AHJIPIMUYK BOTTAH ITOPOBHY
acIipaHT IOPUANIHOTO (BaKyIbTeTy BoauHcbkoro Ha-
LIOHANBHOTO YHiBepcuTeTy iMeHi Jleci YkpaiHku

CAMYYK-KOJIIOAAKHA

3IHAIJIA ®EJIOPIBHA

KaHJIUIaT FOPHIMYHUX HayK, TOICHT Kadeapu HuBiTb-
HO-TIPAaBOBUX JAUCLUILTIH BoinHCHKOTO HallioHaIbHO-
ro yHiBepcurety imeHi Jleci Ykpainku
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MMPABOBE PET'YJIIOBAHHS BUPOBHUYOI IPAKTUKH
JIKAPCBKHMX 3ACOBIB INIEPEJJOBOI TEPAIIIL Y KOHTEKCTI 3MIH
CYYACHOTO 3AKOHOJABCTBA YKPATHU

HaOmkeHHs ykpalHCHKOTO 3aKOHO/IABCTBA 110 3aKOHO/IaBY01 6a3u €Bporeiickkoro Coro3y 103BOJISIE BJOCKOHAIIOBA-
TH CHUCTEMH 3a0e3reueHHs BUPOOHMIITBA IHHOBALIIHHUX JIIKAPCHKHUX 3ac00iB, 30KpeMa JIIKapChKUX 3ac00iB mepeaoBoi
tepartii. [{e y cBoto uepry norpedye HaJie)kHO OHOBJIEHOT 3aKOHO/aBUOl 0a3y, sika Ma€ BiINOBIAaTH €BPONEHCHKUM CTaH-
nmapram. [Tpuitastrst HactanoBu CT-H MO3Y 42-4.0:2020 B YkpaiHi 3HaMeHyBaJIo COO0I0 HOBHUII €Tarl peryioBaHHs
BUPOOHHMYOT PAKTHKH JIIKAPCHKUX 3ac00iB reperoBoi Teparii. OpHak, epeKTHBHICTh peati3allii MoJ0KeHb JaHOTO J10-
KyMEHTY Ha TpsIMY 3aJIeKUTh Bifl PIBHS y3TO/KEHOCTI BITYM3HSHUX CTaHAAPTIB BUPOOHUYOT MPAKTHKH JJaHOT KaTeropil
JKapChKUX 3ac00iB 13 ctanmapramu €Bporneiicbkoro Coro3y. Came ToMy MocTae HeOOXIHICTh 3IICHEHHS aHAaJI3y Cy-
YACHOTO CTaHY BITYM3HSHOI CHCTEMH HOPMATHBHO-IIPABOBOTO PETYIIOBAHHS Y chepi BUPOOHHNYOT MIPAKTHKH JTiKAPChKHUX
3aco0iB nepeoBoi Tepartii.

3aranbpHa XapaKTepHCTHKa HOPMAaTHBHO-ITPABOBOTO PETYJIIOBaHHS CYCIUIBHUAX BIJTHOCHH, SIKI CKIIQIAIOTHCS Y cdepi
BUPOOHUYOT MPAKTHUKH JTIKAPCHKUX 3aCO0IB CTABATIH MPEAMETOM PO3IISAY TaKUX BUCHHX mpaBHUKIB siKk: O. I Anekcees,
O. 5. Aunpiituyk, C. B. Bacunse, B. M. [amkosa Ta iHmi. OnHak, B Cy4acHii IOpUANYHIN JTiTEepaTypi Ta y Hparsx
JIAHUX HAYKOBIIIB 30KpeMa, HE MMiHIMAaINCS MUTaHHS, OB s13aHi 3 BUPOOHHUYOI0 MPAKTHUKOIO JIKapChKUX 3ac00iB mepeo-
BO1 Tepartii JUisi BAKOPUCTAHHS JIFOTUHOIO.

MeTo10 JaHOTO JOCITI/PKEHHS € aHaJli3 YKPaTHChKOTO 3aKOHOABCTBA Ta 3aKOHOAaBCTBA €C, 110 pEeTyIoe BUPOOHNTY
MPaKTUKY JiKapChKUX 3ac001B MPOTPECHBHOI Teparii. B xoxi po3BuTKy npaBoBoro BusHadeHHss ATMP 3MiHIOBaNH Ha3BY
BiJl «<BUCOKOTEXHOJIOTIYHI (010TEXHOJIOT4YHI1) JIIKapChKi 3acO00M» Ha «JTIKapChKi 3ac00U TIepeIoBoi Teparii». BupoOHuya
MpaKTHUKa OCTaHHIX yrepiie Oyia BperynsoBana CT-H MO3Y 42-4.0:2013, mo Oy npuiiHsTuii Ha ocHOBI Jlomarky 2
Tomy 4 Eudralex 2013 poky. 3romoM y 3B’s3Ky 3 IPUHHATTAM €Bporelichbkoi HacTaHoBH 11010 GMP mist ATMP y 2018
poui Oyina ctBopeHa B Ykpaini HactanoBa CT-H MO3Y 42-4.9:2020 sik vactuna CT-H MO3Y 42-4.0:2020.

