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MIHICTEPCTBO OXOPOHMU 310POB’SI YKPATHU

ByI. M. I'pymeBcrkoro, 7, M. Kuis, 01601, temr. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, xox €IPTIOY 00012925

Bin 20 p.Ne Ha

MinicrepcTBo nngponoi Tpancopmamii
Ykpainu
MinicTrepcTBO (piHAHCIB YKpaiHu

MiHicTepcTBO PO3BUTKY €KOHOMiKH, TOPTiBJIi
Ta CLILCHLKOI0 rocrnoAapcTBa Y KpaiHu

JepkaBHa peryjsiTOpHa ciayx0da YKpaiHu

YnoBHoBa:xkenomy BepxoBHoi Pagu Ykpainu 3
NPaB JIOAUHHU

MiHICTEpCTBO OXOpOHU 370pOB s YKpaiHM HAJCUJIAE HA PO3IIAL Ta
TOTOUKCHHS POEKT 3akoHy Ykpainn «IIpo BHeCeHHsS 3MiHH 10 cTaTTi 9° 3aKoHy
Vkpainn «[Ipo mikapchki 3acoOu» IIOAO JepKaBHOI peecTparlii JTiKapChKUX
3ac001B 111 3000B’I3aHHD.

JlonaTok:

1. IIpoekT akta Ha 7 apk.
2. IloscHIOBaNIbHA 3aMKMCKa Ta MPOTHO3 BIUIMBY HA 4 apk.
3. [MopiBusnpHa Tabmuisg Ha 10 akp.

MinicTp Makcum CTEITAHOB

JIsckoBerkuit T.M. 200 07 93
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BHocurscs
Kabinetrom MinictpiB Ykpainu

1. HIMUI'AJIb
« » 2021 p.

34KOH YKPAIHH

o e 2 o o o
IIpo BHecenHst 3MiHU 10 cTaTTi 9° 3akony Ykpainu «IIpo dikapcbki
3aco0mW» MI0/10 IePKABHOI peecTpallii JikapchbKHUX 3ac00iB miJ 3000B’A3aHHA

BepxoBHa Paga YkpaiHU MO CcTaH O BJ 1 €:

1. Crarrio 9° 3akony Vipainn «IIpo mikapebki 3acobm» (Bimomocti BepxosHoi
Panu Ykpainu, 1996 p., Ne 22, crt. 86; 13 3MiHOIO, BHECEHOIO 3aKOHOM Y KpaiHu Bij 29
ciys 2021 poky Ne 1159-1X)Bukiactu y Takiid peaakuii:

«Crarrsi 9%, OcoGnuBoCTi JepkaBHOI peecTpaii JiKapchbKMX 3aco0iB Imix
3000B’s13aHHS IS €KCTPEHOI'0 MEIUYHOIO 3aCTOCYBaHHS Ta BaKIMH a00 1HIIUX
MEIUYHUX IMYHOOIOJOTIYHUX NpenapatriB s creurdiuHoi mpo(iIaKTUKHA i
3000B’s13aHHS JIJIs1 EKCTPEHOT0 MEAMYHOTO 3aCTOCYBaHHS

1. V 3B'sa3ky 13 MOpOrHO30BaHUM a00 MIATBEPKEHUM PO3MOBCIOIKEHHIM
MAaTOT€HHUX areHTIB, TOKCUHIB, XIMIYHMX PEYOBUH a00 BUIIPOMIHIOBaHb, 400 Oyb-
SKUX IHIIUX YUHHHKIB, 30KpeMa €mijieMii Ta TMaHJIeMil, 10 MOXYTh CHPHYUHUTH
IIKOAY 3/I0POB'IO Ta JKUTTIO HACEJICHHS, JUIsl 3a0€3MeUeHHs MOXJIMBOCTI €KCTPEHOTO
MEUYHOTO 3aCTOCYBaHHS OKpPEMHUX JIKAPChKUX 3ac00iB, BakIMH a00 1HIIMX
MEIUYHUX 1MYHOOI0JIOTIYHUX TpenapariB Ha 4yac Jii HaJA3BUYaAHOI cUTyallii Ta/abo
KapaHTUHY Yy TOPSAKY Jep KaBHOI peecTparii miJ 3000B’si3aHHS, BCTAHOBJICHOMY
Kabinerom MiHicTpiB VYKpaiHu, Takuil JIKapCchbKUil 3acid, BakuMHAa a0o0 IHIIWN
MEIUYHUI IMyHOOIONOTTYHUI TpenapaTr MOXe MiJISraTh NPUCKOPEHIN IeprKaBHIN
peecTpamii 'y pa3i TPUAHATTSA IEHTPAJIbHHUM OpPraHOM BHKOHABYOi BIJIATH, IO
3a0e3neuye (opMyBaHHS Ta pealidye JAep>KaBHY TMOJITUKY Y cdepi OXOpOHHU
3I0POB’sl, PIIIEHHS MPO JEpKaBHY PEECTpaIlil0 JIKAPChKOro 3aco0y, BaKIMHU a0o
1HIIIOTO MEIUYHOTO IMyHOO10JIOTTYHOTO MpernapaTy 3 METOK €KCTPEHOTO MEAUYHOTO
3aCTOCYBaHHS 3 ypaxyBaHHSM IEBHUX 3000B's3aHb y pa3il, SKIIO 3aSBHUK MOXKE
JIOBECTH, 110 y HHOTO BIJACYTHI MOXJIHMBOCTI JJIs HaJaHHS MOBHUX JaHHUX IIPO
e(peKTUBHICTh Ta Oe3MeKy JKapChKOro 3aco0y, BaKIMHU ab0 I1HIIOTO MEIUYHOTO
IMyHOO10JIOTIYHOTO TperapaTy 3a HOPMaJbHUX YMOB 3aCTOCYBaHHS 3 OO'€KTHMBHUX
MPUYHH T AKIIO:

1) HasIBHI naH1 po yCIHIIIHE POBEACHHS JOKTIHIYHUX
BUNPOOYBAHb/AOCTIKEHb, OKpeMHUX (ha3 KIIHIYHUX BUIPOOYBaHB/JOCIHIIXKEHb Ta
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OTpPUMaHi Pe3yJbTaTU MICTATh B CYKYITHOCTI HAyKOBO OOTPYHTOBaH1 JOKa3H, y TOMY
YUCHI JaHl aJIeKBaTHUX Ta J0OpEe KOHTPOJIBOBAHUX OCIHIKEHB, K1 JafOTh 3MOTY
BBa)KaTH, IO JIKApChKi 3aco0M, BaKIMHU ab0 IHINI MEIWYHI 1MYHOOIOJIOTiYHI
npernapaTd MOXKyTh OyTH €(PEKTHUBHUMH JJII €KCTPEHOIO0 MEIUYHOIO 3aCTOCYBaHHS
Ha yac Jii HaJ3BUYaiHOI cuTyallii Ta/abo KapaHTHHY;

2) ns aepskaBHOI peecTpallii BaKMH a00 1HITUX MEAUYHUX IMyHOO10JIOTTUHHX
npemnapatiB g crnenudiuHoi NpodUIaKTUKH Mif 3000B’S3aHHS I €KCTPEHOTO
MEIUYHOTO  3aCTOCYBAaHHsS: JO3BII HAa €KCTpPEHE 3acCTOCYBaHHS  HaJlaHUU
komneTeHTHUM opranoM Cnomyuenux IlrtatiB Amepuku, Bemuxoi bpuranii,
[seitnapcpkoi Kondeneparii, Anonii, ABctpanii, Kanamu, [3paimo, Kutaiicekoi
Hapoanoi Pecriy6niku, [Haii abo 3a meHTpaniz3oBaHOO MPOLETYPOI0 KOMIETEHTHUM
opranom €Bpormeiicbkoro Coro3y BIAMOBIIHO [0 HAIIOHAJIBHOIO 3aKOHOJaBCTBA
KpaiHM HaJaHHA J03BOy uyu €Bpomneiicbkoro Coro3y abo BakluHa a00 1HIIHMA
MEIUYHUM  IMyHOOIOJNOTIYHMIM  mpemapaT  npekBaiidikoBanuii  BcecBiTHBOIO
OpraHi3aili€ro OXOpOHH 3/I0POB’S;

JUISL JIIKQpChbKUX 3aco0iB MiJ 3000B’si3aHHS JIJIi €KCTPEHOTO0 MEIUYHOTO
3aCTOCYBaHHS JI03BUT Ha €KCTPEHE 3aCTOCYBAaHHS HAJaHU KOMIIETEHTHUM OPTaHOM
Cnonyuyenux IlltatiB Amepuku, Benukoi bpuranii, [lIseiinapcrkoi Kondeneparrii,
SAnonii, Ascrpanii, Kanamu, I3paimto abo 3a IEHTpali30BaHOK IIPOIEAYPOIO
KOMIIETEHTHUM OpraHoM €Bporeiicbkoro Coro3y BIANOBIAHO 10 HallIOHAIBHOTO
3aKOHOJABCTBA KpaiHU HaJIaHHS J103BOJIy 4u €Bponelicbkoro Coro3y ado JiKapChbKUid
3ac10 npekBamidikoBaHuil BcecBITHROIO OpraHizalliero 0XOpOHHU 310POB’S;

3) Takuil JiKapchbkuid 3acid0 He OyB po3poOjeHuil y JepkaBl, BU3HAHIA B
YCTAHOBJIEHOMY MOPSIKY J€PKABOI0-arpecopoM;

4) BiZIoMa Ta TMOTEHIIITHA KOPHUCTH JIIKAPCHKUX 3ac0o01B, BAaKIMH a00 1HIIMX
MEIUYHUX IMyHOOI0JIOTIYHUX TPernapariB y pasi iX BUKOPUCTAHHS IS JIIKYBaHHS Ta
npodTaKTUKU, HA Yac M1l HaA3BUYAWHOT CUTYaIlil Ta/abo KapaHTUHY JJIsi €KCTPEHOTO
MEJUYHOTO 3aCTOCYBAaHHS, MEPEBAXKAE BIIOMI Ta MOTEHIIINHI PU3HKHA BUKOPUCTAHHS
TaKuX JIKapChKUX 3ac00iB, BakIMH a00 IHIIMX MEIWYHHX IMYHOOIOJIOTIYHUX
npenaparib.

2. 3a HasBHOCTI OOCTaBUH, HABEJACHUX y YaCTHHI MEPILIiH €] CTATTI, JIKAPChKI
3aco0u, BaKIMHU a00 1HII MEIUYHI IMyHOOIOJOTIYHI MpenapaTy IJis JIKyBaHHS Ta
npo(IaKTUKY, HA Yac Jii HaJ3BUYaKHOI cuTyalli Ta/ado KapaHTUHY, MOXYTh OyTH
3apeeCTPOBAHI ISl EKCTPEHOTO MEIMYHOTO 3aCTOCYBAaHHS Ha CTPOK, IO AACTh 3MOTY
BUKOHATH TaKl 3000B’A3aHHS:

3asiBHUK Ma€ HaAaTu 1H(OPMAITII0 MO0 3aBEPIICHUX KITHIYHUX JAOCTIIHKCHbB, Y
TOMY YHCII iX pe3yJbTaTH, MPOTITOM IMEpioay, IMOTOHKEHOrO 13 IEHTPAIbHUM
OpraHOM BHMKOHABUOi BIIaJM, 110 3a0e3rneuye (popMyBaHHS Ta peaii3ye Aep KaBHY
MOJIITUKY y chepl OXOPOHU 3J0POB’sl, IO MAIOTh OYTH MIACTABOIO JIJISi €KCHEPTHOI
OIIIHKY CIIBBIJHOIIEHHS «KOPHUCTH/PUUKY;
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JIKapchKi 3aco0M, BaKIIMHKU 200 1HIII MEAMYHI IMyHOOI0IOTI4HI Tpenaparu, 1o
NOJAIOTHCS Ha JAEP>KaBHY PEECTPAIliIo MMiJ 3000B’s13aHHS JJIs1 €KCTPEHOTO MEAMYHOTO
3aCTOCYBaHHSA, MAalOTh BIJMYCKAaTUCS 3aKiaJaMH OXOPOHHM 3[0pPOB’S JHIIE 3a
pELenToOM Ta, Y MEBHUX BHUIIAKaX, 3aCTOCOBYBATHUCS JIMIIE MiJ CyBOPHUM MEIHYHUM
HArJSI0M, 30KpeMa y 3aKJIafiax OXOPOHH 3/10pOB’S;

y KOPOTKIH XapaKTEPHUCTHIIl JIKAPChKUX 3aC001B, BaKIIMH a00 1HIIUX MEAUIHUX
IMYHOOI0JIOTIYHMX TpenapariB, THCTPYKIII AJII MEAUYHOTO 3aCTOCYBaHHS Ta/abo
JUCTKY-BKJIQIUII 3a3HAYAETHCS, M0 HAsBHI XapaKTEPUCTUKH HAHOTO JIKAPCHKOTO
3ac00y € HEJJOCTaTHIMH.

3a yMOBHM BHWKOHAHHS 3a3HAa4eHUX B ab3amax ApyroMy - YETBEPTOMY IIi€l
YaCTUHU 3000B’s3aHb 3asBHUK 3000B’SI3aHUN TOBIJIOMUTH UEHTPAJIbHHUI Opra
BUKOHABYOI BJIaJU, 1110 3a0e3neuye GOpMyBaHHS Ta pealizye Aep:KaBHY MOTITHKY Y
chepi OXOPOHHU 370pOB’s, MPO MOOIYHI peakilii Ha JIKapChKi 3acO0H, BaKIIMHU a0o
IHIIT MEIWYHI IMYyHOOIOJOTIYHI MpernapaTd B MOPSAKY Ta y CTPOKH, BCTAHOBIICHI
[EHTPAJILHUM OPTaHOM BHUKOHABYOi BIIajH, 110 3a0e3neuye GopMyBaHHS Ta peaizye
JIep’KaBHY MOMITHKY Y cepl OXOPOHHU 310POB’S.

Jns nepskaBHOI peecTpaliii JIKapChbKUX 3ac001B, BaKIMH a00 1HIIMX MEIUYHHUX
IMyHOOIOJIOTIYHUX TpenapariB  miJ 3000B’A3aHHS Uil E€KCTPEHOr0 MEIMYHOTO
3aCTOCYBaHHS 3aMICTh 3aCBIYEHOI KOIli JOKYMEHTA, IO MiATBEPKY€E BIANOBIIHICTb
YMOB BHUPOOHHIITBA JIIKAPCHKOTO 3aco0y, MOAAHOTO Ha PEECTpalilo, BUMOraM 0
BUPOOHMIITBA JIIKAPCHKUX 3ac00IB B YKpaiHi, BUJAHOTO UEHTPAJIbHUM OPraHOM
BUKOHABYOI BJIaJH, 110 pealizye JepKaBHY MOMITHKY Y chepl KOHTPOJIIO SIKOCTI Ta
Oe3MeKH JIKapChKUX 3ac001B, MOKE HAJABAaTUCA PIIICHHS 3a3HAYEHOr0 OpraHy Mpo
BU3HAHHS PE3YJbTATIB 1HCIEKTYBaHHS Ha BIAMNOBIJHICTh BHUMOTaM HaJEXKHOI
BUPOOHMYOI TMPAKTUKH, MPOBEIECHOT0 HALIOHAJIBHUM KOMIIETEHTHUM OpraHOM
KpaiHU-BUPOOHMKA, IO BUAAETHCA y TOPSAKY, BCTAHOBJICHOMY II€HTPaJIbHUM
OpraHoOM BHUKOHABYOi BJajJH, MO 3a0e3neuye (HOopMyBaHHS Ta peaiidye JAep>KaBHY
MOJIITUKY y cdepl OXOPOHH 3JI0pOB’S, 32 YMOBHU IO BHPOOHHIITBO JIKAPCHKOTO
3ac00y 3AIMCHIOETHCA 3 JIOACPKAHHAM BHUMOT HAJEKHOI BHUPOOHMYOI MPAKTUKH,
rapMOHI30BaHOI 13 3aKOHOAAaBCTBOM E€Bporieiicbkoro Coro3y.

