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

3MICT I0JIOKEHHS aKTAa 3aKOHO/1aBCTBA

3MicCT BiiNOBIIHOTO M0JIOKEHHS MPOEKTY aKTa

Crarrs 9°. Ocob6amBocTi IepkaBHOI peectpamii BakIuH a0o0 1HIIUX
MEIUYHHMX IMYHOOIOJOTIYHUX IpenapaTiB mis crnernudidyHol npodiIakKTHKH
KopoHaBipycHo1 xBopobu (COVID-19) mig 3000B’s13aHHS 11 €KCTPEHOTO
MEIMYHOTO 3aCTOCYBaHHS

«Crarrs 9°. Oco6uBoCTi JAep;KaBHOI peecTpauii JiKapcbKUX 32c00iB 1mix
3000B’SI3aHHS VISl €EKCTPEHOr0 MEIUYHOI0 32CTOCYBAHHA Ta BAKIIMH 200
iHIMX MeaM4YHHMX iMyHoOiosoriyHUX mnpenapatiB A crnenudgivyHol
npopuiakTuk mix 3000B’sI3aHHA  JJIsl  €KCTPEHOI0 MeIUYHOro
3aCTOCYBAHHS

1. V 3B’a3Ky i3 mommpeHHsIM manaeMii kopoHaBipycHoi xBopoou (COVID-
19) nna 3a6e3nedeHHs] MOXIUBOCTI €KCTPEHOI0 MEAMYHOIO 3aCTOCYBAaHHS
BakIIMH a00 IHIIUX MEAMYHUX IMYHOOIOJOTIYHMX TMpenapariB A
cnennivyHOi TMpoQiTaKTUKH KopoHaBipycHOi xBopodu (COVID-19) vy
HOPSIAKY  JIep’KaBHOI  peecTpalii 1miJ 3000B’s3aHHS, BCTaHOBJIEHOMY
KaGinetom MinicTpiB VYkpaiHu, Taki BakuMHA ab0 1HINI MeAWYHI
IMyHOO10JIOT1YH1 TpenapaTH MOXKYTbh MHIJUISTaTH MPUCKOPEHIN Jep>KaBHIN
peectparttii y pa3i IpUAHATTS HEHTPaTbHUM OPTaHOM BUKOHABYOI BJIAJH, IO
3abe3mnedye GOpMyBaHHS Ta peajizye JAep)kKaBHY MOJITHKY Yy chepi OXOpOHU
37I0pOB’s, pIIMIEHHS TMPO JIEPKaBHY PEECTpaAIlil0 BakKIUH abo0 1HIIHUX
MEAMYHUX IMYHOOIO0JOrIYHMX IpernapaTiB 3 METOI €KCTPEHOI'0 MEIUYHOIO
3aCTOCYBaHHA 3 ypaxyBaHHSIM IE€BHUX 3000B’sI3aHb, y pa3l SKIIO 3asABHUK
MOY€E JIOBECTH BIJICYTHICTh y HbOTO MOXJIMBOCTEH IS HaJaHHSA JAHUX Y
MOBHOMY 00cCs31 Tpo e(eKTUBHICTh Ta O€3MeKy BakIMH abo IHIIUX

MEIMYHUX  IMYHOOIOJIOTIYHMX  IpernapariB 33 HOPMaJbHHUX  yYMOB
3aCTOCYBaHHA 3 00’ €KTUBHUX NMPUYUH Ta SKIIO:

1) HasBHI  JaHi  1poO yCIIIITHE MPOBEAEHHS  JTOKJIIHIYHUX
BUITPOOYBaHb/IOCIIJKEHbD, OKpEMUX ¢ba3 KIITHIYHUX

BUIIPOOYBaHb/IOCTIIKEHb Ta OTPUMAaHI Pe3yJlbTaTH MICTATh B CYKYIHOCTI
HAayKOBO OOTPYHTOBaHI J0Ka3u, y TOMY YHMCII JaHl aJleKBaTHUX Ta A00pe
KOHTPOJIbOBAHUX JOCIIKEHbB, SIK1 JIaI0Th 3MOTY BBa)KaTH, 1[0 BaKIIMHU a00
1HIIII MeJM4HI IMyHOO10JIOT14HI NpenapaTi MOXYTh OyTH €(EeKTUBHUMHM IS

1. Y 3B's13KY i3 NporHo3oBaHuM a00 MiATBEePAKEHUM PO3MOBCIOKEHHAM
NMaTOreHHUX areHTiB, TOKCHHIB, xiMigHHX peyoBHMH a0o
BUIIPOMiHIOBaHb, 200 OyAb-AKHMX IHIIMX YUHHHUKIB, 30KpeMa enigeMii Ta
naHjeMiii, MO MOXKYTh CHPMYMHUTH WIKOAY 310POB'I0 Ta KHUTTIO
HACeJICHHs, UIA 3a0e3le4YeHHs MOKJIMBOCTI €KCTPEHOr0 MeAU4HOro
3aCTOCYBAHHA OKpPEMHX JIKapCchbKHX 3ac00iB, BaknuH a00 IHIIHMX
MeIUYHUX IMyHOOioI0riYHMX mpenapariB Ha vac il Hag3BUYaiiHOI
cutyaunii Ta/abo0 KapaHTMHY Yy HOPSAKY /Aep:KaBHOI peecTpamii mig
3000B’13aHHA, BcTaHoBJeHOMY Kalinerom MinicTpiB Ykpainu, Takui
JiKapcbKuil 3aci0d, BakuuHa a0do iHmMHA MeAWYHUH iMYyHOOioJIOTiYHUM
npenapar Moxe NMiVIAraTH NPHUCKOPeHiil Jep:kaBHili peecTpauii y pa3si
NPUAHATTA HEHTPAJBHAM OPraHOM BMKOHAB4YOI BJIAAH, 10 3a0e3medye
(opMyBaHHAI Ta pealdye AepKaBHY MNOJITHKY Yy cdepi oxoponmn
310POB’sl, PillIeHHS1 MPO JeP:KaBHY peecTpalilo JiKapcbKoro 3acody,
BAKIMHU a00 iHIIOT0 MeIWYHOro iMYHOOIOJIOTiYHOrO0 mnpemnapary 3
METOI0 eKCTPEHOr0 MeJIMYHOr0 3aCTOCYBAHHSI 3 YPaxXyBaHHSAM IIeBHUX
3000B's13aHb y pa3i, AKIIO 3asiBHUK MO’Ke J0BECTH, L0 Y HbOI'0 BiJACyTHI
MOSKJIMBOCTI 1151 HAJAHHS MOBHUX JAHHUX NP0 eeKTHUBHICTH Ta 0e3NeKy
JIKapChKOro 3aco0y, BaKLUHU abo iHmoro MeIMYHOI0
iMyHoOiosI0TiYHOrO mpenapaTy 3a HOPMAaJILHUX YMOB 3aCTOCYBaHHS 3
00'€KTUBHMX NPUYHUH TA AKIIO:
1) HasiBHi  JaHi  mpo JOKJTiHIYHIX

yCHilllHE  NPOBEJACHHA




npodinakTuku KopoHaBipycHoi xBopoou (COVID-19);

2) NO3BUI Ha EKCTPEHE 3aCTOCYBaHHS HAJaHWN KOMIETEHTHHM OpPraHOM
Crnonmyyennx IlratiB  Awmepuku, Benukoi bpuranii, IlIBelinapcekoi
Kondenepanii, Amnonii, Asctpamii, Kanamu, Kwuralickkoi Hapomgnoi
PecriyOumiku, IHnmii abo 3a IEeHTpasli30BaHOK MPOIETYPOI0 KOMIIETCHTHHM
opranoM €Bpormeiicekoro Cor3y  BIANOBIAHO 10  HAI[IOHAJIHHOTO
3aKOHO/ABCTBa KpaiHW HaJaHHS J03BOy uu €Bpomeiicbkoro Coro3y ado
BakIuHa  a00  IHMUHA  MEAWYHMK  IMYHOOIOJNIOTIYHMH  mpermapar
npekBaitipikoBaHuii BceCBITHROIO OpraHizaliero 0XOpOHH 310pOB’S;

3) Takuii mikapchkuil 3acid He OyB pO3poOJIeHHWH y nepXaBi, BU3HAHIH B
YCTaHOBJICHOMY MOPSIIKY JAePHKABOIO-arpecopoM;

4) BimomMa Ta TOTCHIIMHA KOPHUCTh BaKIMH a00 IHIIMX MEIUMYHUX
IMyHOOIOJIOTIYHHX TIpenapaTiB y pasi iX BUKOPUCTAHHS U MPOQITaKTUKU
KopoHaBipycHoi xBopoOu (COVID-19) mepeBaxae BioMi Ta MOTEHIIiHHI
pPU3UKM  BUKOPHCTaHHA TaKWX BakOUH abo  IHIIMX  MEAMYHUX
iIMyHOO10JIOTIYHHX TIpETnaparis.

