 3asBHHKAa a0O0 YIOBHOBAXKEHOTO HUM
MPEJICTaBHUKA,

MHCHEMOBE 3000B’A3aHHSA BUPOOHMKA BHUPOOJATH BIANOBIAHY BaKIHMHY ado
IHIMUHA MEIUYHUN IMyHOO10JIOTIYHUIN MpenaparT JJisi IMocTadyaHHs B YKpaiHy
Ha THX CaMHX BHPOOHHMYHX IOTY)KHOCTSAX, IO 3aCTOCOBYIOTHCA Y

BUPOOHHUIITBI IS BHKOPHUCTAHHSA Yy BIUINOBIAHIA KpalHi peecTpalil
(Cmonmyuenux IllTatiB Awmepuku, Benukoi bpuranii, IlIBefinmapcbkoi
Kondenepamnii, Anonii, Ascrpanii, Kanmamu, Kuraiicekkoi HapomgHoi

PecnyOmniku, [nmii);

JJI BaKIUH a00 IHIMIMX MeIUYHUX IMYHOOIOJIONiYHHUX mNpemnapartiB -
MUCHEMOBE 3000B’sA3aHHS BUPOOHUKA BUPOOJIATH BIAMOBIIHY BakIHHY a0o
IHIIMH MeTUYHUN IMyHOOIOJOTIYHMI TpenapaT Ul MOCTa4aHHs B YKpaiHy
HA THUX CaMUX BHUPOOHUYHMX TMOTYKHOCTAX, LIO0 3aCTOCOBYIOTHCS Y
BUPOOHUITBI JUII BUKOPUCTaHHA Yy BIANOBIOHINA KpaiHi peecTparii
(Cnonmyuenux IlrariB Amepuku, Bemukoi bpuranii, [IBelinapcekoi
Kondeneparuii, Anonii, Actpanii, Kananu, [3paimo, Kuraiicekoi HapogHoi
PecniyOuiku, [Haii a6o kpainax €Bponeiicbkoro Coio3y);

BiJICYTHS

JUIsL  JIKapChbKUX 3aco0iB - MNHCbMOBe 3000B’SI3aHHSI BHPOOHMKA
BHPOOJIATH BiOBIIHNH JIKAPCHKHI 3aCi0 I MOCTa4YaHHA B YKpaiHy
HAa THX CaMHX BHPOOHHYMX HOTYKHOCTSAX, IO 3aCTOCOBYIOTBLCH Y
BHPOOHUNTBI /A5 BUKOPHMCTAHHAA Y BiaANoBigHili kpaiHi peecTpamii
(Cnonyyenunx IIlTarie Amepuxu, Beauxoi Bbpuramnii, IIBeiinapcbkoi
Kondenepanii, SAmonii, Ascrpanii, Kanmagn, I3paino a0o kpainax
€sponeiicbkoro Coiosy);

2) CTPOK MEPEBIPKH MOJAHUX 3asBHUKOM PEECTpAIliiHUX MaTrepialliB Ha I1X
ABTCHTUYHICTh HE IIOBHHEH IEPEBUINYBATH IT'ATH POOOYMX JHIB 3 JHS
MmoJaHHs Takux matepiamiB. i gac mepeBipKu peecTpamiiHux maTepiajiB
Ha iX aBTCHTHUYHICTh C€KCIIEpPTH3a MAaTepialiB PEECTPAIIHHOTO JIOCHE,
MOJIaHOTO J0 PETYISATOPHOTO OpraHy, M0 3apeecTPyBaB BaKIMHY a00 1HIINN
MeAMYHUN IMyHOO10JI0TTYHUN TTpenapaT, He IPOBOIUTHCS;