Bumoru yactuH nepmioi, Apyroi, TpeTboi Ta I’ sAToi cTarTi 12 nporo 3aKoHy He
MOIIUPIOIOTHCS Ha JIKApChKI 3aCO0M, BaKIIMHU a00 1HIII MEIWYHI 1MyHOOI0JOT14HI
npenapary, 3apeecTpoBaHl JJii €KCTPEHOT0 MEIMYHOTO 3aCTOCYBAHHS B MOPSIKY,
BU3HAUCHOMY IIi€0 cTaTTero. Taki JiKapchKi 3aco0u, BakIMHU ab0 1HIIN MEIUYHi
IMyHOO10JIOT14HI MTpenapaTi Ipyu MOCTa4YaHHI Ta 3aCTOCYBaHHI Ha TepUTOpPIi YKpaiHu
MalOTh  CYNPOBOKYBaTHCS  IHCTPYKII€I0 TpPO  3aCTOCYBaHHsS, BHUKIIAICHOIO
JEPKABHOK0 MOBOIO, 3aTBEPKEHOIO LIEHTPAJIbHUM OPraHOM BHKOHABYOI BJIAJH, IO
3abe3neuye (opMyBaHHS Ta peamidye JAep)KaBHY IMOJITUKY Yy cdepl OXOpOHU
310pOB’sl.
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3. PimieHHa mpo HajgaHHS PEECTPAItHOrO MOCBITYEHHS JIKApChbKUX 3ac00iB,
BakIIMH a00 IHIIUX MEJWYHUX IMYyHOOIOJIOTIYHUX TMpemnapariB, L0 MPOUILIN
npolenypy AepXkKaBHOI peecTparii miJ 3000B’S3aHHS JJIsl €KCTPEHOTO MEIUYHOTO
3aCTOCYBaHHS, Ma€ BU3HAYATH TPAHUYHI CTPOKH JIJIs1 BAKOHAHHS TaKUX 3000B’s3aHb.

Peectpaitiitie mOCBITYEHHS BHAAETHCS CTPOKOM Ha OJIMH PIK 3 MOKIIHUBICTIO
MOJOBKEHHS Ha OJIUH PiK.

[TomoBxkeHHS CTPOKY [ii peecTparifHOrO MOCBIAYEHHS Iepeadadae MOopidHe
OLIIHIOBaHHS BUKOHAHHS BIAMOBIIHUX 3000B’s3aHb Ta MOJAHHSA LEHTPATHLHOMY
Oprany BHUKOHaBYOi BJaau, 10 3a0e3nedye (OpMyBaHHS Ta peanizye Jep KaBHY
MOJIITUKY y cepl OXOpOHU 370pPOB’s, 3BITYy MPO pe3yabTaTd oOImiHIOBaHHS. Ilicis
BUKOHAHHS BCiX 3000B’s3aHb, HAJaHMX 3afBHUKOM Yy BCTAaHOBJICHUH CTpOK, s
PEECTPALIITHOTO MOCBITYEHHS MOKE OyTH MOJOBXKEHA /10 1" SITH POKIB.

4. Tlicns TNpUHAHATTA PIMICHHS PO HAJAHHS PEECTPALIMHOIO TMOCBIAYCHHS
JIKapChKUX 3ac00iB, BaKIMH a00 IHIIUX MEJAMYHUX IMYHOOIOJIOTIYHUX MpernapariB
[EHTPAJIbHUIM OpraH BHKOHABYOI BJIAJM, 110 3a0e3neuye (OpMyBaHHS Ta peai3ye
JIEp’KaBHY TOJITUKY y cdepi OXOpOHU 30pOB’S, MOXKE TMOKJIACTH Ha BJACHUKA
peeCTpalifHOro MOCBITYCHHS TaKUX JIIKapChKUX 3aco0iB, BakKIMH a00 IHIIHUX
METUYHUX IMYHOO10JIOTIYHUX MpenapaTiB 30008’ I3aHHSI 1I0/10:

1) mpoBeAeHHST MOCTPEECTPALIMHUX JOCHIPKEHb 3 O€3MEeKH 3a HasIBHOCTI
PU3MKIB IIOAO 3apPEECTPOBAHUX JUISI E€KCTPEHOTO0 MEIWYHOTO 3aCTOCYBaHHS
JIKApChKUX 3ac001B, BAKIMH a00 1HIIMX MEIUYHUX IMYHOOI10JIOTIYHUX IIpenapariB. Y
pasi [KIIO0 CYMHIBH IIOAO 3a3HAYEHUX PHU3HKIB CTOCYIOTHCS OUIbIIE HIK OJHOIO
JIKApChKOTro 3aco0y, BAKIMHU a00 THIIMX MEAUYHHUX IMyHOOIONOTYHUX Ipenaparis,
[EHTPAJIbHUIM OpraH BUKOHABYOI BJIAJM, 10 3a0e3neuye (GOpMyBaHHS Ta peaii3ye
JepKaBHY TIOMITHKY Yy cdepi OXOpOHHM 3J0pPOB’S, Ma€ 3a0XO0YyBaTH BIIACHUKIB
peECTpallifHMX  TIOCBiAYEeHb  OpaTu  y4dacTh y  CHUIBHOMY  IPOBEJICHHI
MOCTPEECTPAIIHUX TOCHTIIKEHD 3 0€3MeKH;

2) TpOBEIEHHS MOCTPEECTPAIIMHUX NOCTIIKEHb 3 €(heKTUBHOCTI, y pa3i SAKIIO
PO3YMIHHSI 3aXBOPIOBaHHSA a00 KIIHIYHOT METOJOJOTii BKa3ye Ha HEOOXiTHICThH
CYTTEBOTO TMEPErIsiAy MOMEePeIHIX OI[IHOK MO0 €PEKTUBHOCTI.

5. ¥V pasi gm0 BakuuMHa a0o0 1HIIMK MEIMYHUN IMyHOOI1OJIOTIYHUHN THpernapar
OTpUMAaJIM JI03BiJ HA EKCTPEHE MEIUYHE 3aCTOCYBAaHHsI, BHIAHUN KOMIECTCHTHUM
opranom Crnomyuenux IlrtatiB Awmepuku, Benuxoi bpuranii, IlIBelinapcrkoi
Kondenepamii, Amnonii, Asctpamii, Kanamu, I[3paimto, Kwuraiicekkoi Hapoanoi
PecniyOuiku, [Hall uu 3a mEHTpaIi30BaHOIO TPOIETYPOI0 KOMIETEHTHUM OPTaHOM
€poneiicekoro Coro3y (BIAMOBIAHO 10 HAIIOHATHHOTO 3aKOHOJABCTBA) YM HATAHO
npekBanmidikamiro BOO3, abo mikapchkuii 3acid oTpuMaB J03BIT Ha EKCTPEHE
3aCTOCYBaHHS BHAaHWA KommeTeHTHUM opraHom Crnomydenux IlltariB Amepuku,
Benukoi bpwuranii, IIBeimapcekoi Koudeneparii, Smnonii, Asctpamii, Kanamm,
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[3paimto uYM 32 UEHTPATI30BAHOI MPOLEAYPOI0 KOMIIETEHTHUM  OpPraHOM
€Bponeiicbkkoro Coro3y BIAMOBIAHO /0 HAIIOHAJBHOTO 3aKOHOJABCTBA KpaiHU
HaJlaHHS JI03BOJTy, a0o Jikapchkuii 3acid mpekBaiiikoBaHuii BcecBITHBOIO
OpraHi3alli€el0 OXOPOHM 3J0pOB’S TaKUW JIKAPCHKUN 3aci0, BaKIMHA a00 IHIIHMA
MEJIMYHUM 1IMYHOOI0JIOTIYHUM Mpernapat MOXKYTh OYTH MPUCKOPEHO 3apeeCcTPOBaHi B
VYkpaiHi A7 eKCTPEHOTO MEIWYHOTO 3aCTOCYBaHHS B TOPSIKY, BCTaHOBJICHOMY
Kabinerom MiHicTpiB YKpainu, 3 ypaXyBaHHSIM TaKUX 0COOJIMBOCTEH:

1) no 3asgBM Ipo JAEp)KaBHY pPEECTpaLlilo il EKCTPEHOro MEIUYHOTIO
3aCTOCYBaHHS JOJAIOTHCS BUKIIIOUHO:

JOKYMEHT, 110 MiATBEPUKY€E PIMICHHS MPO HAJAHHS J03BOJIy PO EKCTPEHE
3aCTOCYBaHHA a00 MPO PEeecTpalilo 3a MEBHOI YMOBU Yy BIAMOBIAHIA KpaiHi abo
peecTpaliio 3a MeBHOI YMOBU KOMIIETEHTHUM OopraHoMm €Bpornelicbkoro Corosy (abo
1HIIIE 1IEHTUYHE 3a CYTTIO PIIICHHS BIAMOBIIHO J0 3aCTOCOBYBAHOI'O 3aKOHOJIaBCTBA
Cnonyuyenux IlltatiB Amepuku, Benukoi bpuranii, [lIseiinapcrkoi Kondeneparrii,
SAnonii, Ascrpanii, Kananu, Kuraiicekoi Hapoanoi Pecny6miku, Iumaii, I3paimo abo
3a LEHTPaJ130BaHOI0 MPOLEAYPOI0 KOMIIETEHTHUM opraHom €Bporeicbkoro Corosy
BIJIMOBITHO JI0 HAIllIOHAJHHOTO 3aKOHOJABCTBA KpaiHUW HaJlaHHA JO3BOJIy YU
€pponeiicbkoro Coro3y) Ha JaTy TNOJIaHHS 3asiBU IMPO JCP>KaBHY pPEeCTpariiio s
EKCTPEHOTO MEJIMYHOTO 3aCTOCYBaHHS, 3aCBIIUCHUN MIAMUCOM 3asiBHUKA a0o
YIOBHOBa)XEHOTO HUM NPEJICTABHHKA; 3BIT 3 OLIHKH JIKAPCHKOTO 3ac00y, BaKIIMHU
ab0 1HIIOro MEAMYHOIO IMyHOOIOJOTIYHOrO MpenapaTy, CKIAaJeHUN PeryisiTOpHUM
OpraHoM KpaiHu, B SIKii JKapchkuil 3aci0, BakiuuHa a00 I1HIIWNA MEIUYHUM
IMyHOO10JIOTTYHHI Mpenapar 3apeecTpoBaHuil (3a HaABHOCTI, SIKIO TAKUH TOKYMEHT
nepeadayeHuil 3riJHO 13 3aKOHOJIAaBCTBOM BIAMOBIAHOI KpaiHW; y pa3l BIACYTHOCTI
TAKOTO JOKyMEHTa y 3asiBi MPO JAEpKaBHY PEECTPAIIO IJsT eKCTPEHOTO0 MEIUYHOTO
3aCTOCYBaHHS POOUTHCS BIJMOBIJIHA BIJIMITKA); JOKYMEHT 3 OIlIHKH Ta yIPaBJIIHHS
pU3MKAMU, 3aTBEP/DKEHUN PINICHHSM TMPO HAJaHHS JI03BOJy TIPO EKCTPEHE
3acTOCyBaHHsA a00 PO pEeeCTparlito 3a TMEBHOI YMOBU Yy BIJMOBIIHIA KpaiHi abo
pEECTpallio 3a MEeBHOT YMOBU KOMIIETEHTHUM opraHom €Bpormeiicbkoro Coro3y (3a
HAsSIBHOCTI, SKIIO TaKWUW JIOKYMEHT Tiepen0adeHuil 3TiIHO 13 3aKOHOJAaBCTBOM
BIJIMOBITHOT KpaiHU; Y pa3l BIACYTHOCTI TAKOTO JOKYMEHTA y 3asBl MPO JEp:KaBHY
peeECTpaIliio Il €KCTPEHOTO0 MEIWYHOTO 3aCTOCYBaHHS PpOOMTHCS BIJIMOBIIHA
BIJIMITKA); 1HCTPYKIisl MpPO 3aCTOCYBaHHS, BUKJIAJEHA MOBOIO OpUTiHaIY (MOBOIO,
BIJIMIHHOIO BiJl IEP>KaBHOT), KOPOTKA XapaKTEPUCTUKA, BUKJIaJeHAa MOBOIO OPUTIHATY
(MOBOIO, BIOAMIHHOIO BIiJ JEp’KaBHOi) (3a HAsABHOCTI, LIO0 TaKUWA JIOKYMEHT
nepeadayeHui 3riJHO 13 3aKOHOJIABCTBOM BIAMOBIAHOI KpaiHW; y pa3l BIACYTHOCTI
TAaKOTO JOKyMEHTa y 3asiBi MPO JAEpKaBHY PEECTPAIlIO IS €KCTPEHOTO0 MEIUYHOTO
3aCTOCYBaHHSA pPOOUTHCA BIANOBIJHA BiJIMITKA); rpadiuyHe 300pa)K€HHsS MakeTa
(MakeTiB) YMakOBKH Ta TEKCT (TEKCTHW) MAapKyBaHHS IEPBUHHOI Ta BTOPHHHOI (3a
HAsSIBHOCTI) yrakoBoOK. JIyist miiielt nepkaBHOT peecTpallii Il eKCTPEHOTO MEAUYHOTO
3aCTOCYBaHHS 3asBHUK Ma€ MPaBO TOJATH OJHOYACHO JEKUIbKAa TaKUX MAaKeTiB 1
TEKCTIB MapKyBaHb [JIsi 3a0€3MeYeHHS MOKJIMBOCTI MaKCHMAaJIbHO OTEPATUBHOTO
MOCTa4YaHHS B YMAKOBII Ta 13 MapKyBaHHSIM, HAasBHUM Ha MOMEHT TOCTAa4YaHHS;
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MEePEeKIaan TEKCTy (TEKCTIB) MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI (32 HAasIBHOCTI)
YIIaKOBOK JIKapChbKOTo 3ac00y, BAaKIIMHU a00 1HIIOTO MEIUYHOTO IMyHOO10JIOTTYHOTO
npenapary, IHCTPYKIIi IMPO 3aCTOCYBAHHS, KOPOTKOI XapaKTEPUCTHKU IEPHKABHOIO
MOBOIO 3a CTPYKTYpPOIO 3T1IHO 3 MOPSIIKOM, BHU3HAYEHUM IEHTPAIbHUM OPTaHOM
BUKOHABYOI BJIaJy, 1110 3a0e3neuye GOpMYyBaHHS Ta pealli3ye Nep:KaBHY IMOMITHKY Y
chepi OXOPOHH 310POB’S, 3aCBIIUEHI IMIAMKCOM 3asBHHKA a00 YITOBHOBAYKEHOT'O HUM
MpEeJACTAaBHUKA; ISl BaKIMH a00 1HIIUX MEIUYHUX IMYHOOIOJOTIYHUX IperapariB -
MMChbMOBE 3000B’s3aHHSI BUPOOHMKA BUPOOJATH BIJMOBIIHY BaKIMHY a00 1HIIHIMA
MEAMYHUN 1IMyHOOIOJNIOTIUHUHN Tpenapat s MOoCTavyaHHS B YKpaiHy Ha THX CaMHX
BUPOOHUYMX MOTYKHOCTSIX, 110 3aCTOCOBYIOTHCSI Y BUPOOHUIITBI /JIi BUKOPUCTAHHS
y BIANOBiAHIN KpaiHi peectpanii (Crnonyuenux [ltatiB AMepuku, Benukoi bputanii,
IBeiinapceroi Kondeneparii, Anonii, ABctpanii, Kanamu, I3paimto, Kuraiicbkoi
Haponnoi PecryOumiku, [Haii abo kpainax €Bpormetricbkoro Coro3y); s JKapChbKUX
3ac001B - MUCbMOBE 3000B’s13aHHSI BUPOOHUKA BUPOOJISATH BiANOBIIHUNA JTIKAPCHKUN
3aci0 IS MOCTavyaHHs B YKpaiHy Ha TUX CaMUX BUPOOHUYHUX TOTYKHOCTSIX, IO
3aCTOCOBYIOTHCS Y BUPOOHUIITBI JJIsI BUKOPUCTAHHS Y BIJMOBIAHIN KpaiHi peecTpartii
(Cronyuenux [lratiB Amepuku, Benukoi bpuranii, [lBeitapcbroi Kondenepartii,
Anonii, Asctpanii, Kanaau, [3painto abo kpainax €spornericbkoro Corosy);

2) CTpPOK IMEpeBIpKH MOJAHUX 3asBHUKOM pEECTpAIllMHUX MaTepialliB Ha iX
ABTEHTUYHICTh HE TMOBHMHEH IMEPEBUIYBATH II'SITU POOOYMX MAHIB 3 JIHA IMOJaHHS
Takux wmarepianiB. [lig dYac mnepeBIpKM peecTpalliHUX MarepiajgiB Ha IX
ABTCHTUYHICTh €KCIIepTHU3a MAaTepialliB PEECTPAIIMHOTO JOChE, TOAAHOTO J0
PEryJATOPHOTO OpraHy, IO 3apeecTpyBaB JIKapChKHUM 3aci0, BakIUHY a00 1HIIUH
MEIUYHUI IMyHOO10JIOTTYHUN MTpenapar, He TPOBOJUTHCS;