Y CT-H MO3YVY 42-4.9:2020 Brieprire 3ragaHo KOMOIHOBaHI JiKapchbKi 3200 LIS TepeaoBOi Teparii (KoMOiHO-
BaHi ATMP) sik okpemy minrpymy ATMP, nepenbadeni okpemi 3axomu aiisi BUpoOHHIITBA KoMOiHOBaHNX ATMP, a
TaKOX HaJaHO BUUEPIHUM mepenik ycix iHmux BuaiB ATMP, mo Binnosinae nmonoxenHsm Permamenty (€C)
Ne 1394/2007. Ilonpu Te, 110 BiTYM3HSHA HACTAHOBA € HAIC)KHUM YHHOM I'apMOHI30BaHa 3 €BPOICHCHKIMU CTaH-
JlapTaM¥ y BIIMOBIIHIN cdepi BUPOOHUIITBA € HEOOX1IHICTh IPUHHATTS TOTIOMIKHUX HOPMATHBHHUX aKTiB, TOKIIH-
KaHMX Ha peaiizalito okpemux noiaoxesb CT-H MO3VY 42-4.0:2020.

KarwuoBi ciioBa: mikapceki 3acodu mepenoBoi Teparrii, BApOOHWYA TpaKTHKa, JiKapchKi 3acodu, Eudralex,
rapMOHI3allis, IMIJIEMEHTAITIS.

IMocTranoBka npodsaemu. [licns npuitHATTS HacTa- OCHOBHMM YHHHUKOM ITO0Y/IOBH e()eKTHBHOI CHC-
HoBu CT-H MO3Y 42-4.0:2020 B Ykpaini po3noyaBcss  TEMH BUPOOHMIITBA JIKAPCHKHUX 3aCO0iB MepeoBol Te-
HACTYIIHUH eTall BIOCKOHAJICHHS CHCTEMH 3a0e3MeUeHHs  pamii Ha piBHI Aep>kKaBH € 3a0e3MeUeHHs SIKOCTi BiAIo-
BUPOOHHUITBA 1HHOBAIITHUX JTIKAPCHKHUX 3ac00iB, 30-  BITHO 70 HOBHX €BPONEHCHKUX CTaHIapTiB TOTOBOI IIPO-
Kpema JiKapChKHX 3ac00iB mepenoBoi Teparrii [1]. JyKI1 Ha BCiX eTanax BUPOOHHUIITBA — BiJl MOMECHTY
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HAJIXO/HKEHHSI BUX1THOI CHPOBHHH 1 TaKyBaJIbHIX MaTe-
pianiB Ha MiANPHUEMCTBO A0 BiJBAaHTAXXCHHS FOTOBOL
MpoIyKILii Ha cKiIaj. 3armopyKo0 HaleKHOTO MEXaH13My
peryaroBaHHs y BUIICHABEACHIN cdepi € HOpMaTHBHO-
MIPaBOBI aKTH, 1110 TAPMOHI30BaHi 3 €BPONEHCHKUM 3a-
KOHOJIaBCTBOM.

ToMy aHami3 Cy4acHOTO CTaHy PO3BUTKY BITUM3HS-
HOT CHCTEMH HOPMATHBHO-TIPABOBOTO PETYIIOBAHHS Y
chepi BUpOOHUYOT TPAKTHKH JIIKapChKUX 3ac001B Tiepe-
JIOBOT Teparlii € OHUM 3 aKTyaJIbHUX 1 HEOOX1MHUX 3a-
BJIaHb JIJISl BU3HAYCHHS PiBHS Bi/IMOBITHOCTI IMIUIEMEH-
Tauii cranaaptiB €Bporneiicbkoro Coro3y 3 ypaxyBaHHSIM
YKpPaIHCBKHX YMOB.