2) cTpOK MepeBipKH MOJAHUX 3asBHUKOM pEeeCcTpaliiHUX MarepiaiiB Ha ix
aBTEHTUYHICTh HE TOBHUHEH IEPEBUIIYBAaTH IISITH POOOYMX JHIB 3 JIHS
NoJlaHHs Takux marepianiB. Ilig yac mepeBipku peecTpaliiHUX MaTepiajiB
Ha 1X aBTEHTHYHICTh EKCIEPTH3a MaTepialliB PEECTPAIIfHOTO JIOCKE,
MOJJAaHOTO JIO PEryJISATOPHOIO OpraHy, L0 3apeecTpyBaB JIKapChKUN 3aciO,
BakIIMHY a00 IHIOMH MeAMYHUN IMYHOOIOJNOTIYHUI Tmpemapar, He
TIPOBOIUTHCS

3) pilieHHs PO PEECTPaLiio ISl EKCTPEHOr0 MEAUYHOTO 3aCTOCYBaHHS abo
BIZIMOBY B peecTpamii Takoi BakIMHA a00 IHIIOTO MEIUYHOTO
IMyHOO10JIOTIYHOTO TIpenapary JJisl eKCTPEHOr0 MEAMYHOTO 3aCTOCYBAaHHS
MPUIMAETHCS [EHTPAIbHUM OPraHOM BHKOHABYOI BIaaM, IO 3abe3nedye
dbopMyBaHHS Ta peali3ye IepKaBHY MOJITUKY Y chepl OXOPOHH 37I0POB’ s, 3a

3) pilIeHHs MPO PEeCTpaLiio sl eKCTPEHOr0 MEANYHOTO 3aCTOCYBaHHS abo
BIIMOBY B peecTpalii Takoro JiKapcbKoro 3aco0y, BakIIMHU a00 IHIIOTO
MEIUYHOTO 1MYHOOIOJIOTIYHOTO Npenapary Ajis EKCTPEHOTO MEIUYHOTrO
3aCTOCYBAaHHS MPUUMAETHCS LEHTPAIBHUM OPraHOM BHKOHABYOI BIJIAJM, IO
3abe3nedye GOpMyBaHHS Ta peali3ye JAep>KaBHY MOMITHKY Y cepi OXOPOHHU




pe3ylbTaTaMu IIPOBEICHOI IEPEeBIPKH PpEECTpalliiiHUX MarepialliB Ha 1X
ABTEHTUYHICTh y CTPOK, 10 HE NMEPEBUIILYE TPHOX POOOUHX JIHIB;

3I0pPOB’S, 3a pe3ylIbTaTaMH IPOBEACHOI IEPEBIPKH  peecTpariifHux
MartepialiB Ha iX aBTEHTUYHICTh y CTPOK, L0 HE MEPEBUIIYE TPHOX POOOUHNX
IIHIB;

4) miacTaBoK IS BIAMOBHM B JEPiKaBHIM peecTpailii mjs €KCTPEHOro
MEIMYHOr0 3aCTOCYBaHHS MOKE OyTH BHMKJIIOYHO HEIOJAHHS BIIIIOBIIHHX
MaTepiagiB, IependavyeHux LI€I0 YaCTHHOKI CTarTi, a00 MmomaHHd IX Yy
HEIIOBHOMY 00cCsI31, a00 BUSBJICHHS PO30DKHOCTEH y IOJAHMX Martepianax,
10 BILIMBAIOTh Ha C(EKTHUBHICTH, OC3IEKYy Ta SAKICTh BAaKIMHH a00 1HIIIOrO
MEIUYHOIO IMYHOO1010T14HOIO npenapary, abo BHUSBJICHHS
HEAaBTCHTUYHOCTI MEPeKIaxy TEKCTY (TEKCTIB) MapKyBaHHS YIaKOBKH
(YaKoBOK), IHCTPYKIIil PO 3aCTOCYBaHHS a00 KOPOTKOT XapaKTEPUCTUKH;