3) pimieHHS MPO PEeeCTpaliio s €KCTPEHOTO MEIUYHOTO 3aCTOCYBaHHS abo
BIJIMOBY B peecTpallii TaKoTo JIIKapChKOTO 3ac00y, BaKIIMHU a00 1HIIIOTO MEIUYHOTO
IMyHOOI0JIOTIYHOTO ~ TIpenapary Juisi eKCTPEHOTO MEIWYHOTO  3aCTOCYBaHHS
NPUINMAETBCS  IIEHTPAJbHUM OpPraHOM BHKOHABYOi  BJAaaAH, IO 3a6e3neqye
dbopMmyBaHHS Ta peanidye JAep>KaBHY IMOJITHKY y cdepi OXOpOHH 3I0pOB’s, 3a
pe3yibTaTaMu  TPOBEICHOI TMEPEBIPKM  PEECTpaIriiHuX  MaTepiaiiB  Ha  iX
ABTEHTUYHICTh y CTPOK, 1110 HE TIEPEBUIILYE TPHOX POOOUYUX JIHIB;

4) miacTaBoro Ui BIAMOBH B JIep>KaBHIN peecTpalii sl €EKCTPEHOT0 METUYHOTO
3aCTOCYBaHHS MOXe OyTH BHUKIIOYHO HEMOJAHHS BIAMOBIIHUX MaTepiais,
nepeadayeHux I11€0 YaCTUHOIO CTaTTi, a00 MOJaHHS iX y HEMOBHOMY 00cs31, a0o
BUSIBJIICHHSI pO301KHOCTEH y MOJaHUX Marepiajax, [0 BIUIMBAIOTh HA €(PEKTUBHICTD,
Oe3neKy Ta SKICTh JIIKAPChKOTro 3acol0y, BakUMHM a0o0 1HIIOTO MEIUYHOIO
IMyHOO10JIOTIYHOTO TMpenapary, abo BUSIBICHHS HEABTEHTUYHOCTI MEPEKIaAy TEKCTY
(TeKCTIB) MapKyBaHHS YMaKOBKH (yIMaKOBOK), IHCTPYKII MPO 3acTOCyBaHHS a0o0
KOPOTKOI XapaKTEPUCTUKH;

5) BHECEHHS 3MiH 10 PEECTpAIliiHUX MaTepiaiiB 3MIMCHIOETHCS Y TOPSIIKY,
BCTAHOBJICHOMY IIEHTPAJIBHUM OpPraHOM BHWKOHABYUOI BJIaau, M0 3abe3nedye
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dopMyBaHHS Ta peanidye Oep)KaBHY MOJITUKY Yy cdepl OXOpoHH 370pOB’sd, Ha
HiACTaBl PILIECHHS, MPUHAHATOTO TUM CaMUM KOMIETEHTHHM opraHoM CHoJaydeHHX
[lIratiB Amepuku, Benuxoi bpurtanii, IlIBeinapcekoi Kondenepamii, Smnonii,
Agctpamii, Kanaau, I3paimto, Kuraiickkoi Hapomnoi PecryOuniku (BHKIIOYHO ISt
BaKIIMH a00 IHIINX MEIUYHUX IMYHOOIOJOTIUHMX TIIpenapaTiB), [Hail (BUKIIOUHO AJIs
BaKIIMH a00 IHIIMX MEAUYHUX IMYyHOOIOJIOTIYHUX TIpernapariB), abo 3a
LEHTPAII30BaHOI0 MPOLEAYPOI0 KOMIIETEHTHUM opraHoMm €Bpormeiicbkoro Corosy
BIJINOBIJTHO JI0 HAI[IOHAJIBHOTO 3aKOHOJABCTBA KpaiHu uu €Bporericbkoro Corosy,
sike OyJIo MojjaHe MpU MPOBEACHHI MPOLIETYPH ACPKABHOI peecTparllii sl eKCTPEHOTO
MEANYHOTO 3aCTOCYBAaHHS;

6) 30ip 3a JAepKaBHY PEECTPAIlio JUIsl EeKCTPEHOTO0 MEIUYHOTO 3aCTOCYBAaHHS Ta
3a BHECEHHS 3MiH JI0 PEECTpALlIfHUX MaTepiajiB He CIIauyeThCs,

7) peecTparlis JIIKapchbKOro 3aco0y, BakKIMHHA a00 I1HIIOTO MEIUYHOIO
IMyHOOI0JIOTIYHOTO ~ TIpenapary Juisi €KCTPEHOTO  MEIUYHOTO  3aCTOCYBaHHS
3MIIHCHIOETHCS HA CTPOK 1T BIJIMOBITHOTO JA03BOJIy 200 peecTpallii 3a MeBHOT YMOBUY.

6. [Ilicia nepxaBHOI  peecTpaliii  BakiuH a00  IHIIMX  MEIUYHUX
IMyHOOI0JIOTIYHUX TIpenapariB Juisl crenudiuHoi npouIakKTUKU KOPOHaBIPYCHOI
xBopoou (COVID-19) nig 3000B’s3aHHS 111 €KCTPEHOTO MEIUYHOTO 3aCTOCYBaHHS

IEHTPaJbHUM OpraH BUKOHABYOI BJIaJIU, 1110 3a6e3neqye dbopmMyBaHHS Ta peaizye
Jep’KaBHY TMOJITUKY y cdepl OXOpOHH 37I0pOB’s, 3a pimeHHsM Kabinery MlHlCTplB
VYkpainu Mae mnpaBo OpaTu 3000B’s3aHHS BiJ 1MEHI YKpaiHW, TMOB’s3aHl 13
3aKyINBJICIO, 3aCTOCYBAaHHSM BakKIMH a00 IHIIMX MEIUYHUX IMYHOOIONIOTIYHHMX
npenapariB Juis crienuiuHoi npoduUIaKTUKK KOpoHaBipycHoi xBopoou (COVID-19),
JiepKaBHA peecTpallis SKUX 3A1HMCHEHa BIAMOBITHO 0 BUMOT i€ CTATTi, y TOMY
YHCJII TIOJI0 BIIMOBH BiJ] CyBEPEHHOTO IMYHITETY IIOJI0 TaKUX 3000B’s13aHb, a TAKOXK
3BIJIBHEGHHS BiJl BIANOBIJAILHOCTI BHUPOOHMKA Ta/ab0 BIaCHUKA PEECTPAIIHOTrO
MOCBIIYCHHS, BKJIIOYAIOYM 1iX TIPAIliBHUKIB, MEAWYHUX TMPAIIBHUKIB, SKIIO
3aCTOCYBaHHS TaKMX BAaKIMH a00 1HIIUX MEIUYHUX IMYHOOIOJIOTIYHUX TMperapaTiB
3MIICHIOBAJIOCH BIJMOBITHO JO 1HCTPYKIIii, 3aTBEPHKEHOI IEHTPATbHUM OPTaHOM
BUKOHABYOI BIagu YKpaiHH, LI0 3a6e3neqye dbopMyBaHHS Ta peali3dye JAep>KaBHY
MOJIITUKY Y C(bepl OXOpPOHU 37I0pOB’s, Ta 1HMIMX 0Ci0, SIKI 3ady4deHi A0 31HCHEHHS
3aXO/diB, TIOB’SI3aHMX 13 BaKIWHAINEI, 3a OYyIb-IKI HACTIAKWA, CIPUIHHCHI
3aCTOCYBaHHSM TaKUX BAKIWH a00 1HIIMX MEIUYHHX IMYHOOI1OJIOTIYHUX TIperapaTiB
Uit cierg1yHoi pod1IakTUKU KopoHaBipycHoi xBopoou (COVID-19).

VY pa3i HacTaHHS TaKUX HACIIJKIB JIEP)KABOKO 3a0e3MeuyeThbCsl 3A1HMCHEHHS
BIIMOBIHUX KOMIICHCAIlIMHUX BHUIUIAT Yy TMOPSAJKY, BCTaHOBIeHOMY KaOiHeTom
MinictpiB Ykpainm.»

I'osi0Ba
BepxoBHoi Pagu Ykpainu



IHOPIBHAJIBHA TABJINIA
10 MPOEKTY 3aKOHY YKpaiHH
«IIpo BHecenHst 3Minm 10 craTTi 9° 3akony Ykpainu «IIpo jgikapcebki
3aco0M» 1I0/10 AePKABHOI peecTpauii JikapcbKUX 32c00iB 1mijJl 3000B’ I3aHHD)

| 3MiCT 1M0/105KeHHS AKTA 3aKOHOAABCTBA

3MICT BillIOBITHOTO MOJIOKEHHS MPOEKTY AKTA

Crarrs 9°.. Oco0aMBOCTI JepXKaBHOI peecTpaiii BakmuH abo iHmMX
MEIWYHHUX IMYHOOIOJOT1YHUX THpenapaTiB s crnerudiyHoi npodiiakTuku
KopoHaBipycHoi xBopoou (COVID-19) min 3000B’s13aHHS AJIs1 €KCTPEHOTO
MEJIMYHOTO 3aCTOCYBaHHS

«Crarrst 9°. Oco6auBOCTI Aep:KaBHOI peecTpauii JikapcbKuX 3aco0iB Imix
3000B’AI3aHHA JJIs1 eKCTPEHOI0 MEeANYHOI0 32CTOCYBAHHA TA BAKIHH a00
IHIIUX MeIWMYHMX IMYHOOiIOJIOTIYHHX mpenapaTiB s cneuudivHol
npodilakTukn mix 3000B’sI3aHHA  JAJIsI  €KCTPEHOr0 MeAUYHOro
3aCTOCYBaHHA

1. ¥V 3B’s3Ky 13 MOMMpEHHsIM MaHaeMii KopoHaBipycHoi xBopoou (COVID-
19) s 3abe3neyeHHsT MOXKIMBOCTI €KCTPEHOTO MEIWYHOTO 3aCTOCYBaHHS
BakIMH a00 IHIIMX MEAWYHUX IMYHOOIOJIOTIYHUX IIpemapariB I
crnenudiuHoi  mpodUIaKTHUKKH  KOpoHaBipycHoi xBopobu (COVID-19)
y TOPSIAKY ASp>KaBHOI  peecTparlii  mig  3000B’S3aHHSA, BCTAHOBICHOMY
KaGinerom MiHicTpiB VYKpaiHM, Taki BakKIUHH a00 IHII MEIUYHI
IMyHOO10JI0TIYHI TIpermapaTd MOXXYTh IJIATaTH NPUCKOPEHIH Jep)KaBHIN
peecTpariii y pa3i IpUHHATTS [EHTPAILHUM OpraHOM BHKOHABYOI BJaIH, IO
3a0e3nedye (hOpMyBaHHS Ta peani3ye Jep)KaBHY MOJITHKY y cepl OXOpOHH
3J0pOB’s, PpIIIEHHS TMPO JACP)KaBHY PEECTpaIlil0 BaKIMH a00 I1HIIHX
MEJIUYHUX IMyHOOI0JOTIYHUX IIPEnaparTiB 3 METOI EKCTPEHOTr0 MEIUYHOTO
3aCTOCYBaHHS 3 YpaxyBaHHSIM II€BHHUX 3000B’S3aHb, y pa3l SAKIIO 3asBHUK
MOX€E JOBECTH BIJICYTHICTh Y HBOTO MOXJIMBOCTEH JJIS HAJaHHS JaHUX Y
MOBHOMY 00cs31 mpo e(peKTUBHICT, Ta O€3leKy BaKIMH a00 I1HIIUX
MEIUYHUX  IMyHOOIOJNIOTIYHMX  MpemnapariB 32 HOPMaJbHUX  yMOB
3aCTOCYBAHHS 3 00’ €KTUBHUX IMPUYMH Ta SKILO:

1. Y 3B's13KYy i3 NporHo3oBanuM ado MiATBepPAKEHUM PO3MOBCIOIKEHHAM
NMAaTOreHHUX areHTiB, TOKCHHIB, XiMigHHX pe40BHH a6o
BHIIPOMiHIOBaHb, 200 Oy1b-IKMX IHIINX YHHHHKIB, 30KpeMa enigemiii Ta
naHjaeMiil, MO MOXYTh CHPHMYMHUTH IIKOAY 310POB'I0 Ta KHUTTIO
HaCeJIeHHs, Ui 3a0e3le4YeHHs] MOJKJIMBOCTI €KCTPEHOr0 MeIH4HOro
3aCTOCYBAHHSI OKpPeMHX JIKAPCBKUX 3ac00iB, BakuMH a00 IHIIMX
MeIMYHUX IMYHOOi0/IOTiYHMX mpemapaTiB Ha 4ac il Haa3BHYAHOL
cutyanii Ta/abo0 KapaHTHMHY Yy HOPSAKY AepKaBHOI peecTpamii mig
3000B’s13aHHs, BcTaHOBJeHOMY KalOinerom MinicTpiB Ykpainu, Takui
JiKapcbKuil 3aci0, BakuuHa a00 iHMWIA MeAUYHHMN iMYHOOIOTOTIYHMI
npenapar Moxe NiVIAraTH NPHCKOPeHil Jep:kaBHill peecTpanii y pasi
NPUIHHATTA HEHTPAJbLHIUM OPraHOM BHKOHABYOI BJIaIH, 10 3a0e3mevye
¢bopmyBaHHs Ta peaJsizye aep:kaBHY MOJITHKY Yy cdepi oxopoHu
310pPOB’sl, PilICHHSI MPO JEPKABHY PeecTpalilo JiKapcbKOro 3acooy,
BAKIMHU a00 IHIIOr0 MeAWYHOro iMYHOO0i0JI0TiYHOrO mnpemnapartry 3
METOI0 eKCTPEeHOIr0 MeJIMYHOr0 3aCTOCYBAHHSI 3 yPaxXyBaHHSIM NEeBHUX
3000B'sI3aHb y pa3i, AKIIO 3aABHUK MOKe J0BECTH, 110 Y HOI'0 BiICYyTHi
MOZKJIMBOCTI 115l HAJAHHS MOBHUX JAHHUX NP0 eQeKTUBHICTH Ta 0e3neKy
JIKapCbKOro 3aco0y, BaKIUHU abo iHmoro MeIHYHOI0
iMyHOOioJIOTiYHOT0 mpenapaTy 3a HOPMAJBHHX YMOB 3aCTOCYBaHHS 3
00'€KTHUBHMX NMPUYUH TA AKIIO:



https://zakon.rada.gov.ua/laws/show/95-2021-%D0%BF#n11

1) HasiBHI JIaHi po YCITIIITHE MIPOBEICHHS JOKITIHIYHUX
BUTIPOOYBaHB/ IOCITI)KCHbD, OKpEMUX da3 KITTHIYHAX
BHUMPOOYBAHB/IOCIIIKEHb Ta OTPUMAaH1 pe3yJbTaTH MICTATh B CYKYITHOCTI
HAayKOBO OOIDYHTOBaHI JOKa3HW, y TOMY YHCJIl JaHl aJeKBaTHUX Ta JI00pe
KOHTPOJIbOBAHUX JIOCIIKEeHb, K1 Ial0Th 3MOTY BBa)KaTH, IO BAKIIMHU 200
1HII MEJMYHI iIMyHOOIO0JIOTIYHI MIpenapaTH MOXYTh OyTH e()EeKTUBHUMH IS
npodi1akTUKU KopoHaBipycHoi xBopoou (COVID-19);

1) HasBHI  JaHi npo  yCIHilIHe MPOBEACHHS  JOKIIHIYHHX
BUTNIPOOYBaHb/IOCTIIKEHbD, OKPEMHUX ¢ba3 KITHIYHIX
BUIIPOOYBaHb/IOCHIJKEHb Ta OTPUMaHl pe3yJibTaTH MICTATh B CYKYITHOCTI
HAayKOBO OOTPYHTOBaHI JIOKa3W, y TOMY YHCII JaHi aJeKBaTHUX Ta J00pe
KOHTPOJIbOBAaHUX JIOCIIIKEHb, SIKI JTAIOTh 3MOTY BBaXKaTH, IIO JiKapcbKi
3aco0M, BakIMHMA a00 iHII MEIUYHI IMYHOOIOJIOTiYHI NpermapaTd MOXYTb
OyTH e(eKTHUBHUMHU JJIsl eKCTPEHOIr0 MeUYHOI0 3aCTOCYBaHHS Ha 4dac Ail
HAA3BUYAHHOI cuTyamlili Ta/ad0 KApaHTUHY;