AHaJi3 ocTaHHIX JocaiKeHb i my6aikanii. [Ipo-
OnemMu paBoOBOTO PEryIOBaHHS BUPOOHUIITBA Ta 00Iry
JKapCchKHUX 3ac00iB B YKpaiHi OyiiM po3DISIHYTI y Tipa-
51X TAKUX YKPATHCHKUX HAYKOBIIIB, 30KpeMa: CTBOPEHHS
Ta BUKOPUCTAHHS JIKapChKUX 3ac00iB B paMKax cydac-
HOTO CTaHy IIPaBOBOTO PETyJIIOBAaHHS (papMareBTHIHOTO
cektopy Ykpainu BuBuanu O. I. Anekcees [2]. Ta
O. 4. Auppiitayk [3]; mpaBoBe 3a0€3MEUCHHS IMIUIEMEH-
Tarii 3akoHojaBcTBa €C 11010 CTBOPESHHS JIIKAPCHKUX
3aco0iB gociimkysanu C.B. Bacunbes [4], B. M. I1am-
KoB [5] Ta iH.

OpnHak, y Ha3BaHUX JOCITIDKEHHSX, HE PO3TIISTHYTO
0COONMBOCTI BUPOOHHUIITBA JIIKAPCHKUX 3aCO01B MepeIo-
Bo1 Tepamii. Kpim Toro, B cyuacHiii opuan4Hiii jiTepa-
Typi He OyJIO BHSIBIICHO Ipallb, OB’ SI3aHUX 3 aHAI30M
3MiH, 5IKi BBOASATHCS B Aif0 HactanoBorw CT-H MO3Y
42-4.0:2020 B yacTHHI BUPOOHUYOI IPAKTUKHU JiKap-
ChKHX 3ac001B repe1oBoi Teparrii [1].

Meta crarTi — 37iliCHEHHS aHalli3y MPaBOBOTO pe-
T'YJIIOBaHHS! BUPOOHUYOI MPAKTUKH JIIKAPCHKUX 3ac001B
MIPOrPECUBHOI Teparii B YKpaiHi BiJIIOBITHO JI0 YUHHO-
ro BITYM3HIHOI'O 3aKOHOJABCTBa Ta 3aKkoHoxascTBa CC.

BuxkJiag ocHoBHOro mMarepiady. Jlikapcbki 3acoou
I1s iepenoBoi Teparnii (advanced therapy medicinal
products, ATMP) Bianosiano 1o Permamenty 1394/2007/
EC ckinanaroTbest 3 HACTYITHUX JTIKAPCHKUX 3aC001B IS
BUKOPHCTAHHS JIOAMHOIO, a caMe: JIIKapCchKi 3aco0u
TeHHOI Teparlii, JTiKapchKi 3aCO0M IS JIIKyBaHHS cOMa-
TUYHUMU KJTITUHAMH, 3aCO0M TKAHUHHOI 1H)XKeHepil, KoM-
O1HOBaHI JIIKapChKi 3acO0M JUIs TiepeIoBoi Teparii [6].

o 2020 poky B yKpaiHCBKOMY 3aKOHOJABCTBI BU-
KOPHCTOBYBajach Ae(iHIIis «BHCOKOTEXHONOI1uHi (6i0-
TEXHOJIOT1YH1) JIIKapChKi 3aco0m», Ha sikux y 2013 pori
BIIEpIIIC TIOIIMPHUIIO CBOIO 0 YKPAiHChKE 3aKOHOJIaB-
CTBO y cepi 3a0e3MneueHHs SIKOCT1 JIIKapChbKUX 3ac00iB
B paMKaxX HacTaHOBM «Jlikapchki 3acoOu. HanexxHa
BupoOHnua npaktika CT-H MO3V 42-4.0:2013» Ne 617
Bix 18.07.2013 (nactanoBa CT-H MO3Y 42-4.0:2013)
[7].

OnHak, 3rogoM y 2020 porri po3nodaBcsi TOKOPiHHO
HOBHI1 €Tan Pery;II0BaHHs BUPOOHUYOI MIPAKTUKH JIiKap-
CBKHUX 3ac001B MepeaoBoi Teparii, 110 MoB’I3aHul 3

MPUUHATTIM HacTynmHoi HactanoBa CT-H MO3VY 42-
4.0:2020 (CT-H MO3Y 42-4.0:2020). OcTaHHBOI BH-
COKOTEXHOJIOT1uHI (010TEXHOJIOTI4HI) JIIKAPChKI 3aco0u
OyJH 3aMiHEHI Ha «JTIKapChKi 3aCO0M TIepeI0BOl Tepartiin
(ATMP), 110 € GBI TOYHUM MEPEKIIATOM MIKXHAPOJI-
Horo TepMiny [1].