2. 3a HasgBHOCTI 0OOCTaBMH, HABEJIEHWUX Yy YaCTHHI NEpINiA Ii€l CcTaTTi,
BaKIMHU a00 1HINI MeAUYHI IMyHOOI0JIOTIUHI Tpenapatu i TpodiIaKTUKA
KopoHaBipycHoi xBopoOu (COVID-19) moxyTts OyTu 3apeecTpoBaHi Jis
€KCTPEHOT0 METUYHOTO 3aCTOCYBaHHS HA CTPOK, IIO JTACTh 3MOTYy BUKOHATH
Taki 3000B’I3aHHS:

3aBHUK Ma€ HajgaTd 1HGOpMAII0 MO0 3aBEPIICHUX  KIIHIYHHUX
JOCTIIKEeHb, Y TOMY YHUCII IX pe3ylbTaTH, POTATOM MEpioay, HOTOIKEHOTO
13 IIEHTpaJbHUM OpraHOM BUKOHABUOi BJIajM, 10 3a0e3neuye GopMyBaHHS
Ta peani3dye JAepkaBHY MONITUKY y cdepi OXOpOHU 370pOB’S, IO MAIOTh
OyTH MiJICTaBOIO JIJIsl EKCIIEPTHO1 OI[IHKU CITIBBITHOIICHHS "KOPUCTH/PU3HK";
BaKIIMHU a00 1HIII MeAUYHI IMyHOOI0JIOT14HI IIpenapaTy, 10 MOoJalThCs Ha
JIepKaBHY peecTpalito IMiJ 3000B’s3aHHA JUISI EKCTPEHOr0 MEAMYHOTO
3aCTOCYBaHHS, MAlOTh BiJITyCKATHCS 3aKJaJlaMi OXOPOHH 3/I0POB’S JIIIIE 32
pelenToM Ta, y TEBHUX BHUIAJKAX, 3aCTOCOBYBATHUCS JIHINE IIiJi CYyBOPHUM
MEIMYHUM HarjsiIoM, 30KpeMa y 3aKjia/ilax OXOpOHHU 3/I0POB’S;

y  KOpPOTKIM  XapakTepHCTUIll  BakUMH  ab0  IHIIMX  MEAMYHHX
IMyHOO10JIOTIYHUX TpenapaTiB, IHCTPYKLII AJii MEIUYHOIO 3aCTOCYBAaHHS
Ta/ab0 JMCTKY-BKJIAJHILI 3a3HAYAETHCA, 1110 HASIBHI XapaKTEPUCTUKU JTaHOTO
JIKapChKOT0 3aC00Y € HeI0CTaTHIMH.

BHIIPOOYBAHBb/N0CII2KEHD, OKpeMHUX
BHUIIPOOYBAHB/IOCHIKEHb Ta OTPHMMAaHi pe3yJbTaTH MiCTATH B
CYKYIIHOCTI HAyYKOBO OOIPDYHTOBaHi /J0Ka3H, y TOMY 4YHCJIL AaHi
aJIeKBATHUX Ta J00pe KOHTPOJbLOBAHUX JO0CJHiIKEeHb, AIKI JaK0Th 3MOIY
BBA’KATH, IO JIKApcbKi 3aco0M, BaKIUHM a00 IHIWI MeaM4YHi
iMyHoOiosioriuHi mpenmapatu  MOXyTh OyTHM e(eKTHBHUMH [JIsl
€KCTPEHOr0 MeIUYHOI0 3aCTOCYBAHHS HA Yac il HAA3BUYAWHOI CUTyamil
Ta/a00 KapaHTUHY;

2) nas  Jgep:KaBHOI peecTpamii BakmUH a0 IHIIMX MeIHYHHX
iMyHoOiosoriyHux mnpenapariB A cneuudivyHoi nmpodiIakKTHKH i
3000B’SI3aHHA JJII €KCTPEHOr0 MeJAWYHOr0 3aCTOCYBAHHS: T03Bi1 Ha
eKCTPeHe 3aCTOCYBAHHA HAJaHUI KOMIIETEHTHUM opraHoM Crnosy4eHux
IITariB AmMepuxu, Benukoi Bpuranii, IlIBeiinapcokoi Kondenepauii,
Snonii, Ascrpagii, Kanmaau, I3paimo, Kuraiicbkoi Hapoanoi
Pecny0.iku, Init a00 3a LHEHTPAJIi30BaAHOI0 npoueayporo
KOMIIETEHTHMM opranom €sponeiicbkoro Coro3y BignoBigHo 10
HALIOHAJIBHOTO  3aKOHOJABCTBA KpaiHM HAJAaHHA [03BOJIY 4M
€pponeiicbkoro Corw3dy a0o BaknuHa a00 IHIMHA MeJUYHHMH
iMmyHoOiosioriuauii  npenapar  npexBaJidgikoBanuii  BcecBiTHBOIO
oprasizauico 0XopoHH 310POB’s;

AJIS1 JIIKAPCHbKHUX 3ac00iB mia 3000B’A3aHHSA AJIs1 €eKCTPEHOr0 MeIHYHOT 0
3aCTOCYBAHHS  JI03Bil1 Ha  eKCTpeHe  3aCTOCYBAHHA  HAJaHUH
KoMneTeHTHUM opranoMm Cnoaydenux IlratiB Amepuxku, Beaukoi
Bpwuranii, IIBeiinapcskoi Kondenepauii, Anonii, Ascrpauii, Kanagu,
I3painio a00 32 HeHTPAi30BaHOI0 NPOLEAYPOI0 KOMIIETEHTHHM OPraHOM
€pponeiicbkoro Coro3y BiANOBIIHO 10 HALIOHAJILHOI0 3aKOHOAABCTBA
KpaiHu HaJaHHSA A03BoJYy 4M €Bpomneiicbkoro Coro3y ado JikapcbKui
3aci0 mnpekBagdipikoBanmii BcecBiTHBOIO opranizani€elo  0XopoHH
310pOB’H1;

3) Takui JikapcbKHi 3aci0 He OyB po3po0JieHuil y Aep:KkaBi, BUSHAHIN B
YCTAHOBJICHOMY HMOPSJKY JAePKaBOI-arpecopoM;

4) BiZOMa Ta NMOTEHUiHHA KOPUCTH JIKapChbKHX 3ac00iB, BakuuH a0o
iHIMX  MeauMyHuX iMyHoOiosoriyHMx mpemapartiB y pasi ix
BHKOPHMCTAHHA /ISl JIIKyBaHHA Ta nNpodilakTuku, Ha 4ac aii
HA/A3BHYAIHOI cuTyanii Ta/a00 KapaHTHHY JJIsi eKCTPEHOr0 MeANYHOr0

das3 KJIHIYHUX




3a yMOBU BUKOHAHHSI 3a3Hau€HUX B ad3alax JApPyroMy - 4eTBEpTOMY L€l
YacTUHU 3000B’s3aHb 3aABHUK 3000B’S3aHUI TOBIOMUTH ICHTPAJIbHHMA
OpraH BUKOHABYOI BIaaW, MO0 3abe3medye QOpMYyBaHHS Ta peatizye
JepKaBHY TOJITUKY y cdepl OXOPOHHM 3II0pOB’s, MpO MOOIYHI peakiii Ha
BaKIIMHU a00 IHIII MEAWYHI IMYHOOIOJNOTIYHI MpenapaTd B MOPAIKY Ta y
CTPOKH, BCTAQHOBJICHI IIGHTPAJbHUM OpPraHOM BUKOHAaBUOi BIIAAH, IO
3abe3neuye GOpMyBaHHs Ta pealizye JAep:KaBHY MOJITHKY Y cepi OXOpOHHU
310pOB 4.

Jlyist neprkaBHOI peecTparlii BakIiMH a00 1HIIUX MEIUIHUX IMYHOO10JIOTIYHUX
npenapatiB miax 3000B’s13aHHS [UIS €KCTPEHOTO0 MEAMYHOTO 3aCTOCYBaHHS
3aMiCTh 3aCBIUYEHOT KOMii JOKYMEHTA, 110 MiATBEPKY€E BiAMOBIIHICTH YMOB
BUPOOHUIITBA JIIKAPCHKOTO 3aco0y, MOJaHOTO Ha PEECTPAIlif0, BUMOTaM IO
BUPOOHHUIITBA JIIKAPCHKUX 3ac00iB B YKpaiHi, BUAAHOTO LEHTPATBHUM
OpraHOM BHMKOHABYOl BIAAH, IO peaiidye Jep:KaBHY IMOJNITUKY Yy cdepi
KOHTPOJIIO SIKOCTI Ta O€3MeKH JIKapChKUX 3aco0iB, MOXe HaJlaBaTUCS
pillIeHHS 3a3HAYEHOTO OpraHy MPO BH3HAHHS PE3yJbTAaTiB iHCIIEKTYBaHHS Ha
BIJIMOBIIHICTh BHMOTaM HAJIKHOT BUPOOHWYOI MPAKTUKH, IMPOBEIACHOTO
HAI[IOHAJTbHUM KOMIIETEHTHUM OPTaHOM KpaiHU-BUPOOHMKA, 110 BUAAETHCS Y
HOPSI/IKY, BCTAHOBJICHOMY IICHTPAJbHHUM OPraHOM BUKOHABYOI BJIAIH, IO
3a0e3neuye GopMyBaHHS Ta peanizye AepkKaBHY MOJITUKY Yy cepi OXOpoHH
3]10pOB’sl, 32 YMOBH 1110 BUPOOHUIITBO JIKAPCHKOI0 3aco0y 31HCHIOETHCS 3
JOJIEp’)KaHHSAM BHUMOT HaJIEKHOI BUPOOHMYOI MPaKTUKH, TAPMOHI30BAHOI 13
3aKOHO/IaBCTBOM €Bpomneiickkoro Coro3y.