2) MO3BUI HAa EKCTPEHE 3aCTOCYBaHHS HAJaHWA KOMIIETGHTHUM OPraHOM
Cnonyuenux IlrariB  Awmepuku, Bemnukoi bpuranii, IlIBeiimapcbkoi
Kondenepamii, fmonii, Ascrtpami, Kanmamu, Kwuraiickkoi Hapoanoi
PecrryOmiku, [Haii abo 3a IMEHTPai30BaHOIO MPOIEAYPOI0 KOMIETCHTHUM
opranoM €Bporeiicekoro  Coro3y  BIAMOBIZHO 0  HAIIOHAIBHOTO
3aKOHO/ABCTBAa KpaiHW HaJaHHS A03BoNy 4 €Bponeiicbkoro Coro3y abo
BakMHa  a00  IHmMUH  MeOUYHUKA  IMYHOOIONOTIYHMK  Tpemnapar
npekBaiipikoBaHuil BcecBITHROIO OpraHi3alliero OXOPOHHU 3/10pOB’S;

2) s JepkaBHOI  peectpamii  BakiuH ~ab0  IHIIMX  MEIMYHUX
IMyHOOI0JIOTIYHMX TpemapaTiB il  cneuudiuHol mpodiTaKTUKA i
3000B’s13aHHA  JJI1  €KCTPEHOTO0 MEAWYHOTO 3acTOCYBaHHSA: JO3BUT Ha

eKCTpEHE 3aCTOCYBaHHS HaJaHW KOMIETEHTHHM opraHoM CroiydeHux
[lIratie Amepuku, Benukoi bpuranii, IlIBeimapcekoi Kondenepartii,
Snonii, ABctpanii, Kananu, I3painto, Kuraiicbkoi Hapoanoi Pecmy0Gmikw,
Ianii abo 3a LEHTPaTi30BaHOIO MPOIETYPOI0 KOMIIETEHTHUM OpPraHOM
€porneiicbkkoro Coro3y BIAMOBIAHO 70 HaIIOHAJIBLHOTO 3aKOHOJABCTBA
KpaiHM HaJaHHsA 103BONy 4M €Bpomeiickkoro Coro3y abo BakmuHa abo
IHIIMA ~ MeOUYHUK  IMyHOOIONOTIYHMM  mpemapar mnpekBaiiikoBaHUN
BcecBiTHBOIO OpraHizaliero OXOpOHH 310pOB’s;

JUISL JTIKApChbKUX 3ac00iB mi 3000B’sI3aHHA U1 €KCTPEHOTO MEAUYHOTO
3aCTOCYBaHHS JI03BIJ1 Ha €KCTPEHE 3aCTOCYBAHHS HaJlaHUN KOMIETEHTHUM
opranoMm Cnonyuenux IlItatiB Amepuku, Benukoi bputanii, IlIBeiinapcbkoi
Kondenepanii, Anonii, Ascrpanii, Kanamu, I3paimo abo 3a
[EHTPAJII30BaHOI0 TIPOLEAYPOI0 KOMIIETEHTHHUM OpraHoM €BpOMNeichKoro
Coro3y BIAMOBIAHO 70 HaIIOHAJIBHOTO 3aKOHOJABCTBA KpaiHW HaJlaHHS
no3Boay uum  €Bponeiickkoro  Coro3y  abo  mikapcekuit  3aci0
npekBajtipikoBaHuil BcecBITHBOIO OpraHi3aIliero OXOpOHH 3/10POB’S;

3) takwmii JiKapchkuil 3aci0 He OyB po3poOJieHWH y JepikaBi, BH3HAHIN B
YCTaHOBJICHOMY MOPSIIKY JePKABOIO-arpecopoM;

3) Takuil mikapchkuil 3acid He OyB pO3poOJIeHUWH y NeprkaBi, BU3HAHIN B
YCTAHOBJICHOMY HOPSJIKY J€P:KaBOI-arpecopoM;

4) BimoMa Ta TIOTEHIIfHA KOPHCTh BaKIWH a00 IHIMHX MEIUIHUX
IMyHOO10JIOTIYHUX TpenapaTiB y pas3i iX BUKOPUCTAHHS IS MPOQITaKTHKH
kopoHaBipycHoi xBopobu (COVID-19) mepeBaxkae BioMi Ta TOTCHIIIHHI

4) BijoMa Ta MOTEHI[iIiHa KOPUCTh JiKapChbKMUX 3ac00iB, BaKIIMH a00 1HIIUX
MEIWYHUX IMYHOOIOJIOTIYHMX TMpenapariB y pas3i iX BUKOPUCTAHHA IS
JiKyBaHHS Ta Mpo(diakTHKH, HA 4ac Aii Haa3BM4YaiiHOl cuTyauii Ta/ado




PHU3UKHU BHUKOpPHUCTaHH: TaKuX BaKIIMH abo IHIIMX MCINYHUX

iMyHOOI0JIOTIYHUX TIpeTIaparis.

KApaHTHHY /I €KCTPEeHOr0 MeIMYHOr0 3acTOCYBaHHS, IepeBaxae
BiJIOMi Ta MOTEHI[iI{HI PU3UKH BUKOPHCTAHHS TaKUX JiKAPCHKHX 3ac00iB,
BaKIMH a00 IHIIUX MEAUYHUX IMyHOO10JIOTIYHUX TPETapaTiB.

2. 3a HagBHOCTI OOCTaBHWH, HaBEJEHUX Yy YaCTUHI MEpIIid i€l CTaTTi,
BaKIMHHU a00 1HIIN MEAWYHI IMyHOOI0JIOTIYHI TIpenapaTy I ITPOQiIaKTHKH
kopoHaBipycHoi xBopoou (COVID-19) moxyTs OyTH 3apeecTpoBaHi st
€KCTPEHOTO MEIUYHOTO 3aCTOCYBAaHHS Ha CTPOK, IO JAaCTh 3MOTY BHKOHATH
TaKi 3000B’sI3aHHS:

2. 3a HasgBHOCTI OOCTaBMH, HaBEJIEHMX Yy 4YacTUHI NepIliid i€l cTaTTi,
JikapcbKi 3ac00M, BaKIIMHU a00 1HIIT MEAWYHI IMyHOOI0JIOTIYHI MpenapaTh
JUIs1 JIIKYBAHHA Ta MPO(QIiIaKTUKHU, HA Yac il HaA3BU4YaHHOI cuTyauii Ta/
a00 KapaHTHHY, MOXYTb OyTH 3apeecTpOBaHi JJIsl €KCTPEHOTO METUYHOTO
3aCTOCYBaHHS Ha CTPOK, III0 TaCTh 3MOTY BUKOHATH TaKi 3000B’I3aHHS:

3a4BHUK Ma€ HagaTd IHQOpMAII0 IIOJ0 3aBEPIICHUX  KIIHIYHUX
JOCTIHKEHB, Y TOMY YHCII 1X pe3ynbTaTH, IPOTITOM IEepioAy, IOTOKEHOTO
13 LIIEHTPAJIbHUM OpraHOM BHMKOHABYOi BJaju, 110 3abe3neuye (GpopMyBaHHS
Ta peanizye ACpKaBHY IOIITHKY y cdepi OXOpPOHH 3J0pPOB’S, IO MalOTh
OyTH TiICTaBOIO JJIsI €KCIIEPTHOI OIIHKY CITIBBITHOIICHHS "KOPUCTH/pU3UK";

3asBHUK Ma€ HajgaTH 1HGOpMAII0 IIOJ0 3aBEPIICHHX  KIIHIYHUX
JOCIIPKEHb, Y TOMY YHUCII IX pe3yibTaTd, MPOTArOM Iepioay, HOTr0KEHOrO
13 HEHTpaJIbHUM OpPraHOM BHKOHABYOI BIAAM, 110 3a0e3neuyye (popMyBaHHS
Ta peami3dye AepxkaBHY MONITHKY y cdepi OXOpOHH 370pOB’S, IO MAaKOTh
OyTH MiACTABOIO JUISl €KCIIEPTHOI OIIHKH CIIBBITHOIICHHS «KOPUCTB/PUHKY;

BaKIMHHU a00 1HII MEJINYHI iIMyHOOI10JIOTIYHI IIpenapaTy, 10 MOJal0ThCs Ha
JCpP)KaBHY PCECTpALif0 ImiJ 3000B’SI3aHHS I €KCTPEHOrO0 MEIWYHOTO
3aCTOCYBaHHS, MalOTh BiAIMyCKAaTHCS 3aKjIagaMUd OXOPOHHU 3J0pOB’S JIMIIE 3a
perenToM Ta, y NMEBHUX BHITQJKaX, 3aCTOCOBYBATHCS JIMIIC ITiJI CYBOPHM
MEJMYHUM HaTJs0M, 30KpeMa y 3akiiafiaX OXOPOHH 310POB’s;

JikapcbKi 3ac00M, BaKIMHU 200 1HIIN MEAMYHI IMyHOOI0JIOTI4YHI TTpenapaTH,
II0 TOJIAIOTHCS Ha JIEP’KaBHY PEECTPALIIIO MMiJ] 3000B’ sI3aHHS 711 EKCTPEHOTO
MCIUYHOTO 3aCTOCYBaHHA, MAarOTh Bi}IHYCKaTI/ICﬂ 3aKjIalaMi  OXOpPOHHU
3I0pOB’Sl JIMILIE 3a pEelenToM Ta, y TMEBHUX BUMAJAKaX, 3aCTOCOBYBATHUCS
JUIIe TiJ CyBOPUM MEIUYHHM HAIJISAIOM, 30KpeMa Y 3akKiaJaX OXOpPOHH
3J10pPOB’S;

y  KOpPOTKI  XapaKTepUCTHIl  BaKOMH  ab0  IHIIUX  MCOUYHHUX
IMyHOOIO0JIOTIYHHX TIperapaTiB, IHCTPYKIi TSI MEIUIHOTO 3aCTOCYBAaHHS Ta/
a00 JMCTKY-BKJIQIUII 3a3HAYA€THCS, MO0 HAsBHI XapaKTEPUCTHKH IAHOTO
JIKapChbKOTO 3aC00y € HEAOCTATHIMH.

Yy KOPOTKIM XapakTEepPUCTHIl JiKapChbKHX 3ac00iB, BakiMiH a00 i1HIIHMX
MEIWYHUX IMYHOOIONIOTIYHMX TIpemnapariB, I1HCTPYKIIl Ui MEIUYHOTO
3aCTOCYBaHHA Ta/a00 JMCTKY-BKJIQIUIN  3a3HAYAETHCS, M0  HasBHI
XapaKTEPUCTUKH JJAHOTO JIIKAPCHKOTO 3aCO0Y € HEJOCTATHIMHU.

3a yMOBU BHKOHAHHS 3a3HauCHHUX B a03allax JPyroMy - 4e€TBEPTOMY Ili€i
YaCTUHU 3000B’s3aHb 3aABHUK 3000B’S3aHHH ITOBIJTOMHUTH IIEHTPaTbHUI
opraH BHMKOHABYOi BJagu, IO 3a0e3neuye (OpPMyBaHHS Ta pealizye
JIepKaBHY TONITHKY y chepl OXOpOHHU 30pOB’s, MPO IMOOIYHI peakiii Ha
BaKIMHM a00 1HII MEAWYHI iMyHOOIOJIOTIYHI IpenapaTd B MHOPSAKY Ta y
CTPOKHM, BCTAHOBJICHI IICHTPAJbHUM OpPraHOM BHKOHABYOI BJIAJIA, IO
3abesneuye hopMyBaHHS Ta peani3ye JAepKaBHY MOJITHKY Y cdepi OXOpOoHH

3a yMOBM BHKOHAaHHS 3a3Hau€HHX B ad3alax APYyroMmy - 4eTBEPTOMY IIi€i
YaCTUHU 3000B’si3aHb 3asBHUK 3000B’S3aHUM MOBIIOMUTH UEHTPATbHHIA
OpraH BUKOHABYOI BIaaW, IO 3abe3meuye QGOPMYBaHHS Ta peali3ye
JIep’KaBHY TOJITUKY y cepl OXOPOHM 3A0pOB’S, MPO MOOIUHI peakuii Ha
JKapChKi 3acO0M, BaKIIMHU a00 1HII MEIUYHI iIMyHOO10JI0T1YHI MpenapaT B
MOPSAIKY Ta Y CTPOKH, BCTAHOBJICHI IEHTPaIbHHUM OpPraHOM BHUKOHABYOI
BJaau, 10 3abesnedye ¢GOpMyBaHHS Ta peali3ye Jep>KaBHY TMOJITHKY Y




3710pOB 4.

chepi OXOpOHH 310POB’S.

s meprxaBHOT peecTparlii BakIuH a00 1HIINX MEIUYHUX IMyHOO10JIOTTIHUX
mpenapariB IiJ; 3000B’sI3aHHS IS €KCTPEHOTO0 MEAMYHOIO 3aCTOCYBAHHS
3aMICTh 3aCBITYEHOI KOMIi JOKYMEHTA, IO MiATBEPIKY€E BIAMOBIIHICTH YMOB
BUPOOHHMIITBA JIIKAPCHKOTO 3aco0y, MOJAHOT0 Ha PEECTpaIlio, BUMOTaM JI0
BUPOOHMIITBA JIIKAPCHKUX 3ac00iB B YKpaiHi, BHIAHOTO IICHTPAJIbHUM
OpraHoM BHMKOHAaBYOi BIJIaJ{, IO peali3ye JepiKaBHY IOMITHKY Y cdepi
KOHTPOJIIO SIKOCTI Ta O€3MeKHu JIKApChKUX 3aco0iB, MOXKE HaJlaBaTHCS
PIIICHHS 3a3HAYCHOTO OpraHy MpO BU3HAHHS PE3YyJbTATIB IHCIICKTYBAaHHS Ha
BIJIMOBITHICTh BHMOTaM HAJIGKHOT BUPOOHWYOI MPAKTUKH, IMPOBEICHOTO
HalllOHAJIbHUM KOMIICTCHTHHM OpPraHOM KpaiHU-BUPOOHHMKA, 110 BUJIAETHCS Y
MOPSIZIKY, BCTAHOBJICHOMY IIEHTPAJILHUM OPTaHOM BHUKOHABYOI BIIAJH, IO
3a0e3nedye (hOpMyBaHHS Ta peani3ye Jep)KaBHY MOJITHKY y cepl OXOpOHH
3I0POB’sl, 32 YMOBH III0 BUPOOHHMIITBO JIIKAPCHKOTO 3ac00y 3MIMCHIOETHCS 3
JOZIePKAHHSAM BHUMOI' HAJIEKHOT BUPOOHUYOT NMPAKTHKH, TAPMOHI30BaHOI 13
3aKOHOJIaBCTBOM €Bpomneiickkoro Coro3y.

Hns nmepkaBHOI peectpariii JikapchbKHX 3ac00iB, BakiuH a0o0 1HIIMX
MEIUYHUX IMYHOOIOJIOTIYHUX MpenapariB MiJl 3000B’sI3aHHS 1151 eKCTPEHOTO
MEIUYHOTO 3aCTOCYBaHHs 3aMICTh 3acBiIUeHOl KoImii JOKYMEHTa, o
MIATBEPKYE BIJMOBIHICTH YMOB BHPOOHHIITBA JIIKApCHKOTO 3acoly,
MOJIAHOTO Ha PEECTPAIlil0, BUMOTaM 10 BUPOOHHUIITBA JTIKApPCHKUX 3ac00IB B
VYkpaiHi, BUaHOTO HEHTPAIFHUM OPraHOM BHKOHABYOI BIIAJH, IO peaji3ye
JIEp’KaBHY TOJITUKY Yy cdepi KOHTPOIIO SKOCTI Ta Oe3MeKH JiKapChKUX
3aco0iB, MOJK€ HAJaBaTHUCS PIIICHHS 3a3HAYCHOTO OPraHy IpO BU3HAHHS
pe3ynbTaTiB  IHCMEKTyBaHHS Ha  BIAMOBIIHICTh BHUMOTaM  HaJEXHOI
BUPOOHMYOI TPAKTHKH, TPOBEJCHOTO HAI[IOHAIBHUM  KOMIIETEHTHUM
OpraHoM KpaiHU-BUPOOHWKA, IO BHIAETHCS y TOPSAKY, BCTAaHOBJICHOMY
LEHTPAJIbHUM OPraHOM BUKOHABYOi BIajH, IO 3a0e3nedye (popMyBaHHS Ta
peainizye Aep)kaBHY MOJITHKY Yy cdepi OXOpOHH 3J0pOB’S, 32 YMOBH IIIO
BUPOOHHUIITBO JIIKAPCHKOTO 3aco0y 3MIHCHIOETBCSA 3 JIOJIEPKAHHAM BHUMOT
HAJIe)KHOI BUPOOHMYOI MpPaKTHUKH, TapMOHI30BaHOI 13 3aKOHOJABCTBOM
€Bponeiicekoro Coro3y.