o gactunm 4 CT-H MO3Y 42-4.0:2020 Gyno
BkioueHo HacranoBy CT-H MO3Y 42-4.9:2020 «JIi-
KapchbKi 3acobu. CrienianbHi NpaBuiIa HaJIexKHOI BUPOO-
HUYOT PAKTHKH JIIKAPChKUX 3aC001B MEpeIOBOT Tepartii»
(HacranoBy CT-H MO3Y 42-4.9:2020), 1110 rapMoHi30-
BaHO 3 HacTaHOBOI €Bpomneiicekoi Komicii «IIpaBuna
HaJIS)KHOI BUPOOHUYOI TPAKTHKH JIKAPChKUX 3ac00iB
niepeoBoi Tepanii» (Guidelines on Good Manufacturing
Practice specific to Advanced Therapy Medicinal
Products), siky Oyio BBeneHo B J1ito €Bporneiichkoro Ko-
Miciero y 2018 pori [8, 9].

BumenaBenena HactanoBa €Bporneticbkoi Komicii
CTaljla HOBUM CaMOCTiHHHM JOKYMCHTOM, SIKUH periia-
MeHTyBaB 3aiiicHenHs GMP Bukirouno st ATMP B
pamkax Tomy 4 «E€BpomnelchbKi MpaBuiia 3 HAJIEKHOL
BUPOOHHYOT ITPAKTHKH JIIKAPCHKUX 3aCO0IB IS JTFOAUHH
Ta 3actocyBaHHs y BerepuHapii» Eudralex (Eudralex),
OJTHAK MpHUHANEXKHICTh 10 ATMP ocTaHHBOTO OTPiOHO
po3KpuTH OUTBII AeTanbHO [10].

IcTopuyHo, perymntoBanHs BupoOHHUITBAa ATMP B
paMKax €BpONEHCHKOro 3aKOHOAABYOTO Ipolecy Oyna
HampsMy OB ’s3aHa 3 MPAaBOBUM BU3HAYCHHSIM yCiX
YOTUPHOX KaTETOpiil OCTaHHIX, IO OyJI0 OCTATOYHO 3a-
KpiruieHo NpuitHATTAM Pernmamenty 1394/2007/€C, sxuii
HaOyB ynHHOCTI 30 rpymas 2008 poky [6]. 3 Toro yacy
po3movanacs akTHBHA poOOTa 10 BIIPOBAKCHHIO HOBOT
KaTeropii 610JOriyHUX JiKapChbKUX 3aC001B (TaKUX 5K
ATMP) no Tomy 4 Eudralex.

JlaHe OHOBJICHHS 31MCHIOBAJIOCS BIAMOBIIHO 0
BuMoOr ctarti 5 Pernmamenty 1394/2007/€C, ne 3a3na-
ganock, mo €Bpomneiicbka Kowmicis (The European
Commission) micisi KOHCYNbTaIiid 3 AreHTCTBOM (the
European Medicines Agency) moBUHHA PO3POOHTH crie-
nudigHi 1T JTiKapchKUX 3ac00iB MepeIoBoi Teparii
HACTaHOBH BIJIIIOBIHO JI0 TIPUHIIMIIIB HAJIS)KHOT BUPOO-
H14O1 npakTuki [6]. Kpim Toro, nanuii nporec MaB OyTH
y3romkenuii 3 monoxenusmu Jupexrusu 2009/120/EC,
SIKOIO BIMArajoch BCTAHOBIICHHS JCTAIFHIX HAyKOBO-
TEXHIYHI BUMOTH /10 OKpemux Kkareropii ATMP [11].

VY cepennni 2012 poky €BpOIeHCHKOI0 KOMICI€0
OyJIO 3amlpOMOHOBAHO MPOEKT 3MiHeHOTO JlomaTky 2
Tomy 4 Eudralex, sixoro Oyno BBeneHo B nito 31.01.2013
p [12]. JlaHe HOBOBBEICHHS MICTHJIO B OOl TOPs i3
3araJbHAMU MTPaBHJIAMH 3I1MCHEHHS HAJIEKHOI BUPOO-
HHUYOI IIPAKTUKHU JIIKAPCHKUX 3aC00IB TAKOXK 1 CTICIialTb-
Hi HOPMH, SIKi CTOCyBaJiucs BUpoOHuITBa ATMP.