Bumoru uvactun nepiuoi, Apyroi, TpeTboi Ta m’Atoi cTarTi 12 1poro 3akoHy
HE TIOUIMPIOIOTHCS Ha BaKUMHM ab0 1HIII MeIWYHI 1MYHOO10JIOTiYHI
npernapaTd, 3apeecTpoBaHi JUIsi €KCTPEHOTO MEAMYHOTO 3aCTOCYBAaHHS B
MOPSIIKY, BU3HAYCHOMY III€}0 CTarTelo. Taki BakIMHM abo 1HINI METUYH1
iIMyHOO10JIOT1YHI MpenapaTy Mpu NOCTauyaHHI Ta 3aCTOCYBaHHI Ha TEpUTOPIT
VYkpaiHH MaloTh CYNPOBOJDKYBATHCS 1HCTPYKIIIEIO TIPO 3aCTOCYBAaHHS,
BUKJIAJICHOIO JIEPKABHOIO MOBOIO, 3aTBEPKEHOIO IEHTPAITBHUM OPTraHOM
BUKOHABUOi Biaau, 10 3abe3nedye (oOpMyBaHHS Ta peali3ye IepKaBHY
HOJITHUKY Y cepi OXOPOHU 3A0POB’sL.

3. PimeHHs mpo HaJaHHS peecTpaliiiHOro MocBiAYEHHS BAKIUH a00 1HIINX
MEAWYHUX IMYHOOIONOTIYHUX TMpemnapaTiB, M0 MNPOUIUIH MPOUEIYPY
JiepKaBHOT peecTpanii Mg 3000B’s3aHHA A1  €KCTPEHOTO MEIMYHOIO

3aCTOCYBaHHS, MlepPeBaKa€ BiOMi Ta MOTEHUiNHI PpU3MKN BUKOPHUCTAHHA
TaKUX JIKapcbKHX 3a2c00iB, BakUMH a00 iHIIMX MeIUYHHUX
iMyHoOiosIOTiYHUX Npenaparis.

2. 3a HasgiBHOCTI 00CTaBMH, HABeJeHUX Yy YACTUHI mepuuiii miei crarri,
JikapcbKi 3ac00M, BakmuHM a00 iHmI MeauyHi iMyHOOioJIOTIYHI
npenaparu JJisl JiKyBaHHSl Ta NPO(QIIaKTHKH, HA Yac il HaA3BUYAHHOL
curyaunii Ta/ab0 KapaHTHHY, MOXKYThb OYTH 3apeecTPpOBaHi VISl
€KCTPEHOI'0 MEJAUYHOr0 3aCTOCYBAHHSI HAa CTPOK, IO [JacTh 3MOry
BHKOHATH TaKi 3000B’A3aHHSL:

3asiBHUK Ma€ Haaatu iHdopMmalilo moao 3aBepuIeHMX KJIiHIYHHX
AOCHIIKEHb, y TOMY 4YHCJI IX pe3yJabTaTH, MPOTArOM mepioxay,
MOTO/KEHOr0 i3 IEeHTPAJbHUM OPraHOM BHKOHABYOI BJaIH, IO
3a0e3neuye ¢GopMyBaHHSI Ta peatidye Jep:KaBHY MNOJITHKY Yy cdepi
OXOPOHHM 310POB’fl, I0 MAKOTh OyTH MiACTABOIO JJIsl €KCIEPTHOI OMIHKH
CHIBBI/THOIIEHHS] «KOPUCTH/PU3HK»;

JikapcbKi 3aco0u, BakuuHM a00 iHmWI MeauyHi iMyHoOioJ0oriuHi
npenaparu, Mo NoJAKTHCH HA JIeP/KABHY peecTpamilo mix 30008’ A3aHHA
AJS1  eKCTPEHOr0 MEIMYHOI0 3aCTOCYBAHHS, MAalOTh BillyCKATHCS
3aKJIalaMH  OXOPOHHM 3/10POB’fl JIMIIEe 3a pelenToM Ta, y HNeBHHUX
BHUIIA/IKAX, 32CTOCOBYBATHCH JIMIIE MiJ CYBOPUM MeJUYHHUM HAIJISIAOM,
30KpeMa y 3aKJIaiax OXOPOHHM 3/10POB’s1;

Y KOPOTKiii XapakTepuCTHIi JiKapCbKUX 3ac00iB, BAKIIUH 200 iHIIMX
MeIUYHUX iMYHOOIOJIOTiYHMX NpenapariB, IHCTPpYKUil AJsi MeIUYHOTO
3aCTOCYBAHHA Ta/a00 JIMCTKY-BKJIAQAUIL 3a3HAYACTHCH, IO HASIBHI
XaPAKTEPUCTHKH JAHOI0 JIKapChKOro 3ac00y € HeI0CTATHIMH.

3a yMOBU BUKOHAHHS{ 3a3Ha4YeHHUX B a03anax Apyromy - 4yeTBeproMy Hiei
YACTHHU 3000B’s13aHL 3asiIBHUK 3000B’sI3aHU I NnoBiZTOMHUTH
LeHTPAJbHUI OPraH BHKOHABYOI BJaju, o0 3a0e3nedye GopmyBaHHS
Ta peaJii3ye JepKaBHY NOJITUKY y cepi 0XOpOHM 310POB’si, NPO MOOIYHI
peakuii Ha Jikapcbki 3aco0m, BakuuHH a00 iHmI MeaMuHi
iMyHOOioJIOTiYHI mIpenapaTtH B MOPSAAKY Ta y CTPOKH, BCTAHOBJEHI
HEeHTPAJbLHUM  OPraHoM BHMKOHAaB4YOI BJaaM, IN0 3ale3medye
(¢opMyBaHHAI Ta peallizye Aep:kaBHY NOJITHKY Yy cdepi oxopoHu
3110POB’1l.

Jl1si nepxkaBHOI peecTpanili JiKapcbKHX 3ac00iB, BakIMH a00 iHIIMX




3aCTOCYBAaHHS, Ma€ BHU3HAYaTH TIPAaHUYHI CTPOKM JUIi BUKOHAHHS TaKHUX
3000B’43aHb.

Peecrpariiine MOCBiAUYEHHS BUAAETHCS CTPOKOM HA OJUH PIK 3 MOKJIMBICTIO
IIOJIOB’KEHHSI Ha OJJUH PIK.

[TonoBxeHHS CTPOKY i peecTpaliiHOro MOCBIAYCHHs Tiepeadavyae mopidHe
OLIIHIOBAHHA BHUKOHAHHSA  BIAMOBIAHMUX  3000B’s3aHbL Ta  IIOJAHHSA
LIEHTPaJIbLHOMY OpraHy BMKOHABYOi Blaju, 110 3abe3neuye (opMyBaHHS Ta
peami3dye JAep)KaBHY TMOMITHKY y cdepi OXOpPOHH 370pOB’s, 3BITYy MpO
pe3ynbTaty omiHioBaHHA. [licis BHKOHaHHS BCiX 3000B’s3aHb, HaJIaHUX
3assBHUKOM Y BCTQHOBJICHHH CTPOK, [Iisl pEECTPALIHHOTO TOCBITYEHHS MOXE
OyTH MOJOBKEHA J0 I’ SITH POKIB.

4. Tlicns MPUHHATTS PIMICHHS NMPO HAJAaHHS PEECTPALIWHOTO MOCBITYCHHS
BakIWH 200 IHIIMX MEAWYHHUX IMYHOOIOJOTIYHUX TMperapariB HEHTPATbHUN
OpraH BHUKOHAaBUYOi BHaaAW, IO 3abe3nedye (GOpPMYyBaHHS Ta peasi3ye
JIepKaBHY TMOJIITUKY Yy cdepl OXOpPOHH 3/10pOB’d, MOXE IOKJIACTH Ha
BJIACHUKA PEECTPALIIHOTO MMOCBITYCHHS TAKUX BAaKIWH 200 1HIINX MEAMYHUX
IMyHOO10JIOTIYHUX TIpernapaTiB 3000B’13aHHS II0J10:

1) mpoBeACHHS MOCTPEECTpAIliiHUX AOCTIHKEHb 3 OCE3MEeKH 3a HasBHOCTI
PU3UKIB MIOAO 3apEECTPOBAHUX IS €KCTPEHOTO METUYHOTO 3aCTOCYBAHHS
BaKIMH a00 1HIIMX MEIWYHUX IMYHOOIOJIOTIYHUX MpernapaTiB. Y pasi SKIIo
CYMHIBM IIOJI0 3a3HAYEHUX PHU3UKIB CTOCYIOThCS OUIblIe HIK OMAHIET
BakIIMHM  a00  IHIIMX  MEOUYHHUX  IMYHOOIOJNOTIYHMX  Ipemnaparis,
LEHTpaJbHUI OpraH BHKOHABYOi BIIaAM, 110 3abe3neuye (GoOpMyBaHHS Ta
peai3ye aep)kaBHY HOJITHKY Y cepi 0OXOpOHH 3[0pPOB’S, MAa€E 3a0X0UyBaTH
BJIACHUKIB pEECTpallifHUX TOCBiJYeHb OpaTh yd4acTb Yy CHUIBHOMY
MPOBEICHH] TOCTPEECTPALIIITHUX JTOCITIIKEHD 3 0€3MeKH;

2) mpoBeNEHHs MOCTPEECTPALIMHUX AOCHIIKEHb 3 €(QEeKTUBHOCTI, Yy pasl
SKIIO PO3YMIHHS 3aXBOPIOBAaHHS a0o0 KIIHIYHOI MeTOJoJorii BKazye Ha
HEOOX1HICTb ~ CYTTE€BOrO  MEperjisiiy  MOMEpeAHiX  OMIHOK  IIOAO
e(hEeKTUBHOCTI.