Bumorn yactuH nepinoi, Apyroi, TpeThoi Ta m’AToi ctaTTi 12 1poro 3akoHy
HE IIONIMPIOIOTHCS Ha BaKIUMHA a0o0 1HII MEIU4YHI IMYHOOIOJOTIYHI
mpemapaT, 3apeecTpoBaHi il €KCTPEHOr0 MEIUYHOTO 3aCTOCYBAaHHS B
MOPSAJAKY, BU3HAUYEHOMY III€I0 CTarTero. Taki BakiuHA a0o0 I1HIIN MeIWYHI
IMyHOO10JI0T1YH1 TIpenapaT Mpu MOCTa4aHHI Ta 3aCTOCYBaHHI HAa TEPUTOPIL
YkpaiHu MaloTh CYNPOBOKYBATUCS 1HCTPYKIIED TPO 3aCTOCYBAHHSA,
BHUKJIQJICHOIO JIEP’KaBHOIO MOBOIO, 3aTBEP/KEHOIO IIEHTPAIILHUM OPraHOM
BHKOHABYOi Biaau, Mo 3abe3nedye (GopMyBaHHS Ta peanizye AepKaBHY
MOJIITUKY Y c(hepl OXOPOHHU 3/10POB’Sl.

Bumorn yactun nepioi, Apyroi, TpeTboi Ta 1m’sAToi cTarTi 12 1poro 3akoHy
HE TMOUIMPIOIOTHCS Ha JIKAPChKi 3aco00M, BakiMHH a00 1HIN METUYHI
iMyHOO10JIOT14YHI TpenapaTH, 3apeecTpoBaHi JUIsl €KCTPEHOro MEAUYHOIO
3aCTOCYBaHHS B TOPSIKY, BU3HAYCHOMY III€I0 CTaTTer0. Taki Jikapcbki
3aco0M, BakIMHU ab0 1HIIN MEOUYHI IMYyHOOIOJIOTIYHI TNpenapatd Ipu
[IOCTa4YaHHI ~Ta  3aCTOCYBaHHI Ha  TepuTopii  YKpaiHM  MaroTh
CYIPOBOJIKYBAaTUCS ~ IHCTPYKII€I0 PO  3aCTOCYBaHHSA, BHUKIAJCHOIO
JIep’KaBHOI0 MOBOIO, 3aTBEP/KEHOI0 LEHTPAIBHUM OPraHOM BHKOHABYOi
BJIaaM, 1o 3abe3nedye (OpMyBaHHS Ta pealizye AepXaBHY MOJITHKY Y
chepi OXOpOHH 310POB’S.

3. PimeHHs mpo HaJaHHSA PEECTPAIIHHOTO MOCBITYCHHS BAKIUH a00 1HIIMX
MEIMYHHX IMyHOOIOJIOTIYHUX TIperapariB, IO NPOWIIIA HPOLEIYyPYy
JepKaBHOI peecTparii Mg 3000B’s3aHHS S EKCTPEHOTO MEIUYHOTO
3aCTOCYBAaHHS, Ma€ BU3HAYATH TPAHWYHI CTPOKHU /Il BUKOHAHHS TaKUX
3000B’s13aHb.

3. PimeHHs mnpo HaJaHHS PEECTPALIMHOTO TIOCBITYEHHS JIKAPChbKHX
3ac00iB, BakIMH a00 IHIIUX MEIUYHUX IMYHOOIOJIOTIYHUX IpernapaTiB, 10
OPOUIIIIM TPOUENypy HEpXKaBHOI peecTparii miJ 3000B’S3aHHS IS
EKCTPEHOTO MEJUYHOTO 3aCTOCYBAHHS, Ma€ BU3HAYATH TPAHUYHI CTPOKU IS
BUKOHAHHS TaKUX 3000B’s13aHb.




Peecrtpaniiine MocBiTYCHHS BUAAETHCS CTPOKOM HA OJUH PIK 3 MOXKIJIHUBICTIO
TIOJIOB)KEHHSI HA OJINH PIK.

Peectpaniiine mocBiTYeHHsI BUAAETHCS CTPOKOM Ha OJMH PIK 3 MOMJIUBICTIO
NOZIOBKEHHS Ha OJIUH PIK.

[TomoBxkeHHS CTPOKY il PeECTPAIiifHOTO MOCBIAUYEHHS Mepeadavae mopiaHe
OLIIHIOBAHHSA BHKOHAHHSA  BIANOBIAHHUX  3000B’g3aHb Ta  IOJAaHHA
LIEHTPAJIbHOMY OpraHy BHKOHABYOI BjiadH, L0 3a0e3meuye (GOpMyBaHHS Ta
peaiizye Aep)KaBHY TMOJITHKY y cdepl OXOpOHH 370pOB’s, 3BITY PO
pe3ynbTaTu OIiHIOBaHHA. [licas BUKOHAHHS BCIX 3000B’s3aHb, HaJaHUX
3asiBHUKOM Yy BCTaHOBIICHHUH CTPOK, Jisl peECTPalliiHOTO MOCBITYCHHS MOXKE
OyTH MMOJIOBKEHA JI0 I’ SITH POKIB.

[TomoBx)eHHS CTPOKY il peeCTPaIiifHOTO MOCBIAUEHHS Iepeadavae mopiaHe
OLIIHIOBAHHSA  BHKOHAHHA  BIANOBIAHMX  3000B’s3aHb Ta  IOJAHHSA
[EHTPaIbHOMY OpraHy BHKOHABYOI BIaAW, 110 3a0e3nedye (GopmyBaHHS Ta
peanizye JAep)KaBHY TMOMITHKY y cdepi OXOpPOHH 370pOB’S, 3BITY MPO
pe3yibTaTH oriHoBaHHA. Ilicias BHKOHAHHS BCiX 3000B’S3aHb, HAJIaHHUX
3assBHUKOM Y BCTaHOBJICHHM CTPOK, Jisl peECTPalliiHOTO MOCBITYCHHS MOXE
OyTH MOJIOBKEHA JI0 I’ SITH POKIB.

4. Tlicnst IpUHAHSATTS PIIICHHS MPO HAJAAHHS PEECTPAIIHOTO IOCBITYECHHS
BaKIIMH a00 1HIIUX MEIUYHUX IMyHOOIOJIOTIYHUX MpenapariB MEHTPATbHUN
OpraH BHKOHABYOi BJagu, IO 3a0e3nedye (OpPMyBaHHS Ta peaiizye
JCp)KaBHY TMOJITHKY y cdepi OXOpPOHH 30pOB’S, MOXE TOKIACTH Ha
BIIACHHKA PEECTPALIIHHOTO TOCBITYCHHS TaKUX BAaKIUH a00 1HIIMX MEIUYHUX
iIMyHOOI0JIOTIYHUX TIperapariB 30008’ I3aHHS II0I0:

4. Tlicns TpUAHATTS PINIEHHS MPO HAJAAHHS PEECTPAIIMHOTO TMOCBITYCHHS
JiKapcbKUX 3ac00iB, BakIMH a00 IHIIUX MEIWYHHUX IMYyHOOIOJOTTYHHX
IpenapariB  IEHTpaJIbHUA OpraH BHKOHABUOI BIaau, M0 3abe3mneuye
dbopMyBaHHS Ta peanidye AepkKaBHY HOJITHKY y chepi OXOpOHHU 370pOB 4,
MOX€E TIOKIACTH Ha BJIACHUKA PEECTPALIMHOTO IOCBIIYEHHS TaKHX
JiKapcbKUX 3ac00iB, BakIMH a00 IHIIUX MEIWYHHUX IMYyHOOIOJOTIYHHX
npenapariB 3000B’sI3aHHS MIO0:

1) mpoBeAeHHS IMOCTPEECTPAIiMHUX JOCHIHKEHb 3 OE3MEeKH 3a HasSBHOCTI
PU3MKIB IIIOJ0 3apPEECTPOBAHUX JIJISI €KCTPEHOTO MEIWYHOTO 3aCTOCYBAHHS
BaKIMH a00 IHIIUX MEIWYHUX IMYHOOIOJIOTIYHHMX IMpernapaTiB. Y pasi SKIo
CYMHIBH IIOJO 3a3HAYCHUX PHU3HMKIB CTOCYIOTBbCS OuIbIIe HIDXK OJHI€T
BakIMHM a00 IHIMMX  MEIUYHHX  IMYHOOIOJNIOTIYHUX  TIperaparis,
IIEHTPAJIBHUM OpPraH BHKOHABYOI BJIATH, IO 3a0e3rnedye (opMyBaHHS Ta
peaitizye JepikaBHY MOJITHKY y chepl OXOPOHH 30POB’sI, Ma€ 3a0X0UYyBaTH
BJIACHUKIB PEECTpAllifHUX TOCBiJUYEHb OpaTh y4yacTb Yy CIHUIBHOMY
MPOBEJICHHI TTOCTPEECTPAMIMHNUX JTOCHIKEHD 3 OC3TEeKH;

1) mpoBeneHHS MOCTPEECTPaLliMHUX MOCHIIKEeHb 3 Oe3MeKH 3a HasBHOCTI
PHU3MKIB 1100 3apEECTPOBAHMX JJISI €KCTPEHOTO MEIMYHOIO 3aCTOCYBAHHS
JiKapchbKUX 3ac00iB, BakiuWH ab0 IHIIMX MEAMYHUX IMYyHOOIOJOTIYHUX
npenapatiB. Y pasi SKII0 CYMHIBH IIOJO 3a3HAYEHUX PU3HKIB CTOCYIOTHCS
OiJIbIlIe HDXX OJHOTO JiKApChKOro 3acody, BakIWHHU a00 IHIIMX MEIHMYHHX
IMyHOO10JIOTIYHUX TIpernapariB, IEHTPATLHUN OPTaH BUKOHABYOI BIAIH, 1110
3a0esmneuye GopMyBaHHs Ta peanidye AepkKaBHY MOTITHKY y cepi 0XOopoHU
3I0POB’sl, MA€ 3a0XOUYYBATH BIACHUKIB PEECTpaAllifHUX IOCBiIYeHb Opatu
y4acTb y CHUIBHOMY TIPOBEJCHHI MOCTPEECTPAIIMHUX JOCTIKEHb 3
Oe3meku;

2) TpPOBEACHHSA TMOCTPEECTPALIMHUX JOCTIIKEeHb 3 e(eKTUBHOCTI, y pasi
SIKIIO PO3YMIHHS 3aXBOPIOBAHHSA a00 KIHIYHOT METOMOJIOTiI BKa3ye Ha
HEOOXIHICTb ~ CYTTEBOIO  MEpErfisAy  MONEpeqHiX  OLIHOK  IIOJIO0
e(hEeKTUBHOCTI.

2) TMPOBEACHHS MOCTPEECTPALIMHUX IOCTIKEHb 3 e(eKTUBHOCTI, y pasi
SKIIO PO3YMIHHS 3aXBOPIOBaHHS a00 KIIHIYHOI METOJO0JIOTii BKaszye Ha
HEOOXIMHICTh  CYTTEBOIO  MEpErfisiy  MOMEpeqHIX  OLIHOK  IIOJIO0
¢(hCKTHUBHOCTI.




5. V¥ pa3i skmo xommnereHTHUM opraHoM CronyuyeHux llltatriB Amepuku,
Bemukoi bpwuranii, IlIseinapcekoi Kondenepamii, Snownii, ABcTpaiii,
Kanamu, Kuraticekoi Hapoguoi PecniyOmiku, Iaaii abo 3a 1eHTpaIi30BaHOIO
MPOIEYPOI0 KOMIIETEHTHHM OpraHoMm €Bpomeiicbkoro Coro3y BiAMOBIIHO
0 HAI[lIOHAIBHOTO  3aKOHOJIABCTBA KpaiHWM HAJaHHS JIO3BOJY UM
€pornericbkkoro Coro3y HaJaHO J03BUI HA €KCTPEHE 3aCTOCYBAHHS BaKIIMHHU
a00 1HIIIOIO0 MEJMYHOTO IMYHOOIOJOTIYHOIO Mperapary abo0 BakIMHY YU
IHIMUH  MeIUYHUK 1MyHOOIONOTIYHUM MpernapaT 3apeecTpoOBAHO TaKUM
KOMIIETEHTHUM OpraHOM 3a IIeBHOI YMOBH, a00 HaJaHO IpekBaiidikarlio
BOO3, taka BakiuHa a0o0 IHIMMH MEIUYHUN IMyHOOIOJOTIYHUH MpernapaT
MOXYTh OYTH TNPHUCKOPEHO 3apeecTpoBaHi B YKpaiHi IS EKCTPEHOTrO
MEJMYHOT0 3aCTOCYBaHHS B MOPSIIKY, BcraHOBIeHOMY Kabinerom MiHicTpiB
VYkpainu, 3 ypaxyBaHHSIM TaKUX OCOOJTHMBOCTEH:

5.V pasi gkmo BakuMHa a00 iHWMIA MeAM4YHMIl iMyHoOioJoridyHMit
npenapatr oOTpUMAaJIu A03BLI Ha eKCTpeHe MeJAWYHe 3acTOCYBaHHS,
BHIaHMI KoMIieTeHTHUM opranoM Cronydenux llltatiB Amepuku, Bennkoi
bpuranii, IlBelinapcekoi Kondenepamii, SAmonii, Ascrpaunii, Kanamm,
I3paimto, Kuraiicekoi Haponnoi PecnyOmiku, [Hnii um 3a mieHTpani3oBaHOO
IPOLETypOI0 KOMIIETEHTHUM opraHoM €Bpornelcbkoro Coro3y (BiANOBITHO
JI0 HAIIOHAIBPHOTO 3aKOHOJABCTBA) UM HaJaHo mpekBaidikarito BOO3, abo
JiKapchbKUH 3acid 0TpUMAaB /103Bij1 HA eKCTPeHe 3aCTOCYBAHHS BUIAHMIA
KoMmneTeHTHUM opranoM Cnoaydyenux IlratiB Amepuku, Beaukoi
Bpuranii, lIBeiinapcskoi Kondenepauii, Anonii, ABcrpadnii, Kanaamn,
I3paiiio yM 3a HEHTPATi30BAHOIO MPOLEAYPOI0 KOMIIETEHTHUM OPraHOM
€pponeiicbkoro Cor3y BiANOBIIHO 10 HAlIOHAJBLHOIO 3aKOHOJABCTBA
KPaiHM HaJaHHSA 103BOJ1y, 200 Jikapcbkuil 3aci0 mpexBaJipikoBaHuii
BcecBiTHBOIO Opranizanico 0XOpoHU 310POB’sl TaKMil JiKapcbKUil 3acio,
BaklMHa a00 1HIUI MeIu4HuN IMyHOOIONIOTIYHUI MpenapaT MOXYTb OyTu
IIPUCKOPEHO 3apeecTpoBaHi B YKpaiHl A E€KCTPEHOT0 MEIUYHOIo
3aCTOCYBaHHS B MOPSIKY, BcTaHOBIIeHOMY KaGiHeTom MiHicTpiB Ykpainu, 3
ypaxyBaHHSIM TaKUX OCOOJIMBOCTEM:

1) mo 3asBM Tpo JAEpKABHY PEECTpAIlil0 I EKCTPEHOTO MEIUIHOTO
3aCTOCYBaHHS JJOJIAIOTHCS BUKIIFOUHO:

1) mo 3asBM mpo JAEpKaBHY pEECTPALiI0 Ui EKCTPEHOTO MEAWYHOTO
3aCTOCYBAHHS JOAAIOTHCS BUKIIOUHO:

JIOKYMEHT, IO MIATBEPKY€E PIIICHHS PO HAJlaHHA J03BOJIY MPO EKCTPEHE
3aCTOCYBaHHS a00 MO pEeECTpalliio 3a MEeBHOI YMOBH Y BIIIOBIAHIN KpaiHi
a00 peecTpalliio 3a MeBHOT YMOBH KOMIICTCHTHUM OPraHoM €BpOIEHCHKOro
Corozy (abo 1HINE I1AEHTHYHE 3a CYTTIO pIIICHAS BIATOBIIHO 0
3aCTOCOBYBaHOro 3akoHomaBcTBa Cnomydenux IllrariB Amepukm, Bemukoi
Bbpuranii, IlIBeinapcekoi Koudenepamii, Snonii, Asctpami, Kanamm,
Kuraiicekoi Hapomnoi PecmyOmikm, Iumii abo 3a IeHTpani30BaHOIO
MPOIEYPOI0 KOMIIETEHTHHM opraHoMm €Bpomneiicbkoro Coro3y BiAMOBIIHO
JI0  HAI[IOHAJILHOT'O 3aKOHOJABCTBA KpaiHW HAJaHHS JIO3BOJY YH
€pornericbkkoro Cor3y) Ha J1aTy MOAAHHS 3asBH PO JICpKaBHY PEECTPALIIIO
JUISL EKCTPEHOTO MEAUYHOTO 3aCTOCYBAHHS, 3aCBITUCHUI ITiIMMMCOM 3asBHHUKA
a00 YITOBHOBa)KCHOTO HUM TIPEICTABHHKA,;

JIOKYMEHT, 110 MIATBEPIKY€E PIIICHHS MPO HaJaHHS J103BOJIy IIPO €KCTPEHE
3aCTOCYBaHHS a0 MPO peecTpalliio 3a MEeBHOI YMOBHU y BIANOBiAHINA KpaiHi
abo peecTpallito 3a TIEBHOI YMOBH KOMIIETEHTHHM OPTaHOM €BPOIMEHCHKOTO
Corozy (abo 1iHmIe I1OEHTHYHE 3a CYTTIO pIlIEHHS BIANOBITHO O
3aCTOCOBYBaHOTO 3akoHomaBcTBa Cromydenux llltatiB Amepuku, Benmkoi
bpuranii, IlBelinapcekoi Kondenepauii, SAmnonii, Ascrpaunii, Kanammu,
Kuraiicekoi Hapoanoi Pecry6niku, [anii, I3paiio abo 3a 1ieHTpaIizoBaHOO
MPOIIETyPOI0 KOMIIETEHTHUM OpraHoM €Bporeichbkoro Coro3y BiJIMOBITHO
JO0 HaIliOHAIPHOTO  3aKOHOAABCTBA KpaiHM HaJaHHS  JO3BONy UM
€Bpomneiicbkoro Coro3y) Ha JaTy MMOJaHHs 3asBU NP0 JEPKABHY PEECTPALIIIO
JUISL €KCTPEHOTO MEJMYHOTO 3aCTOCYBaHHS, 3aCBITYCHUI TiAMMCOM 3asBHUKA
a00 YIOBHOB&)KEHOTO HHUM IPEJICTABHUKA;




3BIT 3 OI[IHKM BakKIMHU a00 IHIIOr0 MEIUYHOr0 IMyHOOI10JOTIYHOTO
Mpernapary, CKJIaAcHUH PEryJISTOPHUM OPTaHOM KpaiHu, B SAKii BaKIMHA a00
IHIMUH ~ MEIWYHUH  IMYHOOIOJIOTIUHMM TIpermapar 3apeecTpoBaHul  (3a
HAasIBHOCTI, SIKIIIO TaKUK JIOKYMEHT Iepea0adueHui 3rigHO 13 3aKOHOIaBCTBOM
BIATIOBIIHOI KpaiHW, y pa3i BIACYTHOCTI TaKOTO JOKYMEHTa y 3asBi IpO
JepKaBHY PEECTpaIliio Al eKCTPEHOTO MEIUYHOTO 3aCTOCYBAaHHS POOUTHCS
BI/IMOBi/IHA BiAMITKA);

3BIT 3 OIIHKH JIKapcbKOro 3acofy, BakIMHA a00 I1HIIOTO MEAUYHOTO
IMyHOO10JIOTIYHOTO Tpenapary, CKIAJeHUH peryIsTOpHUM OPraHOM KpaiHH,
B sAKiii Jikapcbkmii  3acid, BakinumHa a00 iHIMNA  MEIUYHUN
IMYHOO10JIOTIYHMI Tpenapar 3apeecTpoBaHUM (32 HASIBHOCTI, AKILO TaKui
JIOKYMEHT Tepea0aueHrid 3riIHO 13 3aKOHOJIAaBCTBOM BiMOBITHOI KpaiHU; Y
pasi BIICYTHOCTI TaKOTO JTOKyMEHTa Yy 3asBi MPO JAEprKaBHY PEECTpaLliio IS
eKCTPEHOT'0 MEIMYHOTO 3aCTOCYBAaHHS POOUTHCS BIIMOBIIHA BIIMITKA);

JIOKYMEHT 3 OIIIHKH Ta YMPaBJIiHHS PU3HUKAMHU, 3aTBEP/KCHUN PIIICHHSM TIPO
HaJaHHS JI03BOJy MPO EKCTPEeHE 3acTOCyBaHHS ab0 IMPO pPEecTpaiiio 3a
MEeBHOI yMOBHW Yy BIAMOBIAHIA KpaiHi ab0 peecTpaiio 3a IMEBHOI yMOBH
KOMIIETEHTHUM OopraHoMm €Bpomneiicbkoro Coro3y (3a HaIBHOCTI, AKIIO TaKUH
JOKYMEHT IepeadadeHuid 3rigqHo 13 3aKOHOAABCTBOM BIAIOBIIHOI KpaiHU, Y
pasi BIICYTHOCTI TaKOro JIOKYMEHTa Yy 3asBi IIPO JACP)KaBHY PEECTpaIlito IS
€KCTPEHOI'0 MEJAMYHOTr0 3aCTOCYBaHHS pOOUTHCS BIJIMOBIAHA BIIMITKA);

JIOKYMEHT 3 OL[IHKU Ta YNPaBIIHHS pU3HKAMU, 3aTBEPKEHUH PIILICHHSM PO
HaJaHHS JI03BOJIy IPO EKCTPEHE 3acTOCyBaHHS ab0 MpO peecTpamiio 3a
IIEBHOI YMOBM Yy BIJAINOBIAHIA KpaiHli abo peecTpaiiio 3a MEBHOI YMOBH
KOMITIETEHTHUM opraHoM €Bpomneiickkoro Coro3y (3a HasBHOCTI, SKIIO TaKUi
JIOKYMEHT Iepe0adeHuit 3riHO 13 3aKOHO/JaBCTBOM BIAIOBIIHOI KpaiHU; Y
pasi BiICYTHOCTI TaKOTO JOKYMEHTa Y 3asiBi PO JEp>KaBHY PEECTPALiio s
€KCTPEHOT'0 MEAMYHOTO 3aCTOCYBaHHS pOOUTHCS BIJIMOBIAHA BIIMITKA);

IHCTPYKIliI MPO 3aCTOCYBaHHS, BHKJIAJCHA MOBOIO OpHriHaIy (MOBOIO,
BIZIMIHHOIO BiJ JEprKaBHOi), KOPOTKa XapaKTEPUCTHKA, BUKJIaJIEHA MOBOIO
opuriHany (MOBOIO, BIIMIHHOIO BiJl JepikaBHOI) (3a HAsSBHOCTI, IO TAaKWUU
JOKYMEHT TiepeadadeHuii 3rigHo 13 3aKOHOAABCTBOM BiAMOBIIHOI KpaiHU, y
pasi BICYTHOCTI TAKOTO JIOKYMEHTA Yy 3asBi MPO JCPKABHY PEECTPALIIO TSI
€KCTPEHOT'0 MEJAMYHOTO 3aCTOCYBaHHS pOOUTHCS BiJIMOBIAHA BIIMITKA);

THCTPYKIIis TIPO 3aCTOCYBaHHS, BUKIIaJ€Ha MOBOIO OpHUTiHATY (MOBOIO,
BIJIMIHHOIO B1J] Iep>KaBHO1), KOPOTKA XapaKTepUCTHKA, BUKJIaI€HAa MOBOIO
opuriHanay (MOBOIO, BI/IMIHHOIO BiJl Aep>KaBHOI) (32 HAIBHOCTI, 110 TaKUH
JIOKYMEHT Tepe0adeHunt 3r1IHO 13 3aKOHOJaBCTBOM BIANOBIAHOT KpaiHu; y
pasi BiICyTHOCTI TaKOTO JJOKYMEHTA Y 3asBi PO JIEPIKABHY PEECTPAIIIO JUIS
€KCTPEHOT'0 MEIMYHOTO 3aCTOCYBaHHs pOOUTHCS BIJIOBIAHA BIIMITKA);

rpadiydae 300pakeHHA MakeTa (MakeTiB) YIMAKOBKH Ta TEKCT (TEKCTH)
MapKyBaHHS IIEPBUHHOI Ta BTOPUHHOI (32 HAasBHOCTI) ymakoBoK. Jluis minei
JIepKaBHOI peecTparii I eKCTPEHOTO0 MEIUYHOTO 3aCTOCYBAaHHS 3asBHUK
Ma€ IpaBo MOJATH OJHOYACHO JIeKiIbKa TAKUX MaKeTiB 1 TEKCTIB MapKyBaHb
JUTSL 3a0€3MEeUCeHHS] MOKITMBOCTI MaKCUMAaJIbHO ONEPAaTUBHOIO TMOCTAYaHHS B
YIAKOBIIi Ta 13 MapKyBaHHSIM, HASSBHIM Ha MOMEHT ITOCTaYyaHHS;

rpadiuyHe 300pakeHHs MakeTa (MakeTiB) YNAaKOBKHM Ta TEKCT (TEKCTH)
MapKyBaHHsI TIEPBUHHOI Ta BTOPHHHOI (32 HAsIBHOCTI) ymakoBOK. Jlyis 1iieit
JIep>KaBHOI peecTpariii s eKCTPEHOTO MEIUYHOTO 3aCTOCYBaHHS 3asBHHUK
Ma€ MpaBo MOJIATH OJHOYACHO JIEKUIbKA TAKUX MAKETIB 1 TEKCTIB MapKyBaHb
IUTsT 3a0€3MeUeHHsT MOKIIMBOCTI MaKCUMAJIbHO OTEPATUBHOTO TMOCTAa4YaHHS B
YHAKOBIIi Ta 13 MAPKyBaHHSAM, HAIBHUM Ha MOMEHT ITOCTa4YaHHS;

MepeKyagl TeKCTy (TEeKCTIB) MapKyBaHHS TEPBHMHHOI Ta BTOPHHHOI (3a
HAasIBHOCTI) YIIAKOBOK BaKIMHK a00 IHIIOTO MEIWYHOrO IMyHOO10J0TIYHOTO
mpermapary, I1HCTPYKIii TIpO 3aCTOCYBaHHS, KOPOTKOI XapaKTePUCTUKU
JIEP’KAaBHOI0 MOBOIO 32 CTPYKTYPOIO 3TIIHO 3 TMOPSAJIKOM, BHU3HAYCHHUM

NepeKsiagi TEKCTy (TEKCTIB) MapKyBaHHS IEpPBUHHOI Ta BTOPHHHOI (3a
HasIBHOCTI) YNAaKOBOK JIIKApcbKOro 3aco0y, BakuuHu a0o 1HIIOTrO
MEAUYHOr0 IMYHOOIOJIOTIYHOTO IpenapaTry, 1HCTPYKIl IpO 3aCTOCYBaHHS,
KOPOTKOi XapaKTEepPUCTHKHU JEpP>KaBHOKO MOBOIO 3a CTPYKTYpPOIO 3TiIHO 3




[EHTPaJILHUM OpPraHOM BHKOHABYOI BIIAJH, IO 3a0e3rnedye (pOopMyBaHHS Ta
peanizye ACep)KaBHY IOJITHKY y cdepl OXOpOHH 3J0pOB’s, 3acBiTdcHI
Hi}IHI/ICOM 3asiBHUKA a60 YIOOBHOBa>XCHOI'O HUM ITPEACTAaBHUKA,

MOPSIIKOM, BU3HAYEHWM IIEHTPAIBHHM OpPraHOM BHKOHABYOi BJIAAM, IO
3a0e3rneuye GopMyBaHHS Ta peanildye JAepKaBHY MOJITHKY Y cepi oXxopoHH
3I0pPOB’sl, 3acCBIMUEHI MIAMUCOM 3asBHUKA a00 YIMOBHOBAXKEHOTO HHUM
MpEICTaBHUKA,

MMCHMOBE 3000B’s3aHHSI BUPOOHWKA BUPOOJIATH BIAMOBIIHY BaKIMHY a0o0
IHITUH METUYHUI IMyHOO10JIOTIYHUIN MpemnapaT JJII MocTadyaHHs B YKpaiHy
Ha THUX CaMUX BHPOOHWYHMX TIOTY)KHOCTSIX, IO 3aCTOCOBYIOTHCS Y

BUPOOHMIITBI JJI1 BHUKOPUCTAHHS Y BIAMOBIAHIN KpaiHi peecTpari
(Cnomyuenux IlltatiB  Amepukm, Bemmkoi bpuranii, IlIBeiimapchkoi
Koundenepamii, SAnonii, Ascrpanii, Kanamu, Kuraiicekoi HapomgHoi

Pecny6uniku, [anii);

AJsl BAKIHMH a00 iHIIMX MeIUYHHMX IMYHOO0io/IOriYHMX mNpemnapartiB -
MUCHbMOBE 3000B’sA3aHHS BUPOOHWKA BUPOOJATH BIAMOBIIHY BaKIMHY a0o
1HIIMI MenuYHui iIMyHOOI0JIOTYHUI TpenapaT UIsl MoCTa4aHHs B YKpaiHy
HA THX CaMUX BHPOOHWYMX TIOTYXKHOCTSIX, WO 3aCTOCOBYIOTHCSA Y
BUPOOHMIITBI JJI1 BHUKOPUCTAHHA Yy BIAMOBIAHINA KpaiHi peecTparlii
(Cnonyuenux IlratiB Amepuxu, Benukoi bpuranii, IlIBeiinapcbkoi
Kondeneparii, Anonii, ABcrpanii, Kanaau, [3paimo, Kuraiicbkoi HapoaHoi
Pecny6uiku, [Haii ado kpainax €Bponeiicbkoro Corw3sy);

BIJICYTHS

JUIS  JTIIKapChKUX 3ac00iB - MNHCHbMOBe 3000B’si3aHHA  BHPOOHHKA
BUPOOJIATH BilNOBiAHMI JiKAPCHKUI 3aci0 I MOCTa4aHHS B YKpaiHy
HAa THX CaMHMX BHPOOHMYHX IOTY’KHOCTSIX, IO 3aCTOCOBYHOTHCSI Yy
BHPOOHUITBI A1 BHKOPHMCTAHHSl Yy BiINoOBigHili KpaiHi peecTpamii
(Cnonyyenux IllTatie Amepuxu, Beamkoi Bbpuranii, IlIBeiinapcbkoi
Koundenepanii, Snonii, Ascrpanii, Kanagu, I3paimo a6o kpainax
€sponeiicbkoro Corosy);

2) CTPOK MEPEeBIPKH TOJAHUX 3asBHUKOM PEECTpPAIIHUX MaTepialliB Ha iX
ABTCHTHYHICTh HE IOBHUHEH TICPEBUINYBATH ITSITH POOOYMX JHIB 3 JHS
nmoAaHHs Takux MarepiamiB. [lig gac mepeBipku peecTpamiifHIX MaTepiaiiB
Ha iX aBTCHTUYHICTh €KCIIEPTH3a MaTepialiB PEECTPaIiiHOrO HOChE,
MOJIAHOTO JI0 PErYJISATOPHOIO OpPTaHy, 10 3apeeCTPyBaB BaKIMHY a00 1HIIIHIA
MeIUYHHUNA iIMyHOO10JIOTIYHUHN TIpenapaT, He POBOAUTHCS;

2) CTPOK MEpEeBIpKH TOJAaHUX 3asBHUKOM PEECTpAIliiHUX MaTepialliB Ha ix
AaBTEHTUYHICTh HE TIOBUHEH IMEPEBUIIYBAaTH ITSITH POOOYMX THIB 3 IHS
nosaHHs Takux marepianiB. Ilig yac mepeBipku peecTpalliiHUX MaTepiajiB
Ha 1X aBTCHTHYHICTh C€KCIEPTH3a MaTepialiB PEECTPaIlifHOTO JIOCHE,
MOJAHOT0 JI0 PEryJsSTOPHOTO OpraHy, IO 3apeecTpyBaB JIKapChbKHUH 3acio,
BakIMHy a00 IHIMMHA Menu4yHud IMYHOOIONOTIYHMK Tpemapar, He
MIPOBOTUTHCS