[Toseprarounce no nacranos CT-H MO3Y, y 38’s13Ky
3 BUIICHABECHUMHU TOAISIMHA BapTO BIAMITHTH, LIO Bi-
TYU3HSHAN 3aKOHOAABEIb B TOBOJI KOPOTKHIA CTPOK
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(MeHIIIe 6 MICAIIB 3 MOMEHTY HAOYyTTSl YHHHOCTI 3MiHE-
Horo JlomatkoMm 2 Tomy 4 Eudralex) 3ymiB agantyBatu
YKpaiHChKI CTaHJAPTH LIOJ0 3a0€3MeUYCHHS SIKOCTI JIi-
KapChKHX 3aCO01B MPH iXHIK po3po01Ii, BAPOOHHUIITBI Ta
KOHTPOJI 13 BUILIEBKA3aHUM MIYKHAPOTHUM JIOKYMEHTOM,
yBiBIM B 1ito HactaHoBy CT-H MO3V 42-4.0:2013 [7].

Otxe, 3 2013 poxy ATMP oxomumroBancs Jlomarkom
2 Tomy 4 Eudralex, omgnak 3 Toro yacy 3’sBUiacs TeH-
JISHITisE TI0 TofanbiioMy BuokpemiieHHi ATMP sik crie-
MUGIYHOTO MPEIMETY TPABOBOTO peryioBaHHs Tomy 4
Eudralex, skomy noTpiOHO Oyi0 BUAIIUTH OKpEeMe Mic-
1€ 3a MEX1 CTaHJAapTHUX IPaBUJI HAJIeKHOI BAPOOHHYOL
MIPAKTHUKH JIIKAPCHKUX 3aCO0IB.

Tak, gepe3 5 pokiB €Bporelicbka KOMIcCist 3ailcHnIa
Hoswii nepenian Jonarky 2 Tomy 4 Eudralex, Buiryuu-
J1a BIITIOBIJIHI MOJIOKEHHSI, 1m0 cTocyBanucs ATMP,
3TpyIyBaBIIN OCTAaHHI y HOBill HacTaHoBi «[IpaBmia
HaJIeKHOT BUPOOHMYOT MPAKTUKH JIIKAaPCHKUX 3ac00iB
niepenosoi Teparnii» (GMP miis ATMP), sika Oyia BBene-
Ha B ait0 26.06.2018 p. 3 HaOyTTSAM YHMHHOCTI I[LOTO
JIOKyMEHTa MojoxkeHHs: yuHHoTo Jlogarky 2 Tomy 4
EudralLex Oiiblie He 3aCTOCOBYBABCS 3 TUTAHb HAJICK-
Hoi BUpoOHMYOI npakTtuku 11t ATMP [10].

YkpaiHchka IMIUIEMEHTALlisl €BPOIEHCchKOi HacTaHO-
Bu o710 GMP it ATMP Oyna 3xiiicHeHa yepe3 2 poku
[9]. 3minm BiTun3HsHOTO aHanory Jomatka 2 Tomy 4
Eudralex (crBopenns nacranosu CT-H MO3Y 42-
4.0:2020), 110 BiaOyBaJUCs NUITXOM BHITydeHHS 31 ce-
pu mpaBoBoro perymoBanHs ATMP, 6ynu 3aBepieHi
04.05.2020, a BUKpeMJIEHHS Ta HaOpaTTA YMHHOCTI
okpemoi HactanoBu CT-H MO3Y 42-4.9:2020:
24.12.2020 poxky [8].

BaxxnuBuM HOBOBBEACHHSM 3 YKPaiHCHKOTO OOKY,
SIK MU 3a3Ha4alld paHilie, cTajia 3aMiHa TePMiHY «BHCO-
KOTEXHOJIOT1YHUX (010TEeXHOIOTTYHUX ) JIIKAPCHKHUX 3a-
co0iB (BJI3)» Ha «ikapchki 3aco0u nepeioBoi Tepartii»,
110 SIBJISIE COO00 HA0araTo OUIBIIT JOCTIBHUH MEepeKia
MixkHapoaHoro nmoHATTss ATMP (advanced therapy
medicinal products). ¥ Toii e yac, JaHUI TepMiH HE
OyB immieMmenToBanui y [lopsimok Ne 426, mio 3amwumia-
€ThCS YMHHUM TOYMHAI0UU 3 pepakuii 2020 poky Ta
MIPOIOBXKY€E BUKOPUCTOBYBATHU ToMepeanii Tepmin BJI3
[13].