5.V pa3i skuo komnereHTHUM opraHoMm Cnomydenux llltaTtiB Amepuku,
Benukoi bpuranii, IlIseiinapcekoi Kondenepanii, Anonii, Asctpauii,
Kanamu, Kuraiicekoi Hapoanoi Pecniy6umiku, [naii abo 3a eHTpasi30BaHOO
IpOIETypOI0 KOMIIETEHTHUM OpraHoMm €Bpomnelcbkoro Coro3y BiAMOBITHO
JI0  HAI[lOHAIBHOTO 3aKOHOJABCTBA KpaiHM HAaJaHHA JI03BOJY YH

MeIUYHMX IMYHOOIOJIOTIYHUX MpenapariB mig 3000B’sI3aHHA IS
€KCTPEHOr0 MeIMYHOI0 3aCTOCYBaHHSl 3aMiCTh 3acBil4eHOl Komil
AOKYMEHTa, 110 MiATBEepPAKY€ BiANOBiIHICTL yYMOB BHPOOHHULTBA
JiKapcbKoOro 3aco0y, IMOJAHOT0 Ha PpeecTpalilo, BUMOraM 10
BHPOOHMUTBA JIKAPCHLKUX 3ac00iB B YKpaiHi, BUIAHOI0 HEHTPAJIbHUM
OpPraHoM BHKOHABYOI BJIA/IU, L0 peasii3ye Aep:KaBHY NMOJITHKY y cdepi
KOHTPOJIIO SIKOCTI Ta 0e3nmeKH JIKAPChKHUX 3ac00iB, MOke HAJaBaTHCS
pPillecHHsT  3a3HAYEHOr0 OpPraHy MNP0 BHU3HAHHA  pe3yJbTaTiB
iHCIIEKTYBaHHS Ha BIiANOBIIHICTH BUMOramM HaJIEKHOI BHPOOHHYOL

NPAKTHKH, TPOBEJEHOI0 HAIiOHAJBLHUM KOMIIETEHTHHM OPraHoOM
KpaiHM-BUPOOHNKA, 1IN0 BHAAETHCS Yy TMOPSAKY, BCTAHOBJIEHOMY
HEeHTPAJIbHMM  OPraHoM BHKOHABYOI BJIaAu, 10 3a0e3nevye

¢popmyBaHHs Ta peaiidye Aep:KaBHY MNOJITUKY Yy cdepi 0XopoHH
310pOB’S, 3a YMOBH 10 BHPOOHHUITBO JIIKAPCBKOIO 3acoly
3MiHCHIOETHCS 3 T0AePKAHHAM BUMOT HAJIeSKHOI BUPOOHUYOI MPAKTUKH,
rapMoOHI30BaHOI i3 3aK0HOAaBCTBOM €Bponeiicbkoro Coro3y.

Bumorn 4yacTuH mepumioi, Apyroi, Tperboi Ta m’AToi crarti 12 HLOro
3akoHy He NMOIIMPHKTHLCH HA JIKAPCHKI 3ac00M, BaKIUHU a00 iHIIi
MeIu4Hi iMyHO0O0ioJIOTiUHI MpenapaTu, 3apeecTPoOBaHi /sl €KCTPEHOro
MeIMYHOr0 3aCTOCYBAHHS B MOPSAKY, BU3HAUEHOMY Hi€l0 crarTero. Taki

JiKapcbKi 3aco0u, BakuuHH a00 iHmI Meau4Hi iMyHOOIOJIOTiYHI
npenapaTd NpM NOCTA4YaHHI Ta 3aCTOCYBAHHI Ha TepUTOPil YKpainu
MAalTh  CYNPOBOMKYBATHCA  IHCTPYKLi€l0 MNpPO  3aCTOCYBaHHS,

BHKJIAJCHOI0 JICPHKABHOI0 MOBOI0, 3aTBEPI/KCHOI LEHTPAJbHUM
OPraHoM BHMKOHABYOI BJaJH, 10 3a0e3nme4yye (popMyBaHHS Ta peasiisye
JAepaaBHY MOJITHKY y cdepi 0XOPOHU 310pOB’Sl.

3. PilleHHs Npo HAJaHHA peeCcTPALIiHOr0 MOCBiIYeHHsl JiKaApCbKHMX
3ac00iB, BAKIIMH 200 IHINMX MeAWYHHUX IMYHOO0i0/I0TIYHHMX Npenaparis,
10 NMPOMILIM NMPOUeAYPY AepP:KABHOI peecTpauii mix 3000B’A3aHHSA I
€eKCTPEHOr0 MeJIMYHOr0 3aCTOCYBAHHSI, MAa€ BHM3HAYATH TpPAHUYHI
CTPOKHM [JIs1 BUKOHAHHS TAKHX 3000B’AI3aHb.

Peectpaniiine noOCBiI4YeHHsI BHJA€THCA CTPOKOM HAa OAWMH Ppik 3
MOK/JIHMBICTIO IOJOB:KEHHSI HA OJUH PiK.

ITopoB:keHHsI CTPOKY il peecTpaniifHOro NOCBiTYeHHs mnependavae
HIOpiYHe ONIHIBAHHS BHKOHAHHS BIANMOBIIHUX 3000B’si3aHb Ta




E€pporneiicbkoro Coro3y HaJlaHO J103B1J HA €KCTPEHE 3aCTOCYBAHHS BAKLIMHU
abo I1HIIOr0 MEAMYHOTrO iMYHOOIONOTIYHOTO Mpemapary ado BaKIMHY YU
IHIIMHA  MEeIWYHUKA IMYHOOIOJNIOTIYHMI TIpermapar 3apeecTpPOBAaHO TaKUM
KOMIIETCHTHHM OpPraHOM 3a IeBHOi yMOBH, a00 HaJaHO MpeKBasi(ikallio
BOO3, taka BakiuHa a0o 1HIMUH MEIUYHUN IMyHOOIOJIOTIYHUHN Ipenapar
MOXYTh OYTH TIPHUCKOPEHO 3apeecTpoBaHi B YKpaiHi A EKCTPEHOTo
MEIUYHOTO 3aCTOCYBaHHS B TOPAJIKY, BcTaHOBIIeHOMY KabGinerom MiHiCTpiB
VkpaiHu, 3 ypaxyBaHHSIM TaKuX 0COOJIUBOCTEN:

1) mo 3asBU mpo JepKaBHY PpEECTPALil0 Ui EKCTPEHOTO0 MEAMYHOTO
3aCTOCYBaHHSA JOJAIOTHCS BUKIIOYHO:

JIOKYMEHT, 110 HiATBEPIUKYE PILICHHS PO HaJaHHS J03BOJIY IPO €KCTpPEeHE
3aCTOCYBaHHS a00 MPO PEECTpaIlito 3a IMeBHOI YMOBH y BIATOBIIHINA KpaiHi
abo peecTpallio 3a IEBHOI YMOBH KOMIICTGHTHUM OPTaHOM €BpOTCHCHKOTO
Coro3y (abo iHmIe iJEeHTHYHE 3a CYTTIO pIlIEHHS BIANOBIZHO MO
3acTOCOBYBaHOro 3akoHoJaBcTBa Crnomyuyenux llltaTtiB Amepuku, Benukoi
Bpuranii, IlBeiinapcekoi Kondenepauii, Smonii, Ascrpamnii, Kanamm,
Kuraiicekoi Hapoanoi Pecmy6miku, Iunii abo 3a meHTpai30BaHOIO
IPOLETyPOI0 KOMIIETEHTHUM OpraHoMm €Bpomnelcbkoro Coroo3y BiANOBITHO
70 HAIIOHAIBHOTO 3aKOHOJABCTBA KpaiHM HAJaHHA JIO3BOJY UM
€pponeiicbkoro Coro3y) Ha AaTy MOJaHHS 3asBU PO JIEP>KaBHY PEeECTpaLliio
JUIsL €KCTPEHOTO MEIMYHOI0 3aCTOCYBaHHS, 3aCBITYEHUN MIANNCOM 3asiBHUKA
a00 YMOBHOB2XEHOTO HUM TMPEJCTaBHUKA; 3BIT 3 OI[IHKM BakKIMHU abo
IHOIOTO ~ MEIWYHOro  IMYHOOIOJIOTIYHOTO  IpemapaTy,  CKJIaJeHHH
PETYJISATOPHUM OpPraHOM KpaiHW, B fKiM BakiMHAa a00 IHIIMNA MeAUYHMNA
IMYHOOI0JIOTIYHUN Tpenapar 3apeecTpOBaHUM (32 HAsSBHOCTI, SKIIO TaKU
JOKYMEHT nependadyeHuii 3riJHO 13 3aKOHOJIaBCTBOM BIIOBIIHOT KpaiHU; y
pasi BIACYTHOCTI TaKOTO JOKYMEHTA y 3asBi MPO JEP:KaBHY PEECTPALIIO st
EKCTPEHOr0 MEJWYHOIO 3aCTOCYBaHHS pPOOUTHCS BIAMOBIAHA BiAMITKA);
JOKYMEHT 3 OI[IHKHU Ta YIpPaBIiHHS pU3HKaMHU, 3aTBEPHKEHUM PIIIEHHSIM MPO
HaJlaHHS JI03BOJIYy TPO EKCTPEHE 3acTOCYBaHHS abo IMpO peecTpaiiio 3a
NEeBHOI YMOBM Y BIJNOBiJIHINA KpaiHi abo peecTparilo 3a MEBHOI YMOBHU
KOMIIETEHTHUM opranom €Bpornelicskoro Coro3y (3a HassBHOCTI, SKIIO TaKUH
JOKYMEHT Tiepe0aueHuid 3T1IHO 13 3aKOHOJJaBCTBOM BiIIOBITHOI KpaiHU; Y
pasi BiJICYyTHOCTI TaKOTO JOKYMEHTa Y 3asiBi NP0 JEp>KaBHY PEECTpalliio s
€KCTPEHOI0 MEJWYHOI0 3acCTOCYBAaHHS pPOOUTHCS BIAMOBIJHA BiAMITKA);

NMOJAAHHS LEHTPAJIbHOMY OPraHy BHKOHAB4YOI BJIagH, IO 3a0e3nedye
(popMyBaHHsI Ta peajlizye AepikaBHY MNOJITHKY Yy cdepi oxoponmn
310POB’sl, 3BiTY NMpo pe3yjbTaTH ouiHOBaHHA. Ilicisa BUKOHAHHS BCix
3000B’s13aHb, HAJAAHUX 3asiBHUKOM Y BCTAHOBJIEHMH CTPOK, [ifl
peecTpauiiiHOro NOCBiT4eHHsI MO2Ke OyTH MOJ0BKEeHA /10 II’ITH POKIB.

4. Iliciss nNpuUAHATTA PpilleHHS MNP0 HAJaHHSA pPeecTPaliiiHOro
NMOCBiTYEHHA JIIKAPCbKUX 3ac00iB, BaKUUMH a00 IiHIIMX MeIUYHHUX
iMyHOO0i0JIOTiYHUX NpenapariB HEeHTPAJIbHUI OPraH BUKOHABYOI BJIA/IM,
o 3adesnedyye (pOPMyBaHHSI Ta peatli3ye€ Jep:KaBHY NOJITHKY y cepi
OXOPOHHU 3/10POB’sl, MO’Ke IOKJIACTH Ha BJIACHMKA peecTpauiiiHOro
NMOCBiTYeHHS TAKUX JIKAPCHLKHUX 3aC00iB, BAKIMH a00 iHIIUX MeIUYHUX
iMyHOOio/I0TiYHUX NpenapaTiB 3000B’A3aHHS 1I010:

1) npoBeeHHsI MOCTPeECTPALIITHUX TOCTiKeHb 3 0e3leKH 32 HASIBHOCTI
PHM3HMKIB  IIOA0 3apPEECTPOBAHUX /JII  €KCTPEHOI0  MEeJUYHOro
3aCTOCYBAHHS JIKAPCBKHUX 3ac00iB, BakuMH a00 iHIIMX MeIHuYHHX
iMyHoOiosIoriYHUX npenapariB. Y pa3i IKIIO0 CYMHIBM 1010 3a3HA4Y€HUX
PHM3HKIB CTOCYHOThCS OljIbIIe HIZK 0JJHOTO JIKApPCHhKOro 3aco0y, BAKIMHHA
a00 IHIMX MeIMYHUX IMYHOOIOJIOTiYHUX mNpenapariB, HeHTPAIbHUH
OpraH BHUKOHAB4Oi BJaaAu, o 3a0e3neuyye GopMyBaHHSI Ta peaiisye
JAepKaBHY NOJITHKY Yy cdepi OXOpoHM 310pOB’sl, Ma€ 3a0X0YYBaTH
BJIACHUKIB pee€cTpaliiHUX NOCBiI4eHb OpaTH y4acTh Yy CHUIBHOMY
NMpoBeeHHI MOCTPeecTPALIIHUX TOCTiIKeHb 3 0e3NeKHu;

2) npoBe/ieHHsI MOCTPeECTPALIHHUX AOCTITKeHb 3 e()eKTUBHOCTI, y pa3si
SIKIIIO0 PO3YMiHHSI 32aXBOPIOBAHHA a00 KJIIHIYHOI MeTOZ0/10Til BKa3y€ Ha
HEOOXIIHICTL  CYTTEBOr0 Meperyisily MONepeaHix OHMIHOK  WI0A0
e(peKTUBHOCTI.

5. V pa3i gaxkmo BakuuHa a60 iHIMII MeAWYHUH iMyHoOOiosoriuHMIA
npenapar OTPHUMAaJId J03BUJI Ha eKCTpPeHe MeJM4He 3aCTOCYBAHHS,
BUAAHMH KoMIeTeHTHUM opraHom Cnoaydenux IratiB AmMepuku,
Benukoi bpuranii, llIBeiinapcekoi Kondenepauii, Snonii, ABcrpaurii,
Kanagu, I3paimo, Kuraiicbkoi Hapoanoi Pecny0Oaikum, Inaii um 3a
LeHTPAJIi30BAHOI0 Npoueayporo KOMIIETEHTHUM Oprasom
€Bponeiicbkoro Corw3y (BiAMOBIIHO 10 HAIOHAJIBHOI0 3aKOHOIABCTBA)
yM HafaHo npeksaidigikanito BOO3, ado gaikapcbkuii 3acid orpuMaB
JAO03BiJI HA eKCTpPeHe 3aCTOCYBAHHSI BHAAHUHM KOMIIETCHTHMM OPraHoOM




IHCTPYKIliI MPO 3acCTOCYyBaHHS, BHKJIAJCHA MOBOK OpHTiHAIY (MOBOIO,
BIIMIHHOIO BiJ JEp>KaBHOI), KOPOTKA XapaKTEPUCTHUKA, BUKIAJEHA MOBOIO
opuriHaly (MOBOIO, BIIMIHHOIO BiJl JepaBHOi) (32 HAsABHOCTI, IO TaKWU
JOKYMEHT Tiepea0auyeHuid 3T1IHO 13 3aKOHOJIaBCTBOM BiATOBIAHOI KpaiHU; Y
pa3i BIICYTHOCTI TaKOTO JIOKYMEHTa Yy 3asiBl PO ACP)KaBHY PEECTpaIlito Jis
€KCTPEHOT0 MEIMYHOTO 3aCTOCYBaHHS POOUTHCS BIAINOBIHA BiIMITKA);
rpadgiuyHe 300pakeHHS MakeTa (MakKeTiB) YIAKOBKH Ta TEKCT (TEKCTH)
MapKyBaHHsI TIEPBUHHOI Ta BTOPUHHOI (32 HassBHOCT1) yHmakoBOK. J{is 1ineit
JIEPIKABHOT peecTparii Juisi eKCTPEHOTr0 MEIUYHOTO 3aCTOCYBAHHS 3asBHUK
Mae TpaBo MOAATH OJHOYACHO ACKUIbKA TAKMX MAKETIB 1 TEKCTiB MapKyBaHb
JUTst 3a0€3MeUeHHsT MOXKIIMBOCTI MaKCUMAJIbHO OMEPAaTHBHOTO MOCTa4YaHHS B
YIIaKOBIIl Ta 13 MApKyBaHHSM, HasBHUM Ha MOMEHT MOCTa4yaHHS; MEPEKIIaan
TEKCTY (TEKCTIB) MapKyBaHHsS IEPBHHHOI Ta BTOPHUHHOI (32 HAsSBHOCTI)
YIIAKOBOK BAaKIMHU 200 1HIIOTO MEIWYHOrO iIMyHOOI0JIOTIYHOTO Mpemnapary,
IHCTPYKLIi MpO 3acCTOCYBaHHS, KOPOTKOI XapakTEPUCTUKHU JIEP>KaBHOIO
MOBOIO 32 CTPYKTYpPOIO 3TiHO 3 TOPSAIKOM, BU3HAYEHUM LEHTPAIbHUM
OpraHOM BHMKOHABUOi BIaJM, M0 3a0e3nedye (opmyBaHHA Ta peanisye
NEp’KaBHY TONITUKY y cdepi OXOpOHH 370pOB’S, 3acCBiAYEHI MiIMHUCOM
3asgsBHMKa a00  YIOBHOB@KEHOTO HHM  MpPEICTaBHUKA;  IHCHMOBE
3000B’43aHHSI BUPOOHMKA BUPOOJATH BIANMOBIAHY BakKIMHY abo0 1HIIMHA
MeIMYHUNA IMyHOO10JIOTIUHUI Mpenapar Ui IocTayaHHs B YKpaiHy Ha THX
caMHUX BUPOOHUYMX MOTYXKHOCTSX, 1110 3aCTOCOBYIOTHCS Y BUPOOHUUTBI AJIst
BUKOPDUCTaHHA Yy BIANOBIAHIA KpaiHi peectpauii (Cnonydenux IlrtaTiB
Awmepuku, Benukoi bpuranii, I[Belinapcekoi Kondenepauii, Smnonii,
Agcrpauii, Kanaau, Kutaiicbkoi Hapoanoi Pecniyoniku, [Hif);