4) migcTaBoro IS BIAMOBH B JCp)KaBHIM peecTpamii i CSKCTPEHOTo
MEAMYHOTO 3aCTOCYBAaHHS MOK€ OyTH BUKIIIOUHO HETOJAHHS BIAMOBITHUX
MarepiaiiB, mepeadaYeHuX I[i€0 YacTHHOK CTarTi, abo MojgaHHA iX Yy
HEMOBHOMY 00csi31, a00 BHSIBICHHSA PO30DKHOCTEH y MOJAaHUX MaTepianax,
10 BIUTMBAIOTHh HAa €(DEKTUBHICTh, OC3MEKYy Ta SKICTh JIKAPCHKOI0 3aco0y,
BakIIMHM a00 IHIIOTO MEAMYHOrOo IMYHOOIONOTIYHOTO mpemnapary, ado
BUSIBJICHHS. HEAaBTCHTUYHOCTI TEpEKIaay TEKCTy (TEKCTiB) MapKyBaHHS
VIIaKOBKM (YMaKOBOK), 1HCTPYKIIi TpPO 3acTOCYBaHHS ab0 KOPOTKOi
XapaKTePUCTHKHY;

5) BHECCHHS 3MIH JI0 PCECTPALIMHUX MaTepialliB 3IMCHIOETHCSA Y MOPSIKY,
BCTAHOBJICHOMY IICHTPAJbHHM OPraHOM BHKOHABYOI BJIaJIH, L0 3a0e3reuye
(dbopMyBaHHS Ta peajizye Aep)KaBHY MONITHKY Y chepl OXOPOHH 310POB’ s, Ha
MiJCTaBl PIICHHS, TPUUHATOTO THM CaMHM KOMIIETCHTHHM OpPTaHOM
Cnonyuenux Illrarie Awmepuku, Benukoi bBpuranii, [IBeiapcbkoi
Kondenepamii, fAnonii, Asctpami, Kanamu, Kwuraiickkoi HapomnHoi
PecniyOmiku, IHmii abo 3a IEHTpaTi30BaHOK IPOIEIYPOI0 KOMIETCHTHUM
opranoM €Bponeiickkoro Coro3y  BIANOBIAHO JO  HAIIOHAJILHOTO
3aKOHO/IABCTBA Kpainu um €Bpomneiickkoro Coro3y, ske Oyso mojaHe Mpu
MIPOBEJICHH] MPOIEAYPH JAEPKaBHOI peecTparii sl eKCTPEHOT0 MEIUYHOTO
3aCTOCYBAHHS,

5) BHECEHHS 3MiH JI0 pEECTpALiHHUX MaTepialiB 3MIMCHIOETHCS Y TOPSIKY,
BCTaHOBJICHOMY IICHTPAJIbHUM OpPraHOM BHKOHABYOI BIIAJM, IO 3a0e3redye
(dbopMyBaHHS Ta peani3ye Jep>KaBHY NOJITHKY y cdepi OXOPOHHU 370pOB’sl, Ha
mificTaBl pilIEHHS, NPUHHATOrO THM CaMUM KOMIIETEHTHUM OpIraHOM
Crnonyuenux IlltariB Amepuku, Bemuxoi bpuranii, IlIBeiinapcekoi
Kondeneparuii, Anonii, Asctpanii, Kananu, [3paimo, Kuraiicekoi HapoaHoi

PecniyOniku  (BHKJIKWYHO I BakKUUH a00 IHIIMX MeIUYHHX
iMmyHoOiosoriunux mnpenaparis), Inaii (BUK/IHOYHO AJs1 BakuuH ado
iHIIMX  MeAMYHHX  iMyHoOiosoriuHux  mnpemapariB), abo 3a

[EHTPATI30BaHOI0 MPOLEAYPOI0 KOMIIETEHTHHUM OpraHoM €BpOnenchKoro
Coro3y BIJAMOBIIHO 10 HAIIOHAIHHOTO 3aKOHOJIABCTBA KpaiHM UM
€pporneiicbkoro Coro3dy, sike Oyno mHoJlaHe MpU HPOBEIEHHI MpoLEaypU
JIep>KaBHOT peecTparlii AJis1 eKCTPEHOT0 MEAMYHOTO 3aCTOCYBaHHS;

6) 301p 3a aepikaBHY PEECTPAIliiO ISl €KCTPEHOTO MEAMYHOTO 3aCTOCYBAHHS
Ta 32 BHECEHHsI 3MiH JIO PEECTpALlIfHUX MaTepialiB HE CIIauy€eThCs;