VY nopiBHSHHI 3 TTONEpeIHIMI HACTAHOBAMH y Ha-
cranoBi CT-H MO3YVY 42-4.0:2020 nipu BXKUBaHHI T0-
HATTS «O10JIOTTYHUX JTIKAPCHKUX MperapariBy 0yyio BU-
npaneno nocunanust Ha JJupextuBy 2003/63/EC 1 nato-
MICTh 3aKOHOJIaBeLlb BUPIILINB KOPUCTYBATHUCH TEPMIHOM
HaBenenuM y Jlogarky I mo Hupextusu 2001/83/EC
(Tperiii a63an myHkry 3.2.1.1(b) wactunu I). Ha Bin-
MminHy Big Jupexrtusu 2003/63/EC octanHs Mana OiibI
mupiny xapakrepuctuky ATMP (BiaAmoBigHO 10 CT.
2 Pernamenty (EC) Ne 1394/2007 ) six mmiakareropii 6io-
JIOTTYHUX JIIKapChKUX MpemnapariB. OnHak, Bce K 1e He
TTOBHICTIO JIO3BOJISIE BIIME)KYBATH JIIKAPChKI TperaparH,

0 OTPHUMAaHi 3a JOMOMOTOK OKPEMHUX 010TEeXHOIOT Y-
HUX ITPOIIECiB (SIKi BU3HAYCHHI HEYMHHUM Permamentom
Panu €EC Ne 2309/93) Ta ATMP mix coboro [14].

Takox, y HactaHoBi CT-H MO3YVY 42-4.0:2020 6yo
3a3HAYCHHs Ha BUKOPUCTAHHS OKPEMHX MOCHIIAHD JIJISI
BU3HAYEHHS JIIKapChbKUX 3ac00iB MepenoBoi Teparii, a
came:

* yactuna [V [logarka 1 no Jupexrusu 2001/83/EC
[15];

* HacTaHoBa €Bporneiichkoi Komicii «Guidelines on
Good Manufacturing Practice specific to Advanced
Therapy Medicinal Products» Tomy 4 EudraLex [9]:

* HactanoBa CT-H MO3YVY 42-4.9:2020 «Jlikapchbki
3acobu. CrierianpHi MpaBUiia HAJIEKHOI BUPOOHUYOT
MPAKTUKU IOJI0 JIIKAPCHKUX 3ac00iB MepeaoBoi Tepa-
mii», 10 BXOAUTSE 10 YacThaK 4 Hactanosu CT-H MO3Y
42-4.0:2020 [8].

Otxe, ATMP, siki paHillle CTHCIO XapaKTepU3yBaIl-
Csl IK JTIKapChKi 3aCO0M, 1[0 OTPUMYIOTH 33 JOTIOMOTOIO
BUPOOHHUYHX MPOIIECIB, TIOB’I3aHUX 3 PI3HUMH OJleprKa-
HUMH LUISIXOM MEPEHOCY TeHiB 0ioMoseKyaaMu Ta/abo
010J10r1YHO MOJU(PIKOBAHUMH KIITHHAMH, IO € JIFOYH-
MH peYOBHMHAMH 200 YaCTHHAMH JIIFOYMX PEYOBHH, TETIEp
MOXKYTh OyTH OTHCaHi 3 ypaxyBaHHSIM BHUIIICHABEICHUX
MDKHApOIHHUX JOKYMEHTIB HACTYITHIM YHHOM:

1) BigmoBinHo 1o wactunu [V lonarka 1 1o Jupex-
tusu 2001/83/EC € npsiMe MOCUIaHHS HA BUKOPUCTAHHS
myHKTY (a) crarti 2(1) Permamenty (€C) Ne 1394/2007
Mpy BU3Ha4eHHi minkareropiit ATMP [15].

2) 3rigHO HacTaHOBH €Bpomneiicpkoi Komicii
«Guidelines on Good Manufacturing Practice specific to
Advanced Therapy Medicinal Products» tepmin
«ATMP» criig po3yMiTH SIK TaKHUH, 110 CTOCYETHCS ABOX
KaTeropii JikapchbKUX 3ac00iB MepeoBoi Tepaltii: Ti, ki
OTpPUMAIIH PEECTpaliiiHy JileH3110 («aBTOPU30BaHI
ATMP» (authorised ATMPs)), 1 Ti, siki TecTytoThcs a00
BUKOPHCTOBYIOTBCS SIK 3pa30K Y KIITHIYHOMY JIOCITiPKECH-
Hi («mpocninai ATMP» (investigational ATMPs)) [9].
Takox y I'mocapii 1aHoi HacTaHOBM 3a3HAYCHO, IO
ATMP Bkirouae B ce0e JIiKapchki 3ac00M JUIsl TeHHOT
Teparmii, JTKapchKi 3ac00M JUIs JTIKYBaHHS COMAaTHYHUMH
KJIITHHAMH Ta NPOAYKTH TKAaHMHHOI iH)XeHepil, SIK BH-
3HaueHo y crarti 2 Permamenty ATMP (Pernamenty
(€C) Ne 1394/2007). ToO6TO 3HOBY € TIpsIME TTOCHIIAHHS
Ha JJOKyMEHT nepiuokepeno aedinimniit 3 ATMP [6].