3) pillIeHHs PO PEECTPAIIIIO 1T EKCTPEHOTO MEAUYHOIO 3aCTOCYBaHHS a0o0
BIAMOBY B peecTpamii Takoi BakKIUHA a00 IHIIONO MEIHYHOTO
IMyHOO10JI0TIYHOTO TpernapaTy Uil eKCTPEHOr0 MEIWYHOTO 3aCTOCYBAaHHS
MPUHAMAETHCS IIEHTPAJIbHUM OPraHOM BHMKOHABYOI BjaaM, IO 3a0e3reuye
(hopMyBaHHS Ta peani3ye aepKaBHY IOJITHKY Y cepi OXOpOHH 30pOB’s, 3a
pe3yapTaTaMu TPOBEICHOI TEPEeBIPKH pEECTpalliiHUX MaTepialiB Ha ix

3) pileHHs PO peecTpaLito A eKCTPEHOr0 MEJAUYHOIO 3aCTOCYBaHHS a0b0
BIJIMOBY B peecTparlii Takoro JiKapcbKoro 3acody, BakIMHU ab0 IHIIIOTO
MEJIUYHOTO 1MYHOOIOJOTIYHOTO TpenapaTry s E€KCTPEHOTO MEIMYHOTO
3aCTOCYBaHHs IPUMMAETHCS LEHTPAJIBHUM OPraHOM BMKOHABYOI BJIaaH, IO
3a0e3neuye GOpMyBaHHS Ta peajizye Jep:kaBHY HOJITHKY y cdepi 0XopoHH
30POB’sl, 3a pe3yJbTaTaMH TPOBEACHOI TEPEeBIPKH  peecTpaliiHuX




ABTEHTUYHICTB Y CTPOK, III0 HE MEPEBUIIYE TPHOX POOOYUX JIHIB;

MarepiaiiB Ha iX aBTEHTUYHICTh Y CTPOK, 1110 HE TIEPEBHIINYE TPHOX POOOUNX
IIHIB;

4) migcTaBOO IS BIAMOBH B ACPXKaBHIM peecTparii IjIs eKCTPEHOTO
MEIUYHOrO0 3aCTOCYBaHHS MOKE OYTH BHKJIIOUHO HEIOJAHHS BiIMOBITHUX
MartepiamiB, IepeadavYeHuX II€0 YacTHUHOK CTaTTi, a00 IOJaHHA iX Yy
HEMOBHOMY 00cs31, a00 BHSBICHHS PO30LKHOCTEH y MOJAaHUX MaTepiajax,
110 BILIMBAIOTh Ha €(EKTHUBHICTH, OC3IEKYy Ta SKICTh BAaKIMHH a0O0 IHIIOTO
MEIHYHOTO IMYHOO10JI0TI9YHOTO npemnapary, abo BUSIBJICHHS
HEaBTEHTHYHOCTI TIEPEKIaay TEKCTy (TEeKCTIB) MapKyBaHHS YIIAKOBKH
(YmakoBOK), IHCTPYKIIi1 PO 3aCTOCYyBaHHs a00 KOPOTKOI XapaKTePUCTHKHU;

4) miacTaBo I BIAMOBM B JIEpXKaBHIM peecTpallii uisi €KCTPEHOTO
MEJIWYHOTO 3aCTOCYBAaHHS MOXe OyTH BUKIIOUYHO HENOJAHHS BiIIOBITHHX
MarepianiB, mepeadavYeHuX I[I€0 YaCTHHOK CTarTi, abo mMojgaHHA iX Yy
HEMOBHOMY 00cs31, a00 BUSBJIEHHS PO30ODKHOCTEH y MOJAaHUX Marepianax,
10 BIUIMBAIOTh Ha €(EKTHBHICTh, OE3MEKy Ta SIKICTh JiKapchbKOro 3acooy,
BakIIMHA a00 IHIIOTO MEIMYHOTO IMYHOOIOJNIOTIYHOrO Tpemapary, abo
BUSIBJICHHS HEABTEHTHYHOCTI TMEpeKJaxy TeKCTy (TEKCTIB) MapKyBaHHS
YHOaKkoBKM (YMakOBOK), 1HCTPYKIIi TpO 3acTOCyBaHHA ab0 KOPOTKOi
XapaKTePUCTUKH;

S) BHECEHHS 3MiH JI0 PEECTPALIMHUX MaTepialliB 3IACHIOETHCS Y TOPSIIKY,
BCTAHOBJICHOMY IEHTPAJILHUM OPraHOM BHUKOHABYOI BJIAJIU, 110 3a0e3reuye
(hopMyBaHHS Ta peaizye IepKaBHY MOJITHKY y cdepl OXOPOHHU 310POB’ s, HA
MiJICTaBl PIMICHHS, TPHAHATOTO THUM CaMHM KOMIIETCHTHHM OpPTaHOM
Cnonyuenux IlltariB  Awmepuku, Bemnukoi bpuranii, IlIBeiimapcbkoi
Kondenepamii, fmonii, Ascrtpami, Kanmamu, Kuraiickkoi HapogHoi
PecnyGmiku, Inaii abo 3a 1eHTpai30BaHOK MPOLETYPOI0 KOMIETCHTHUM
opranom €Bpomeiickkoro Coro3y  BIAMOBIAHO 0  HAI[iOHAIBHOTO
3aKOHO/ABCTBa KpaiHu uu €Bponeiickkoro Corosy, sike Oylo mojgaHe mpu
MIPOBEJICHH] MPOLEAYPH ACPkKABHOI peecTpallii Al eKCTPEHOr0 MEIUIHOTO
3aCTOCYBaHHS,

5) BHECEHHs 3MIH J0 peecTpaliiiHuX MarepialiB 31HCHIOETHCS Y MOPSIKY,
BCTAHOBJICHOMY LIEHTPAJbHUM OPraHOM BMKOHABYOI BJIajaM, L0 3a0e3mneuye
(dbopMyBaHHS Ta peallizye AepKaBHY MOJIITUKY Y chepl OXOPOHHU 3/10pOB’s, HA
mificTaBl pIIICHHSA, HPUHHATOrO THM CaMUM KOMIIETEHTHUM OpraHOM
Crnonyuyenux Ilratie Amepuku, Benukoi bpuranii, IlIBeiinapcbkoi
Kondeneparnii, Anonii, ABcrpanii, Kanaau, [3paimo, Kuraiicbkoi HapoaHoi

PeciyOmikn  (BMKJIWOYHO AJsi  BaKOMH a00 iHIIMX MeIHMYHHX
iMmyHoOioJsioriynux mnpenapariB), IHaii (BUKJIIOYHO I BakKIUH a00
iHmMXx  MeaAWyHMx  iMyHoOioJioriyuHMx  mpemapartiB), abo 3a

[EHTPATI30BAaHOI MPOLEIYPOI KOMIIETEHTHHM OpraHoM €BpOIMEWCHKOro
Coro3y BIMOBIIHO 1O HAIIOHAIHHOTO 3aKOHOJABCTBA KpaiHH  4H
€Bporneiicbkoro Coro3y, sike OyJ0 IOoJaHe MPU MPOBEACHHI IMPOLETYpPH
JIep>KaBHOT peecTpallii Ui eKCTPEHOT0 MEMYHOTO 3aCTOCYBaHHS;

6) 30ip 3a JIepKaBHY PEECTPAIIIO JUISl €KCTPEHOTO MEJIUYHOTO 3aCTOCYBAHHS
Ta 32 BHECEHHS 3MiH JI0 PEECTpaLlifHUX MaTepialliB He CIIauy€eThCs;

6) 30ip 3a JepKaBHY PEECTPAIIO ISl €KCTPSHOTO MEIUYHOTO 3aCTOCYBAHHS
Ta 3a BHECEHHsI 3MiH JI0 PEECTpAIifHUX MaTepiaiB HE CIIauy€eThCs;

7) peectpaiiss BakmUHA ab0 IHIIOTO MEIUYHOTO IMYHOOI0JIOTTYHOTO
mpemapary Ui €KCTPEHOTO MEIMYHOTO 3acTOCYyBaHHS 3IIHCHIOETHCS Ha
CTPOK il BIAOBITHOTO JT03BOJTY 200 peecTpallii 3a MeBHOT YMOBH.

7) peectpariisi JikapcbKoro 3aco0y, BakIMHH a00 1HIIOTO MEIUYHOTO
IMYHOOI0JIOTIYHOTO TIpenapary JUisi eKCTPEHOr0 MEIWYHOTO 3aCTOCYBaHHS
3MIACHIOETHCS HAa CTPOK il BIAMOBITHOTO J03BOTY ab0 peecTparlii 3a IeBHOT
YMOBI.
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6. Ilicms nepxaBHOI peecTparii BakmuH a00 IHIIUX  MEIHYHHX
IMyHOOIONIOTIYHMX ~ TpemapariB  Juisi  CHENU(IYHOT  TPOILITaAKTHKH
KopoHaBipycHoi xBopoou (COVID-19) mig 3000B’s3aHHS 111 €KCTPEHOTO
MEIMYHOTO 3aCTOCYBaHHS IICHTPAJbHUW OpraH BUKOHABYOI BJAIH, IO
3a0e3neuye GopMyBaHHS Ta pealli3ye JAep)KaBHY IMOMITHKY Yy chepl OXOpOHHU
3M0poB’s, 3a pimeHHsAM KaGinety MiHicTpiB YkpaiHu Mae mpaBo Opartu
3000B’s13aHHS BiJ iMEHI YKpaiHH, MMOB’s3aH1 13 3aKyIiBJIEI0, 3aCTOCYBAHHIM
BaKIMH a00 IHIIMX MEAWUYHUX IMYHOOIOJIOTIYHUX TIpermapariB I
cuenudiuHoi  mpodiTakTHKH  KOpoHaBipycHoi xBopoou (COVID-19),
JIep)KaBHA PEECTpAIlis SKUX 31MCHEHA BIAMOBIJIHO JIO BUMOT II€l CTaTTi, Y
TOMY YHCIl IIOJO0 BiJIMOBH BiJl CyBEPEHHOTO IMYHITETYy IWIOJ0 TaKUX
3000B’s13aHb, @ TAKOX 3BUIBHCHHS BiJl BIAITOBITAIBHOCTI BUPOOHHMKA Ta/a0o
BJIACHMKA PEECTPALIMHOrO IOCBIJUCHHS, BKIIOYAIOUM iX IPAI[iBHHKIB,
MEIUYHUX TMPAliBHUKIB, SKIIO 3aCTOCYBaHHS TaKUX BaKIWH a00 1HIIHUX
MEINYHUX IMYHOOIOJOTIYHHMX IIperapariB 3IIMCHIOBAJIOCH BIIMOBIAHO 10
IHCTPYKIlii, 3aTBEP)KCHOI IICHTPAJbHUM OPraHOM BHKOHABYOi BIAIU
VYkpaiam, mo 3a0e3neuye (GOpMyBaHHS Ta peaiidye JCp)KaBHY IOJNITHKY Y
chepi OXOpOHHU 3J0pOB’S, Ta IHIIUX OCIO, SKI 3adydeHi O 3JIMCHEHHS
3aXO0iB, TMOB’S3aHUX 13 BAaKIMHAIIEI, 32 Oyab-SKi HACIIJIKH, CIPUYHHECHI
3aCTOCYBAaHHSIM TaKUX BaKIUH a00 IHIIMX MEIWYHHX IMYHOOIOJOTTYHHX
npenapatiB Uit cneun¢idHol Mpo@iTaKTHUKU KOPOHABIPYCHOI XBOpoOu
 (COVID-19).

VY pa3i HaCTaHHS TaKWX HACHIJIKIB JEPKABOKO 3a0€3MeUyeThCs 3MIHCHCHHS

6. Ilicms nepxaBHOI peecTpalii BakmuH abo0 IHIIUX  MEIHYHHX
IMyHOOIOJIOTIYHMX ~ TpenapariB Ui CHEHU(IYHOT  TPOQITaKTHKU
kopoHaBipycHoi xBopoou (COVID-19) mixg 3000B’s13aHHS AJIT €KCTPEHOTO
MEIUYHOTO 3aCTOCYBaHHS IICHTPAJIbHUH OpraH BUKOHABYOI BJAAH, IO
3a0e3neuye GOpMyBaHHS Ta pealli3ye JAep)KaBHY IMOJITHKY Yy cepl OXOPOHHU
3M0poB’s, 3a pimeHHsAM KaGinery MinicTpiB YkpaiHu Mae mpaBo Opartu
3000B’s13aHHS BiJ] iIMeH1 YKpaiHu, MOB’s3aH1 13 3aKyIiBJIEI0, 3aCTOCYBAaHHIM
BakIMH a00 IHIMMX MEAUYHUX IMYHOOIOJNIOTIYHUX TIperapatiB It
cneruiuHoi  mpodiIakTUKH  KOpoHaBipycHoi xBopoou (COVID-19),
JIiep KaBHA PEECTpaIlisl SKUX 3A1MCHEHa BIAMOBIIHO JO BHUMOT IIi€l CTATTI, Y
TOMY YHCII IIOAO BIAMOBH BiJl CYBEPEHHOTO IMYHITETYy IIOJ0 TaKUX
3000B’s13aHb, @ TAKOX 3BUILHCHHS BiJl BIIIOBIIAIBHOCTI BUPOOHHMKA Ta/a0o
BJIACHMKA PEECTPALIMHOrO IIOCBIMUCHHS, BKIIOYAIOYM iX IPAI[iBHHKIB,
MEIUYHUX TMPAIliBHHUKIB, SKIIO 3aCTOCYBaHHS TaKMX BaKIMH a00 IHIIHX
MEIUYHUX IMYyHOOIOJOTIYHUX TMpemnapaTiB 3A1HCHIOBAIOCH BIAMOBIIHO 10
IHCTPYKIIii, 3aTBEP)KCHOI IIEHTPAJIbHUM OpPraHOM BHKOHABYOi BIaIH
VYkpainu, mo 3a0e3neuye GopMyBaHHS Ta peaiizye JepKaBHY MOJITHKY Y
chepi OXOpOHHU 3J0pOB’S, Ta IHIIUX OCIO, SKI 3adydeHi O 3IIHCHEHHS
3aXO/liB, OB’ SI3aHMX 13 BaKIIMHAINEIO, 32 OyIb-sIKI HACIIJIKH, CIPUIMHEHI
3aCTOCYBAaHHSIM TaKUX BaKIUH a00 IHIIMX MEIWYHHX 1IMYHOOI1OJOTTYHHX
npenapatiB Ui crneuu@iqHol MpoQUIaKTUKY KOPOHABIPYCHOI XBOpoOU
(COVID-19). |
VY pa3i HACTaHHS TAaKMX HACTIJKIB JCPKABOK 3a0e3MeUyeThCs 3MIHCHCHHS

BIAMOBIIHUX KOMIEHCALIMHUX BUIUIAT y TOPSAKY, BCTAHOBJICHOMY | BIAMOBIAHMX KOMIIGHCAIIIMHUX BUIIAT Y TOPSAAKY, BCTAaHOBJICHOMY
Kab6inerom MiHicTpiB YKpaiHu. Ka6ineTom MiHicTpiB YKpaiHu.
MiHicTp 0XOpOHH 310pOB’s YKpaiHu Maxkcum CTEITAHOB
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HHOACHIOBAJIBHA 3AIINCKA
10 mpoekTy 3akony Ykpainu «IIpo BHecenHst 3Minu 10 crarTi 9 3akony
Ykpainn «IIpo JikapchKi 3aco0m» 010 Aep:KaBHOI peecTpamii JiKapCbKUX
3ac00iB mix 3000B’A3aHHD»

1. Mera

[Tpoexr 3akony Ykpainm «IIpo BHeceHHs 3MmiHM 10 crarTi 97 3akoHy YKpainu
«IIpo mikapceki 3acoOw» IIOAO AEP)KABHOI peecTpallii JIKapChbKUX 3aco0iB Iij
3000B’s3aHHS» (J1ajil — TMPOEKT akKTa) poO3poOJICHO 3 METOW 3a0e3leueHHs
MO>KJIMBOCTI €KCTPEHOTO0 MEIWYHOTO 3aCTOCYBAHHSI OKPEMHX JIKapChKHUX 3ac00iB,
BakIMH a0o0 1HIIKUX MEIUYHUX IMYHOOIONOTIYHMX TMpemnapariB Ha dYac i
HAJA3BUYAWHOT CUTYyallii Ta/ab0 KapaHTUHY y TOPSAIKY JEp>KaBHOI peecTparii i
3000B’s13aHH, BcTaHoBIIeHOMY KabineTom MiHicTpiB YKkpainu, y pasi, sIKIIO 3asBHUK
MOJKE€ JIOBECTH, IO Y HBOTO BIJICYTHI MOXJIMBOCTI JJI HaJIaHHS MOBHHUX JAHUX TPO
e(peKTUBHICTh Ta O€3MeKy JIIKAPCHKOro 3aco0y, BAKIMHH a00 I1HIIOTO MEIUYHOTO
IMyHOOI0JIOTTYHOTO TIpenapary 3a HOPMaJbHHUX yYMOB 3aCTOCYBAaHHS 3 00'€KTUBHUX
MIPUYHH.