6) 301p 3a JepikaBHY PEECTPAIlIIO JIJIsT €eKCTPEHOTO MEIUYHOTO 3aCTOCYBaHHSI
Ta 32 BHECEHHsI 3MiH JIO PEECTpAILifHUX MaTepialiB HE CIIJIauy€eThCs;

7) peectpamisi BakmuHA a00 IHIIOTO MEIUYHOTO IMYHOO10JIOTTYHOTO
npenapaty A eKCTPEHOro MEJMYHOTO 3aCTOCYBAaHHS 3/1MCHIOETHCS Ha
CTPOK Jlii BIZMOBIHOTO 103BOJTy 200 peecTpallii 3a IEBHOI yMOBH.

7) peectpariisi JikapchbKoOro 3acody, BakIMHH a00 I1HIIOTO MEIUYHOTO
iMyHOO10JIOTIYHOT0 TpenapaTty JUisi eKCTPEHOI'O0 MEJUYHOTO 3aCTOCYBaHHS
3IHCHIOETHCS HA CTPOK i1 BIJMOBITHOTO JJO3BOIY a00 peecTpallii 3a MeBHOT
YMOBH.
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6. Ilicns pgepxaBHOI peecTparii BakIUMH a00 IHIIMX MEIMYHHMX
IMYHOOIOJOTIYHMX  IIpemapaTiB  miad  cneuudidHol  NpodlIaKTHKH
kopoHaBipycHoi xBopoou (COVID-19) mig 3000B’s3aHHS JUIsi €KCTPEHOIO
MEIUYHOTO 3aCTOCYBaHHs IICHTPAJbHUK OpraH BHKOHABYOI BJIAJH, IO
3a0e3meuye (hOPMYBAHHSA Ta peali3ye ASp KaBHY IOJITHKY y chepi OXOPOHHU
310poB’s, 3a pimeHHsAM KaGinety MinicTpiB Ykpainum mae mpaBo OpaTu
3000B’s13aHHS BiJ iMEHI YKpaiHH, ITOB’s3aHi 13 3aKyIIBJICIO, 3aCTOCYBAHHIM
BakKIMH a00 IHIIMX MEIWYHUX IMYHOOIOJOTIYHUX IIperapatiB s
cnenudiuyHoi mpodiTaKTHKK  KOpoHaBipycHOi xBopobu (COVID-19),
JIepKaBHA PEECTpalis SKUX 3I1MCHEHA BIAMOBIAHO J0 BHUMOT i€l CTATTi, y
TOMY YHCII IIOJAO BIJAMOBH BiJi CYBEPEHHOrO IMYHITETY IIOAO TaKUX
3000B’43aHb, a TAKOXK 3BIILHEHHS BiJ BIAMOBIZAIBLHOCTI BUPOOHMKA Ta/abo
BIIACHMKA PCECTPAIlIMHOrO IOCBIIYCHHS, BKJIIOYAIOYM IX IIPaliBHHUKIB,
MEIMYHMX MPAI[iBHUKIB, SKIIO 3aCTOCYBaHHS TaKMX BakKIMH a00 1HIIMX
MEIUYHUX IMYHOOIOJOTIYHUX TMpernapaTiB 3/1HCHIOBAIOCH BiJMOBIIHO 10
IHCTPYKIlii, 3aTBEPIKCHOI IIEHTPAJIBHHM OpPraHOM BHKOHABYOi BJIAIH
Vkpainm, mo 3abe3rnedye hoOpMyBaHHS Ta peaiizye JAepKaBHY IOJITHKY Yy
cthepi OXOpOHHM 370pOB’S, Ta IHIIMX OCIO, SKI 3alydeHl 10 3AIHCHEHHS
3aXO0JIiB, TOB’SI3aHUX 13 BaKIMHAIIEI, 3a OyJIb-sIKi HACTIJKH, CIPUYUHEHI
3aCTOCYBAaHHSAM TaKWX BaKIMH a00 IHIIUX MEIWYHUX IMYHOOIOJOTTYHUX
npenapariB s crenudiuHoi mpo(UIAKTHKM KOPOHABIPYCHOI XBOPOOH