3) 3rigHo 3 HactanoBoro CT-H MO3Y 42-4.9:2020
y po3aini « TepmiHu Ta BU3HAYCHHS TIOHSTHY TIPH BU3HA-
yeHHi TepMiHa 1 «Jlikapcbkuit 3acib mepenoBoi Tepariin
(«Advanced Therapy Medicinal Producty — «ATMP»)
aBTOPH CKOPUCTAIUCH MTOCHIIAHHSM Ha CT. 2 Permamenty
(EC) Ne 1394/2007. Onaxk, 3aMiCTh OTHOTO ITOCUIIAHHS
Ha cT. 2 Pernamenty moao ATMP Oynu HaBeneHi j1o-
CJIIBHI BU3HAUEHHS, 110 CTOCYIOThCS I[bOTO TEPMiHA Ta
BUIUTUBAIOTH 3 IAHOT CTaTTi. Y HAIllOHABHUX PUMITKAX
JI0 TEKCTY, 3a3HAYAIOCh, 1[0 BU3HAYCHHS 3 TOKyMCHTA €
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OuTBIN iHQOPMATHBHUMH, HIXK OJTHE MOCHJIAHHS Ha Ja-
HHUH JTOKYMEHT, HACTaHOBA CTA€ 3aBSIKHU I[bOMY OLIBII
3pYYHOIO sl KopucTyBaHHs. HeoOXiqHO monmaTH, 1o
METOJI «PO3TOPHYTUX TOCHIIaHb» OYB YCITIIIHO 1MITJIe-
MEHTOBAHMHM 1 IO IHIIUX MOHATH [8].

Hacranosa CT-H MO3Y 42-4.9:2020 crana niep-
mioto HactanoBoto MO3Y y cdepi BupoOHHUIITBA JTiKap-
CBKHX 3ac00iB, Jie OyIi0 3raano KOMOIHOBaHi JIiKapChKi
3aco0u a7 nepenoBoi Teparii (komOinoBani ATMP) sk
okpemy miarpymy ATMP, a Takox HagaHO BUYCPITHHMA
nepenik ycix inmmx BuaiB ATMP, mo Biamosizae mo-
noxenHsaM Pernmamenty (€C) Ne 1394/2007. Takum yu-
HOM, JlaHa HACTAHOBA IMOCIiJa€ TaKe XK YiJbHE MicIe Yy
npaBosiif xapakrepuctuili ATMP sx i [Topsmgok Ne 426
y penakuii 2015 poky [13]. BpaxoBytouu crienudiky
koMOiHOBaHUX ATMP, ykpaiHChKUI 3aKOHOIABEIb BU-
JUIIsiE TS 3IHCHEHHS! OKPEMHX MPOIEyp CTOCOBHO
PO3poOKH Ta cTpaTerii KOHTPOJIIO SKOCTI OCTaHHIX, 10
MOJISITAE Y TaKKUX BIAMOBIIHHUX 3aX0/ax:

* 1i70ip BUKOPHCTOBYBAHUX Y MPOIIECi BHPOOHUIITBA
MaTepialiB, M0 MOXKYTh MaTH KPUTHYHUN BIUIHB Ha
sKicTh kKoMOiHOBaHUX ATMP (uactuna 6.26. Po3miny 6.
Hoxymenrartis CT-H MO3Y 42-4.9:2020);

* [IepeBipKa TOro, 0 BUPOOHUIITBO Ta BUIIPOOYBaH-
Hs cepii 31iCHEeH1 3 TOTPUMAHHSAM BiIMOBITHUX BUMOT
moxo 6e3neku Ta QyHKIIOHATBHUX XapaKTePUCTHUK,
BCTAHOBIICHUX Yy YNHHOMY 3aKOHOJABCTBI YKpaiHU cTO-
COBHO MEIMYHHX IIPUCTPOIB, & TAKOXK, III0 BOHU € aJICK-
BaTHUMH JJIsl BAKOPUCTAHHS B KOMOIHOBaHHUX JIiKap-
ChKHX 3aco0ax mepenoBoi Tepamii (qactuna 11.27. (a)
Pozniny 11. YoBaOoBaxkeHa ocoda ta Bumyck cepii CT-H
MO3Y 42-4.9:2020);

* KOHTPOJIb CHPOBHHH, BUX1IHUX MarepiaiiB, MeIuy-
HUX TIPUCTPOIB, BAKOPHCTOBYBAHNX Y KOMOIHOBaHUX JIi-
KapChKHX 3ac00ax mepenoBoi Teparii (vactuna 12.12 Pos-
niny 12. Konrposs sikocti CT-H MO3Y 42-4.9:2020) [8].