2. OOrpyHTYBaHHS HEOOXiTHOCTI MPUIHATTS aKTa

[IpoekT akTa po3poOJEHO 3a BIACHOIO 1HIIATUBOK MiHICTEpCTBA OXOPOHU
3M0pOB’sT YKpaiHW, 3 METOK CTBOPEHHS HAJICKHHX YMOB JUIsl 3a0e3medcHHS
MOJKJTUBOCTI €KCTPEHOTO MEJIMYHOTO 3aCTOCYBaHHS OKPEMHX JIIKapChKHX 3ac00iB Ha
yac Jii HaJA3BUYaMHOI CHUTyallli Ta/abo KapaHTHHY, TaKoi SK emijieMis, MaHIAeMIs
TOIIIO.

Hapasi, nutanHs 3a0e3nedyeHHs HACENEHHA YKpaiHW >KUTTEBO HEOOX1THUMH
JIKapChKUMHU 3aco0aMM, BaKIIMHAMHU a00 I1HIIMMH MEIUYHUMH 1IMyHOO10JI0TTYHHUMHU
npernaparaMu y 3B'S3Ky 13 MPOTHO30BAaHUM a00 MiATBEPHKEHUM PO3MOBCIOIKEHHSIM
MAaTOTEHHUX areHTIB, TOKCHHIB, XIMIYHIUX PEYOBUH a00 BUIIPOMIHIOBaHb, a00 Oyb-
SKUX 1HIIMX YUHHUKIB, 30KpeMa eMiaeMid Ta MaHIeMil, 10 MOXYTh CHPUYNHUTH
IIKOAY CYyCHUTPHOMY 3/IOPOB'IO Ta JKUTTIO TPOMAJISTH, € TOCUTH BaKIIUBUM.

Ho3Bin Ha exctpeHe BuxopuctanHs (EUA) - me wmexaHi3m, 10 CHOpUSsE
JOCTYIMHOCTI Ta BHUKOPUCTAHHIO JIKAPCHKUX 3acO0IB , BaKIMHU abo0 1HIIOTO
MEIMYHOIO IMYHOOI0JIOT1YHOTO Mpenapary mij 4ac HaJ3BUYaHMUX CUTYyalii Ta/abo
KapaHTUHY B cepi OXOPOHU 37J0pOB’Sl.

3abe3nedyeHHs] MOKIJIMBOCTI E€KCTPEHOr0 MEJAMYHOIO 3aCTOCYBAHHSI OKPEMHUX
JIKaQpChKUX 3aco0iB, B TOMY YHCII BakIUHK a00 1HIIOTO MEIUYHOTO
IMyHOO10JIOTTYHOTO Tpernapary, Ha 4ac Jii HaJ3BHYaiHOI CUTYyallii Ta/ab0 KapaHTUHY
y pasi, SKII0 3asBHUK MOKE JIOBECTH, 110 Y HbOT'O BIJICYTHI MOMJTMBOCTI JISl HAJJaHHS
MOBHUX JIAaHWUX MPO €(PEeKTUBHICTh Ta OE3MEKy JIKAPChKOTO 3ac00y 3a HOPMAaJIbHHUX
YMOB 3aCTOCYBaHHS 3 00'€KTUBHUX MPUYNH, MOXKJIIUBE y pasi, SIKIIO:

1) HasBHI aHl npo yCHIITHE MIPOBEICHHS TOKJIIHIYHUX
BUNPOOYBAHB/IOCHIKEHb, OKpeMHUX (ha3 KIIHIYHUX BHUIPOOYBaHB/JOCIIKEHb Ta
OTpUMaHI pe3yJbTaTH MICTITh B CYKYIHOCTI HayKOBI OOIDYHTOBaHI JOKa3H,



BKJIIOYAIOYM JaHl aJeKBaTHUX Ta JA0OpEe KOHTPOJbOBAHUX JOCIIKEHb, 5Kl JAlOTh
3MOTy BBa)KaTH, IO JIKAPChKHUI 3aci0 Moxe OyTH e(pEeKTUBHUM IJsl MPOQPIIAKTUKH,
JT1arHOCTUKH a00 JIIKYBaHHS CEPHO3HUX a00 HEOE3MEeUHUX AJIA KUTTS 3aXBOPIOBaHb,
Kl COPUYMHUIN HIKOAY CYCHUIBHOMY 3JI0pPOB'I0 Ta >KUTTIO TPOMAJsH y 3B'A3KY i3
IPOrHO30BaHUM a00 MIATBEPKEHUM PO3MOBCIO/KEHHSIM TAaTOI€HHUX arcHTIB,
TOKCHHIB, XIMIYHUX PEYOBHMH 200 BUIPOMIHIOBaHb, a00 Oy/b-SKUX IHIIUX YHNHHHUKIB,
30KpeMa erijieMiil Ta maHaeMii;

2) KIIHIYHI JTOCTIHPKEHHS TPOBOJMIIMCS 3 JIO3BOJIy Ta/abo IMiJi HaIJISIIOM
(KOHTpOJIEM) BIATMOBITHUX KOMIIETEHTHUX OpPTraHiB KpaiH;
3) BiJloMa Ta TIOTCHIIHA KOPUCTh JIKApChKOTO 3acoly, KoM BiH

BUKOPHUCTOBYETbCS MJIsi JIIaTHOCTUKU, MPOQPUIAKTUKU a00 JIKYBaHHSA BUSBICHHX
cepiio3HUX a00 HEOE3NMEUHUX /IS )KUTTS 3aXBOPIOBAHb YU CTaHIB, IEPEBAXKAE B1IOMI
Ta MOTEHIIIIHI PU3UKU J1KAPCHKOT0 3aC00Y;

4) HE ICHy€ AaJIeKBAaTHOI, CXBaJ€HOi Ta JOCTYNHOI aJlbTepHATUBU
JKapCchKOMY 3aco0y JUIsl AIarHOCTUKH, NPO(UIAKTUKY a00 JIKyBaHHS 3aXBOPIOBAHHS
abo cTany.

3. OCHOBHI NOJI0KEHHS MMPOEKTY aKTa

ITpo€eKTOM aKTa MPOMOHYETLCS BHECTH 3MiHY 10 crarTi 9% 3akoHy YKpainu
«IIpo mikapcbki 3acoOuW» Ta JO3BOJIUTH MPUCKOPEHY JEPKABHY PEECTPALIIO i
3000B’sI3aHHA ISl €KCTPEHOTO0 MEIUYHOTO 3aCTOCYBaHHS JIIKapChbKUX 3aco0iB,
BaKIIMH a00 IHIIUX MEAUYHHUX IMYHOOIOJIOTIYHUX TMpenapariB i JIKyBaHHS Ta
npoTaKTUKY Ha Yac Jii HaI3BUYaHOI cuTyallii Ta/abo KapaHTHHY.

4. IlpaBoBi acniekTH

VY 1iit cdepi CycniabHUX BITHOCHH JIIIOTh:

Koncrurytisa Ykpainu;

[{uBiIbHUN KOAEKC YKpaiHU;

3akoH Ykpainu «OCHOBM 3aKOHO/IABCTBA YKpPaiHU PO OXOPOHY 310POB'SD;
3akoH Ykpainu «IIpo mikapceki 3acoOm».

5. ®iHaHCOBO-eKOHOMiYHe OOIPYHTYBAHHA

Peanizaniisi mpoekTy akta He mnotpelye ¢iHAHCYBaHHS 3 JEp)KaBHOTro Ta/abo
MICIIEBUX OIOJIXKETIB.

6. Ilo3uuist 3aiHTEpeCOBAHUX CTOPiH

[IpoexT akTa HE CTOCY€ThCA TNHUTaHb (YHKIIOHYBaHHS  MICIIEBOTO
CaMOBDSIyBaHHs, TpaB Ta IHTEPECIB TEPUTOpIaJIbHUX TPOMAJa, MICIIEBOTO Ta
PET10HATLHOTO PO3BUTKY, COIAIbHO-TPY/IOBOI cdepu, mpaB ocid 3 1HBaJITHICTIO,
(GyHKIIOHYBaHHA 1 3aCTOCYBaHHA YKPaiHCHKOI MOBH SIK JEp)KaBHOi, TOMY HeE
noTpedye TOTO/HKEHHS 3 YIOBHOBAXCHUMHU TPEJICTABHUKAMHU BCEYKPATHCHKHUX



acolialiii opraHiB MiICLIEBOrO CaMOBpPSIyBaHHS, BIANOBIAHUX OpraHiB MICUEBOIO
CaMOBpSITyBaHHS, YIIOBHOBR)XCHUX MPEACTABHUKIB BCEYKPATHCHKUX MPOQCHIIOK, 1X
o0’eqHaHb ~ Ta  BCEYKpaiHChKUX  00’€HAaHb  Opradizamii  poOOTOMABIIIB,
VYnoBHoBaxkeHnuM I[lpe3unenta Ykpainu 3 mpaB JioJed 3 1HBAIIIHICTIO, YPAJIOBUM
YIOBHOBAKEHUM 3 TMpaB oOCI0 3 IHBAIIAHICTIO BCEYKPAiHCBKHUX TI'POMAIChKHUX
oprasizaiiiif ocid 3 IHBaJIIAHICTIO, X CMIOK, Y TOBHOB)XXEHOTO 13 3aXUCTY JIePKaBHOI
MOBH.

[IpoexT akTa HEe cTOCy€eThes chepu HayKOBOI Ta HAYKOBO-TEXHIYHOI AISUTHHOCTI,
ToMy He motpeOye moromkeHHs i3 HaykoBum komiteTom HamionampHOI pagu 3
NUTaHb PO3BUTKY HAYKU 1 TEXHOJIOT1H.

[Ipoext akta mnOTpeOye TMpOBEACHHA MyOTIYHUX KOHCYJIbTALIM HUIIXOM
PO3MILIEHHSI MPOEKTY akTa Ha oQiuiifHOMy BeOcaiTi MiHicTepcTBa OXOPOHU
310pOB’sl YKpaiHHU.

[IpoekT akta mnorpedye mnoroxkeHHs 3 MiHicTrepcTBOM (iHaHCIB YKpaiHu,
MiHICTEpCTBOM PO3BUTKY €KOHOMIKHM, TOPIIBJII Ta CUIBCHKOTO TIOCIOJIapCTBa
VYkpainu, MinictepctBoM 1udpoBoi TpaHchopmalii  Ykpainu, JlepiaBHOIO
peryJaTopHOI0 Ciayk00r0 Ykpainu, YnoBHOoBaxkeHHMM BepxoBHoi Pamu Vkpainu 3
IpaB JItOIUHU.

[IpoexT akta mOTpeOye MTPOBENCHHS MPaBOBOI eKcnepTusu MiHiCTepCTBOM
I0CTHIIT YKpaiHu.

7. Ouinka BignmoBigHocTi

[IpoeKT akTa HE MICTHTH IOJOKEHb, IO CTOCYIOThCS 3000B’s3aHb YKpaiHU Y
cdepi eBporeiicskoi 1HTerpaili, npaB Ta cB0o0OJ, rapaHToBaHux KOHBEHIII€O PO
3aXHUCT TIpaB JIIOAWHU 1 OCHOBOIOJIOXKHUX CBOOOJI, BIUIMBAIOTh Ha 3a0€3MEUYEHHS
pPIBHUX IpaB Ta MOMJIMBOCTEH KIHOK 1 YOJIOBIKIB, HE MICTITh PU3WKH BUMHEHHS
KOPYHIIIHHUX TPaBONOPYIICHh Ta MPaBOMOPYIIEHb, MOB’SI3aHUX 3 KOPYMIE, HE
CTBOPIOIOTH IIJICTAB JJIs TUCKPUMIHAIIII.

AHTUKOpYyMIIiiiHa, rpoMajichbka aHTUKOPYIILIiHA, rpoMajiChKa
aHTUAMCKpPUMIHAIIIHA Ta TPOMAJIChbKa TEHJIEPHO-TPAaBOBAa  EKCIEPTU3U  HE
MIPOBOAMNIIACH.

[IpoexT akta moTpeOye HampaBiieHHs 10 HarioHaJIbHOTO areHTCTBA 3 NMHUTAHb
3armo0iraHHs KOPYMIli Ui BU3HAYCHHS HEOOXITHOCTI MPOBEACHHS aHTHKOPYIIIIAHOT
EKCIEPTHU3H.

8. IIporno3s pe3yabraris

[IpuiiHATTS ~ 3a3HAYEHOTO  MPOEKTY  aKTa  3YMOBJEHO  HEOOXIJHICTIO
BJOCKOHAJICHHSI 3aKOHOJIaBCTBa, IO PETJIaMEHTye O0O0Ir JIKapCchKHX 3aco0iB B
VYkpaiHi, g JOCATHEHHS TApUTETy IHTEpeciB Ta 3a0e3MedYeHHs] BHUKOHAHHS
Jep>KaBOI0 BJIACHUX cCoIialbHUX (YHKIIH B cdepl OXOpPOHH 3J0pPOB’S, Ta
HEOOX1IHICTIO TOJAJIBIIOI aJanTarii HaloHaJIBHOT HOPMATHBHO-NIPABOBOI 0a3u y
cdhepi 00iry JiKapChKHUX 3aC001B 13 €EBPONEHCHKUM 3aKOHOIaBCTBOM.
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Peanizaiiist JaHOTO MPOEKTY aKTa CIPUATUME:

3a0€3MEUYCHHI0 HACEJICeHHS YKpaiHU JKUTTEBO HEOOXIAHUMHU JIIKAPCHKUMHU
3acobamu, 30KpeMa BaKIMHAMH, y 3B'A3Ky 13 MPOTHO30BaHUM a00 MIATBEPIKEHUM

PO3MNOBCIOMKCHHAM  ITATOICHHHUX aI‘eHTiB, TOKCI/IHiB,

XIMIYHUX PEYOBHH abo

BUIPOMIHIOBaHb, a00 OYyJIb-SIKUX 1HIIMX YMHHHUKIB, 30KpeMa emijieMiid Ta maHaeMii,
10 MOXKYTh CIIPUYMHHTH IIKOY CYCHIILHOMY 3J0POB'T0 Ta )KUTTIO TPOMAJISH;

3armo0iraHHI0 Ta HEIOMYIIEHHIO N0 00iry ¢danbcudikoBaHUX, HEAKICHUX Ta

HE3apeeCTPOBAHMX JIKAPCHKHUX 3aCO01B.

BriB Ha iHTEepecH 3aiHTepeCOBAHUX CTOPIH:

3aiHTepecoBaHa CTOPOHA Bmus  peanmizamii  akra Ha
3aiHTEPECOBaHy CTOPOHY

[TosicHeHHS OYIKYBaHOTO BIUIMB
y

[Mamientnn (rpomansuu), 1o | [lo3uTuBHMIA
noTpeOyIOTh JKapChKUX
3aco0i1B

CTtBOpEeHHA YMOB, 10
TapaHTyIOTh HAJIXO/DKCHHS Ha
Hal[lOHAJIbHUI pPUHOK YKpaiHu
HEOOXITHHUX JIKapChKUX 3ac00iB,
30KpeMa BaKIMH, Y 3B'A3Ky i3
MIPOrHO30BaHUM abo
MiATBEPKECHUM

PO3MOBCIO/DKEHHSM ITATOTEHHUX
areHTiB, TOKCHHIB, XIMIYHHX
pedoBUH a00 BHUIIPOMIHIOBAaHb,
a00 OyIb-SKUX 1HIINX YUHHHKIB,
30KpeMa eImiieMiid Ta MaHAeMi,
10 MOKYTh CIIPUYMHUTH IIKOIY
CyCHUIBHOMY  3J0pOB't0  Ta
KHUTTIO TPOMAJISTH

Cy0’€exTH rocnofaproBaHHs [To3utuBHUI

Henonymenns
PO3MOBCIOIKEHHS Ha
HAI[IOHAILHOMY PHUHKY YKpaiHu
HESKICHUX,  (albCU(pIKOBAaHUX
JKapChKUX 3aco0iB
HeoOpoYecHUMH  Cy0’eKTaMu
rOCIOJapIOBAaHHS

MiHicTp oxopoHu
310pOB's YKpaiHu
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