2) CTPOK MEpeBIpPKU MOJAaHUX 3aIBHUKOM PEECTpAIliiHUX MaTepialliB Ha iX
AaBTEHTHYHICTh HE IMOBHHEH NEPEBMIIYBATH I SITH poOOYMX JHIB 3 JIHSA
noJaHHs Takux MmatepiandiB. [lig yac mepeBipku peecTpaliiHUX MarepiajiB
Ha 1X aBTEHTHYHICTh EKCIEpTH3a MaTepialliB PEECTPAIIHOTO JIOCKE,
MOIAHOTO J0 PETYJIATOPHOTO OpraHy, 10 3apeECTPyBaB BaKIMHY a00 1HIIHI
MeIMYHUNA IMyHOO10JIOT1YHUI Tpenapar, He MPOBOIUTHCS;

3) pileHHs PO peecTparito A eKCTPEHOr0 MEINYHOTO 3aCTOCYBaHHS a0o
BIIMOBY B peecTpamii Takoi BakUMHM abo0 IHIIOTO MEIUYHOIO
IMYHOOI0JIOTIYHOTO Tpenapary Ais €KCTPEHOTO0 MEIUYHOTO 3aCTOCYBAaHHS
NpUHMAEThCSl IIEHTPAJIbHUM OPraHOM BHMKOHABYOI1 BJIAAM, HIO 3abe3nedye

Cnoayuenux IlrariB Amepuxku, Benukoi bpwuranii, IlIBeiinapcbkoi
Koudenepanii, HAnownii, Ascrpanii, Kanamm, I3painio uym 3a
LeHTPAJIi30BaAHOI0 Npoueayporo KOMIIETEHTHUM Oprasom
€Bponeiicbkoro Cor3y BiANOBITHO 10 HAIIOHAJIBHOI0 3aKOHOJAABCTBA
KpPaiHM HaJaHHS J103BOJy, a00 JiKapcbKuili 3aci0 nmpexkBajiikoBaHuii
BcecBiTHBOIO Opravizani€lo 0XopoHM 310pOB’Sl TAKWi JiKapcbKHUii 3acio,
BaKIMHA 200 IHMMI MeAUYHUI IMYHOOIOJOTiYHMI Mpenapar MoOKYThb
OyTH NPUCKOPEHO 3aPeECTPOBAHI B YKPaiHi VIl eKCTPEHOr0 MeIMYHOr0
3aCTOCYBAHHSI B NOPsiAKY, BcraHoBJeHomy KabGinerom MinicTpiB
Ykpainu, 3 ypaxyBaHHAIM TaKHX 0C00JIMBOCTeIi:

1) 1o 3asiBM Npo Jep:KaBHY peecTpamlilo I eKCTPEHOr0 MeIMYHOIo
3aCTOCYBAHHS J0AI0THCH BUKJIIOYHO:

JAOKYMEHT, 10 WiATBepIKy€ PpilleHHS MNP0 HAaJaHHA /03BOJIy IIpO
eKCTPeHe 3aCTOCYBaHHA a00 MNpO peecTpalil0 3a IEeBHOI YMOBH Y
BiANOBiAHIN KpaiHi a00 peecTpaniio 3a MeBHOI YMOBH KOMIIETEHTHHM
opranom €Bponeiicbkoro Corw3y (ado iHImIe ileHTHYHe 3a CYTTIO
pillleHHS BiINIOBIIHO 10 32CTOCOBYBAaHOI0 3aKOHOAABCTBa CIOJTy4eHHX
IlrariB Amepuxku, Beaukoi bpuranii, [lIBeiinapcokoi Kondenepanmii,
Snownii, ABcrpadii, Kanaagu, Kuraiicbkoi Hapoanoi Pecny6uikm, Inaii,
I3painio aGo 3a HeHTPaIi30BaHOI0 NPOLEAYPOI0 KOMIIETEHTHUM OPraHOM
€Bponeiicbkoro Cor3y BiIlOBITHO /10 HAlIOHAJBLHOI0 3aKOHOJAAaBCTBA
KpaiHM HaJaHHA /103B0JYy 4i €Bponeiicbkoro Corwo3y) Ha AaTy NOAAHHS
3aiBU NP0 [Iep:KaBHY peecTpaulilo Jsi eKCTPeHOro MeIU4YHOro
3aCTOCYBAHHS, 3aCBiAYCHMI MIANMCOM 3asiBHHKA a00 yIOBHOBAKEHOI0
HHMM NPpPeICTABHUKA; 3BIiT 3 OLIHKH JIKapCcbKOro 3aco0y, BaKIMHH 200
iHImoro MeaM4HOro iMyHo0i0JIOTIiYHOIO Tmpenapary, CKJIaJeHUi
PeryJiiTOPpHUM OPraHOM KpaiHW, B fKii JikapcbKuii 3aci0, BaKuMHa a060
iHIMH MeAW4YHMIl iMyHOOiIOJIOTIYHMIT TNpenapaTr 3apeecTpoBaHuii (3a
HASIBHOCTI, #IKII0 TAaKWUi JOKYMEHT mnepeadadyeHuil 3rigHo i3
3aKOHOJABCTBOM BilIOBiIHOI KpaiHW; y pa3i BIACYTHOCTI TakKoro
JOKYMEHTa Yy 3asiBi NP0 Jep:KaBHY peecTpalilo I eKCTPEHOro
MEJUYHOI0 32CTOCYBAHHA POOMTHCH BiANOBiIHA BiAMITKA); JOKYMEHT 3
OLiIHKM Ta YNpaBJiHHA PHU3UKAMH, 3aTBepPAKeHUIl pilleHHAM HpPo
HA/JaHHA J103BOJIy NPO €KCTPEeHe 3aCTOCYBAHHS a00 MpPO peecTpauniro 3a
NEeBHOI YMOBH Y BilNnoBigHiii KpaiHi a00 peecTpaniio 3a NeBHOI YMOBH




dbopMyBaHHS Ta pealli3ye epKaBHY MOJITUKY Y chepl OXOPOHH 3I0pOB’ s, 3a
pe3yabTaTaMu IMPOBEACHOI MEPEeBIPKH pEeCTpallifHuX MaTepiayiB Ha IX
ABTEHTUYHICTh y CTPOK, 10 HE MEPEBHUIILYE TPHOX POOOUHX JIHIB;

4) miacTaBor IS BiAMOBM B JEp)KaBHIM peecTparlii Il €KCTPEHOTO
MEJMYHOTO 3aCTOCYBaHHS MOK€ OYTHM BUKIIIOYHO HEMOJAHHS BIAMOBITHUX
MaTepiaiB, Mepen0ayeHuX Ii€I0 YacTUHOIO CTaTTi, abo MOomaHHA IX Yy
HEMOBHOMY 00cCs131, a00 BHUSBICHHS PO301KHOCTEH y MOJAHUX MaTepiayiax,
10 BIUIMBAIOTh Ha €(EKTUBHICTb, O€3MEKy Ta SKICTh BaKIIMHHU a00 1HIIIOTO
MEJAMYHOTO iMyHOO10JIOTIYHOTO npemnapary, abo BUSBIICHHS
HEaBTEHTHYHOCTI TEPEeKNIaay TEeKCTY (TEKCTiB) MapKyBaHHS YHaKOBKHU
(YnakoBOK), IHCTPYKIIil PO 3aCTOCYBaHHs a00 KOPOTKOI XapaKTEPUCTHKU;

5) BHECEHHS 3MiH JI0 PEECTpallifHUX MaTepialliB 3MIHCHIOETHCS Y TOPSIKY,
BCTAaHOBJICHOMY IICHTPAJIbHUM OpPraHOM BHKOHABUOi BIIAJM, IO 3a0e3redye
dbopMyBaHHS Ta pealizye Aep>KaBHY HMOJITUKY Y chepi OXOPOHU 37J0POB’s, Ha
MifCTaBl pIlIEHHS, OPUWHATOTO THM CaMHM KOMIIETEHTHUM OpPraHOM
Crnomyyennx IlratiB  Awmepuku, Benmukoi bpuranii, IlBelinapcekoi
Koundenepanii, Amonii, Asctpanii, Kanamu, Kwuraiicbkkoi HapoagHoi
PecniyOniku, [Haii abo 3a mEHTpali30BaHOIO MPOLEAYPOI0 KOMIETEHTHUM
opranom €Bponeiicbkoro  Cor3y  BIAMOBIAHO O  HaIllOHAJIHLHOTO
3aKOHOJIaBCTBa KpaiHu uu €Bpormeiicekoro Coro3y, sike Oysio mojaHe mpu
IPOBE/IEHH] MPOLETypPH JAEp:KaBHOI peecTpalii UIsi eKCTPEHOro MEAUYHOTO
3aCTOCYBaHHS,

6) 301p 3a aepikaBHY PEECTPAIlIIO JJIsI €KCTPEHOTO0 MEIUYHOTO 3aCTOCYBAHHS
Ta 3a BHECEHHsI 3MiH JIO PEECTpALlifHUX MaTepialiB HE CIIauy€eThCs;

7) peecTpallii BakIMHH a00 IHIIOTO MEIUYHOTO I1MYHOOIOJOTIYHOTO
npenapary s eKCTPEHOTO MEIMYHOTO 3aCTOCYBAaHHS 3IIMCHIOETHCS Ha
CTPOK i1 BIJMOBIIHOTO 103BOTY a00 peecTpallii 3a IeBHOT YMOBH.