6. Ilicns pgepxaBHOI peecTpaiii BakIUMH a00 IHIIUX MEIMYHHX
IMYHOOIOJOTIYHMX  IIpemapaTiB  miad  coneuudidHol  OpodiIaKTHKH
KopoHaBipycHoi xBopoou (COVID-19) mig 3000B’s3aHHS Il €KCTPESHOTO
MEJIUYHOrO 3aCTOCYBaHHS IICHTPAJbHUK OpraH BHKOHABYOI BJIAIH, IO
3a0e3meuye (hOpMYBaHHA Ta peali3ye ASPKaBHY IOJITHKY y chepl OXOPOHHU
3m0poB’s, 3a pimeHHsM KabGinetry MinicTpiB Ykpainum mae mpaBo OpaTu
3000B’s13aHHS BiJ] iMeHI YKpaiHM, ITOB’s3aH1 13 3aKyIMiBJICIO, 3aCTOCYBaHHIM
BakKUMH a00 IHIIMX MEAUYHUX IMYHOOIOJIOTIYHMX IIperapariB It
cnenudiunoi mpodigakTHKKH  KOpoHaBipycHOi xBopobou (COVID-19),
JIepKaBHA pEECTpalis SKUX 3IiMCHEHA BIAMOBIAHO IO BHUMOT L€l CTATTi, y
TOMY YHCII IIOAO BIAMOBH BiJi CYBEPEHHOIO IMYHITETY IIOA0 TaKHUX
3000B’A3aHb, a TaKOXK 3BUILHEHHS BiJ BiAIIOBiZAIBLHOCTI BUPOOHHMKA Ta/abo
BIIACHMKA PEECTPALIMHOrO IOCBITUCHHS, BKJIIOYAIOYH IX IPAIliBHHUKIB,
MEIMYHMX MPAI[iBHUKIB, SKIIO 3aCTOCYBaHHS TaKMX BakKIMH a00 I1HIIMX
MEIUYHUX IMYHOOIOJOTIUYHUX TMpernapaTiB 3/IHCHIOBAJIOCH BIJAMOBIIHO JI0
IHCTPYKIIii, 3aTBEP/PKCHOI IICHTPAJbHUM OpPraHOM BHKOHABYOI BJIaJIu
Vkpainm, mo 3abe3nedye (OpMyBaHHS Ta peajizye JepKaBHY IMOJITHKY Y
cepi OoXOpoHHM 3T0pOB’s, Ta IHIMHMX OCIO, SAKI 3aJdydeHl N0 3IIMCHEHHS
3aXO0JiB, MOB’S3aHUX 13 BaKIMHAIIEI, 32 OyIb-IKi HACIIJIKH, CIIPUYHHCHI
3aCTOCYBAHHSAM TaKUX BakIWH a00 IHIUX MEIUYHHX IMYHOO1OJIOTIYHMX
npenapariB i crenudiuHoi mpo(UIAKTUKM KOPOHABIPYCHOI XBOPOOH

(COVID-19). (COVID-19).
V pa3i HacTaHHS TakWX HACHIAKIB JIepKaBOw 3a0e3IeuyeThCs 3MIMCHEHHS | Y pa3l HacTaHHS TaKMX HACIIIKIB JIEPKaBOIO 3a0€3IMMeUyeThCs 3IIMCHEHHS
BIJIMOBIIHUX KOMIICHCAI[IMHUX BUIIAT y TOPSAAKY, BCTAHOBJIEHOMY | BIAMOBIIHMX KOMIEHCAI[IWHUX BHUIUIAT Y TIOPANKY, BCTAaHOBICHOMY
Kab6inerom MinicTpiB Ykpainu. Kab6inerom MinicTpiB YkpaiHu.

MinicTp 0X0poHM 310pOB’sl Y KpaiHu Maxkcum CTEITAHOB
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