6. [Ilicna npepxaBHOi peecTpamii BakuuH ab0 IHIIMX  MEAUYHHUX
IMyHOOIOJIOTIYHUX ~ mpenapariB  Juiss  cnenudiyHoi  npodiIaKkTUKA
KopoHaBipycHoi xBopoOu (COVID-19) mig 3000B’s3aHHA 711 €KCTPEHOTO
MEIMYHOTO 3aCTOCYBAaHHS LIEHTPaJIbHUN OpraH BHKOHABYOI BIAJH, IO
3abe3mnedye GopMyBaHHS Ta peajizye Jep:KaBHY MOJITHKY Y chepi OXOpOHU
310poB’s, 3a pimeHHsM KaOinery MinicTpiB YkpaiHu mae mpaBo Opatu
3000B’s13aHHS BiJ iMEeHI YKpaiHH, OB’ sI3aHi 13 3aKyIiBJI€0, 3aCTOCYBAHHSAM
BakIMH a00 IHIIUX MEAWYHUX IMYHOOIONOTIYHUX TpenapariB s

KOMIIETEHTHUM opranom €ppomneiicbkoro Cor3y (3a HaAsiBHOCTI, SKIIO
TaKUil JTOKYMEHT mnepeadadeHnid 3rilHO i3 3aKOHOAABCTBOM BiINOBiIHOI
KpaiHu; y pa3i BiICYTHOCTI Takoro JOKyMeHTa y 3asiBi PO Jiep:KaBHY
peecTpaniio UIA eKCTPEHOI0 MEAHUYHOI0 3aCTOCYBAaHHA POOHTHCH
BiAmoBiAHA BigAMiTKa); IHCTPYKLiS NPO 3aCTOCYBAHHSI, BHMKJAJeHA
MOBOK) OpHUriHady (MOBOIO, BiIMIHHOKW BiJ Jep:KaBHOI), KOPOTKa
XapaKTepPUCTHKA, BUKJIAIeHA MOBOIO OPUTiHAIY (MOBOIO, BIIMIHHOIO Bij
JAep:kaBHOI) (32 HASIBHOCTI, 10 TAKWI1 JOKYMEHT NepeadavyeHuid 3riqHo i3
3aKOHO/ABCTBOM BilNOBiIHOI KpaiHW; y pa3i BiacyTHOCTI Takoro
JOKYMeHTa Yy 3asiBi Ipo Jep:KaBHY peecTpalilo M eKCTPEeHOro
MEIMYHOI0 3aCTOCYBAHHSI POOMTHCH BiANOBiIHA BiaMiTka); rpagidyne
300paxkeHHs] MakeTa (MakKeTiB) YNAKOBKH Ta TeKCT (TeKCTH)
MApKYBaHH$l IEPBHHHOI Ta BTOPUHHOI (32 HasiBHOCTI) ynakoBok. s
nijiell Aep;KaBHOI peecTpauii JJIl eKCTPEHOr0 MeAUYHOI0 3aCTOCYBAHHA
3afiBHUK MAa€ NPaBO MOJATH OJHOYACHO JeKiJIbKa TaKHUX MAaKeTiB i
TeKCTIB MapKyBaHb /sl 3a0e3le4eHHS MOKJIMBOCTI MaKCHMAJIbHO
OIICPATHBHOI0 MOCTAYAaHHS B YNAKOBLI Ta i3 MAaPKyBaHHSM, HABHUM
HA MOMEHT NOCTAYAHHS; IepPeKJagH TEKCTY (TeKCTiB) MAapKyBaHHS
NMEePBUHHOI TA BTOPUHHOI (32 HAABHOCTI) YNIAKOBOK JIiKAapCLKOIo 3aco0y,
BAKIMHU a00 iHIIOro MeAWYHOro iMyHOOioJIOTiYHOrO mpemnapary,
IHCTpPYyKUil MPoO 3aCTOCYBAHHHA, KOPOTKOI XapaKTePUCTHKH JAEPKABHOIO
MOBOIO 32 CTPYKTYPOIO 3TilHO 3 MOPAJAKOM, BU3HAYEHUM LEHTPAJIbHUM
OpPraHoM BHMKOHABYOI BJaju, 10 3a0e3neuye (popMyBaHHA Ta peaJidye
JAepKaBHY NOJITHKY y cepi oXopoHH 310poB’si, 3acBil4eHi mixmucomM
3asiBHMKA 200 YIOBHOBAKCHOI'0 HMM NPEACTABHHUKA; JJIsl BAKIHH a00
iHIIMX MeAUYHHX IMYHOOioJIOriYHMX TmpenapatiB - NHCbMOBe
3000B’A3aHHS BUPOOHHMKA BUPOOJATH BiANOBIAHY BaKUUHY a00 iHIIM
MeIUYHUI IMyHO0i0/10TIYHMIT Tpenapar AJisi MOCTa4aHHs B YKpPaiHy HA
THX C€AMHX BHPOOHHMYMX TOTYKHOCTSIX, IO 3aCTOCOBYIOTHCH Yy
BUPOOHHMUTBI I BHKOPHUCTAHHA Yy BIANOBiAHiH KpaiHi peecTpauii
(Cnoanyyennx IllTarie Amepuxu, Beamnkxoi bpuranii, IlIBeiinapcbkoi
Koundenepaunii, fAnonii, Ascrpauii, Kanagu, I3paimo, Kuraiicbkoi
Hapoanoi Pecny6uiku, Inaii ado kpainax €sponeiicbkoro Coro3sy); nis
JIKapCBhKHUX 3aC00iB - MHCbMOBe 3000B’si3aHHSI BHPOOHUKA BHPOOJIATH
BiINOBiAHMI JIIKAPpCHbKUH 3aci0 I MOCTAYAaHHA B YKpaiHy Ha THX




cnenudivyHoi nmpodigaKTHKKH  KOpoHaBipycHOi xBopobu (COVID-19),
JepKaBHA peecTpallisi SKUX 371HCHEHA BIAMOBIIHO JO BUMOT ITi€l CTaTTi, Yy
TOMY 4YHCII MIOAO BiAMOBH BiJI CYBEPEHHOTO IMYHITETYy WIOAO TaKHX
3000B’s13aHb, a TAKOX 3BUIBHEHHS BiJ BiAMOBIJATHFHOCTI BUPOOHHMKA Ta/abo
BJIACHUKA PEECTPALIMHOTO TIOCBITYCHHS, BKJIIOYAIOYM 1X TPAIiBHUKIB,
MEJAWYHUX TMPAIiBHUKIB, SKIIO 3aCTOCYBAaHHS TaKWX BAaKIUH a00 IHIINX
MEIUYHUX IMYHOOIOJOTIYHUX TMpernapaTiB 3A1HCHIOBAJIOCH BIJIMOBIIHO 10
IHCTPYKIlii, 3aTBEPI)KEHOI IIEHTPAIBHHM OpPraHOM BHKOHABYOi BJIAIH
VYkpaiau, mo 3abe3nedye GopMyBaHHS Ta pealizye NEpKaBHY MONITUKY Y
cepi OXOpOHHW 3J0pOB’S, Ta IHIMUX OCIO, SKi 3aydeHi 0 3MiMCHEHHS
3ax0/1iB, TOB’A3aHMX 13 BAaKIMHAII€I0, 32 Oy[b-AKl HACHIJIKH, CIPUYHHEHI
3aCTOCYBaHHSAM TaKHX BaKIMH a00 IHIIMX MEAWYHHX IMYHOOI1OJOTIYHUX
npenapatiB  uis  crenudiqHol MpoQUIAKTUKA KOPOHABIPYCHOI XBOpPOOH

(COVID-19).
VY pa3i HaCTaHHS TaKMX HACIIJKIB JAEpkKaBOI 3a0e3MeuyeThcsl 3A1MCHEHHS
BIJIMOBIIHUX ~KOMIICHCAIIIMHUX BUIUIAT Y TOPSJAKY, BCTaHOBICHOMY

KaGinerom MiHicTpiB YKpainu.

caMHX BUPOOHMYMX MOTYKHOCTAX, II0 32CTOCOBYIOTHCS Y BUPOOHUUTBI
AJsl BHKOPHMCTAHHSl y BiAnmoBiaHii kpaini peecrpanii (CroJsyuyeHux
IItariB AmMepuxku, Benukoi bpuranii, IlIBeiinapcbkoi Kondenepauii,
Anonii, Ascrpadgii, Kanagu, I3paimo ado kpainax €BponeiicbKoro
Corosy);

2) CTPOK nepeBipKH NMOJAHMX 3aIBHUKOM peecTpaniiiHuX MarepiajiiB Ha
iX aBTEHTHYHICTh He NMOBHHEH INEePeBUIILYBATH II’SITH POOOYMX JHIB 3
AHS TMoJaHHA Takux martepiauaiB. Ilin yac mepeBipku peecTpamiiHuX
MarepiajiB  Ha iX AaBTEHTHYHICTh  eKCIlepTH3a  MarepiajiB
peecTpaniiiHOro 10cb€, MOJAHOIO [0 PeryJsATOPHOr0 OpraHy, IIo
3apeecTpyBaB JIKapcbKMH 3aci0, BakuumHy a00 IHIIMH MeIMYHUI
iMyHoOiosI0TiYHUIT MpenapaT, He IPOBOAUTHCH;

3) pilleHHsI PO peecTPaulilo 1Sl eKCTPEHOr0 MeIUYHOI0 3aCTOCYBAHHA
a0o BiIMOBY B peecTpanii Takoro JiKapcbKoro 3aco0y, BakumHu a0o
IHIIOr0 MeJMYHOro IMYyHOOIOJIOTIYHOI0 Npenapary AJdsi eKCTPeHOro
MEIUYHOI0 3aCTOCYBAHHSI NPHIMAETHCH UEHTPAJIBHUM OPraHOM
BHKOHABYOI BJIaJH, 10 3a0e3neuye GopMyBaHHS TAa peallidye Aep:KaBHY
NOJITHKY Yy c¢epi 0XOpoHHM 310pOB’s, 32 pe3yJbTATAMH IPOBEICHOL
nepeBipKHU peecTpaliiiHMX MaTepiajiB HA iX ABTEeHTUYHICTDH Y CTPOK, 110
He NepeBHIIY€E TPbOX POOOYHUX [IHIB;

4) migcTaBoI0 AJIsl BiIMOBHM B [ep:KaBHIM peecTpamii 1Jsi eKCTPEHOIo
MEIUYHOI0 3aCTOCYBAHHS MOXe OyTM BHKJIKYHO HeENOJAHHS
BiMOBiZHNX MaTepiaJiB, nependayeHUX Wi€l0 YACTHHOIO CTATTi, 200
NMOAAaHHA IX Yy HENmOBHOMY 00cs3i, 200 BHMABJEHHHA PO30iKHOCTEH Yy
NMOAHMX MaTepiajax, 10 BIVIMBAKOTh HA e(PEKTHBHICTH, 0e3NMeKy Ta
AIKiCTh  JIIKAPCHKOro 3aco0y, BaKIMHM a00 IHIIOrO0 MeAUYHOI0
iMyHoOiosioriuHOro mpenapatry, a00 BHSIBJEHHSI HeABTEHTHYHOCTI
NMepeKIaly TeKCTy (TeKCTiB) MAapPKyBaHHSl YNaKOBKH (YNAKOBOK),
IHCTPYKUII PO 3acTOCYBAHHA 200 KOPOTKOI XaPAKTEePUCTHKH,

S) BHeceHHs1 3MIH [0 peecTpaliiHUX MaTepiadiB 3AIMCHIOETHCH Yy
NOPSIAKY, BCTAHOBJICHOMY LEHTPAJIbHUM OPraHOM BMKOHABYOI BJIa/IH,
mo 3a0e3nedyye (popMyBaHHS Ta peaJidye Aep:KaBHY NOJITHKY Yy cdepi
OXOPOHH 3[0pPOB’sl, HA MiACTABi pillleHHsl, NPUHHATOI0 THM CaAMHMM
KoMneTeHTHUM opraHoM Cnoaydenux IlrariB Amepuxkn, Beaunkoi
bpuranii, IIBeiinapcokoi Kondenepauii, Anonii, Ascrpauii, Kanaau,




Izpaino, Kuraiicbkoi Hapoanoi Pecny0Jiiky (BHKJIIOYHO ISl BAKIMH
a00 iHmmMX MeaMYHHUX iMYHOOioJIOTiYHNX npenapartiB), Inaii (BUK/II0YHO
AJIsl BAKIMH 200 iHIIMX MeIUYHHUX IMYyHOOioI0riYHMX npenaparis), abo
32 UEHTPAJi30BAHOKW  MPOUEAYPOI0  KOMIIETGHTHHM  OPraHOM
€Bponeiicbkoro Cor3y BiIOBIIHO 10 HAIIOHAJBbHOI0 3aKOHOJAABCTBA
Kkpainn yu €Bponeiicbkoro Coro3y, sike 0yJ10 nmojaHe Npu NpPOBeJeHHI
NpoueaypH Jep:KaBHOI peecTpamii sl €KCTPEHOro MeJIU4YHOro
3aCTOCYBAHHS;

6) 30ip 3a [epxkaBHY peecTpalil0 sl €KCTPEHOr0 MeIUYHOro
3aCTOCYBAHHS TA 3a BHECEHHS 3MiH /10 peecTpauiiiHMX MartepiajiiB He
CILUIAYY€THCH;

7) peecTpanisi JikapcbKoro 3aco0y, BAKIIMHU a00 iHIIOr0 MeIU4HOro
iMyHoOiosioriyHOrO0  mpemapary  JJsl  €KCTPEHOr0  MeJUYHOro
3aCTOCYBAHHS 3JIMCHIOETBCH HA CTPOK il BiAMOBIAHOrO 103BOJIy a00
peecTpauii 32 NeBHOI YMOBH».

6. Ilicis pnep:xxaBHOI peecTpanmii BakumuH a00 iHIIUX MeIUYHHX
iMmyHoOioJIoriyHMX mpenapatiB s cneurdiuHol npodiakTHKH
kopoHaBipycHoi xBopoOum (COVID-19) nmin 3000B’s3aHHs Ui
€eKCTPEHOIr0 MeJIMYHOI0 3aCTOCYBAHHS LEHTPAJbHUH OPraH BUKOHABYOI
BJIaH, 0 3a0e3neuye (OpMYBaHHS Ta peasidye Jep:KaBHY HOJITHKY Y
cepi oxoponm 310poB’s, 3a pimeHHaM KabOinery MinicTpiB Ykpainun
Ma€ mnpaBo OpaTtu 3000B’si3aHHsA Big iMeHi Ykpainu, now’sizaHi i3
3aKyniBjiel, 3acTOCYBAaHHSIM BaKUMH a00 IHIIMX MeJIMYHMX
iMyHoOiosoriyHuX mpenapartiB A8 cnenM@IiYHOI  NPOPLIAKTHKH
KopoHaBipycHoi xBopoOom (COVID-19), nep:kaBHa peecTpamisi SIKHX
3ailicHeHAa BiIMOBIHO 10 BUMOT W€l CTATTi, y TOMY YHCJIi 11010 BiAMOBH
Bil CyBepeHHOro iMyHiTeTy II0J0 TakKuX 3000B’fI3aHb, a TAaKOXK
3BiJIbHEHHsI Bil BIANOBIZaJBLHOCTI BHpPOOHMKA Ta/a00 BJIACHHKA
peecTpauiiiHOro NMOCBiT4YeHHA, BK/JIYAYU iX NPANiBHUKIB, MeIMYHHUX
NPauiBHUKIB, IKIIO 32CTOCYBAHHS TAKUX BAKIUH 200 IHIIUX MeIMYHHUX
iMyHoOiosIOriYHUX  mpemapartiB  3AiliCHIOBAJIOCH  BiINMOBiIHO 110
iHCTpyKNil, 3aTBepIKeHOI HEHTPATbHMM OPraHOM BHMKOHABYOI BJIaau
Ykpainu, uo 3ade3neuye (OpMyBaHHs Ta peastidye Aep:KaBHY NOJITHKY
y c(epi 0XxopoHM 310pOB’si, Ta IHIIMX 0Ci0, AAKI 3a/y4eHi 10 3AilCHeHHS
3ax0[iB, TMOB’SI3aHUX i3 BaKIMHALI€W, 3a OyIb-sIKi HACJIIIKH,
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CIIPUYMHEHI 3aCTOCYBAHHSIM TAaKHX BAaKIMH a00 iHIIMX MeIUYHHUX
iMyHoOiosoriyHuxX mpenapartiB A8 cnenM@pivHOI NPOPLIAKTHKH
KopoHagBipycHoi xBopoou (COVID-19).

Y pa3i HacTaHHSI TaKMX HACIIIKIB [€pPKABOI0 3a0e3Me4yeThCs
3MiHCHEHHS BiANOBIIHMX KOMIEHCAIMHUX BHUILIAT Yy MOPSIKY,
BcTaHoBJaeHoMy Kadinerom MinicTpiB Ykpainu.»

MiHicTp 0XOpOHH 310POB’s YKpallHU

«

»

2021 poky

BikTop JIALIKO