Sk 1 HacranoBa €Bporneiicbkoi Komicii «Guidelines
on Good Manufacturing Practice specific to Advanced

Therapy Medicinal Products» nacranosa CT-H MO3Y
42-4.9:2020 Tex po3aiiniIa B MEXKax CBOTO PEryIIFOBaH-
Hs1 ATMP na 3apeectpoBaHi Jlikapchbki 3aco0H Tiepe1oBoi
Teparii Ta JOCHiPKyBaHi JIKapchKi 3aCO0M MepeoBoi
Tepartii, 10 SIKMX BiIHOCATH BUIIPOOOBYBaHI IpeTapaTH
abo mpenapary MOPiBHAHHS y KJIIHIYHUX JOCIIIKEHHSX.

BucnoBku. O1xe, BiIIIOBIIHO 10 PO3BUTKY IIPaBO-
Boro Bm3HaueHHI ATMP B yKkpaiHCEKOMY 3aKOHOIABCTBI,
MU MaeMo Biamituty, mo y CT-H MO3Y 42-4.0:2013
Ha BIMIHHY BiJl IHIIUX peIaKiiiii Oysio BrepIie BUIi-
JICHO TaKy KaTeropiro JIKApChKUX 3aCO0IB K «BHCOKO-
TEeXHOJIOT14Hi (610TeXHOJIOT14YH1) JIiKapChKi 3ac00m».
Hacranosa CT-H MO3Y 42-4.9:2020 € nepmioro Ha-
crtanoBoto MO3Y y cdepi BUpOOHUIITBA JTIKAPCHKUX
3aco0iB, 1€ OyJ0 BKHUTO MOHATTS «JIIKapCchKi 3acobu
TepeI0Bol Teparii» 3aMicTh «BUCOKOTEXHOJIOT1YHI (010-
TEXHOJOT14H1) JiKapchki 3acobu». Takoxk, y CT-H
MO3YVY 42-4.9:2020 Bnepiie 3rajjaHo KOMOIHOBaHi Ji-
KapchKi 3aco0m JuIsl TepeoBoi Teparii (koMOiHOBaHi
ATMP) six oxpemy miarpymy ATMP, nepenbadeni okpe-
Mi 3aX0/au JiJIsi BUpOOHUIITBa kKoMOiHOBaHux ATMP, a
TaKOXX HaJIaHO BHUYEPITHUH TEpeNiK yCiX 1HIIUX BHJIIB
ATMP, mo Bianosigae nmonoxennsm Pernamenty (€C)
Ne 1394/2007.

3arajoM BITYH3HSHA HACTAHOBA € HAJICKHHUM UH-
HOM rapMOHI30BaHa 3 €BPONEHCHKUMH CTaHIApTaMHU Yy
BIAMOBIIHIN cdepi BUPOOHUIITBA Ta € LIJTKOM BaXKIIHU-
BHM JIOKyMEHTOM JUTsl €pEKTHBHOT OpraHizaiiii BUpoo-
HUIITBA JIIKapChKUX 3ac00iB MepeIoBoi Tepanii Bijamo-
BifiHO 10 mpuHUMMiB 1 npaBui GMP, a Takox s ay-
JIUTY, 1HCIIEKTYBaHHs, cepTUdikanii BUPOOHUUHX
JIIITBHUIG Ha BiAmoBigHicTh GMP Ta nineH3yBaHHS
BUPOOHMIITBA JIIKaPCHKUX 3ac00iB MepenoBoi Teparii.
OpnHak, BBOKAEMO 32 HEOOXITHE TAaKOXK IMPUIHSITTS J10-
MMOMDKHUX HOPMaTHBHUX aKTiB, CIIEIialli30BaHI HOPMH
SIKUX OyIyTh MOKJIMKAHI HA JETANbHINIY perjaMeHTa-
nito okpemux nojoxenb CT-H MO3Y 42-4.0:2020
3araJxbHOTO XapakTepy.
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Problem setting. The approximation of Ukrainian legislation to the European Union (EU) legislative framework
allows for the improvement of systems for the production of innovative medicinal products, particularly advanced therapy
medicinal products (ATMP). This, in turn, requires a properly updated legislative framework that must meet EU standards.
The adoption of the guideline of the Ministry of Health of Ukraine 42-4.0:2020 marked a new stage in the regulation of
the production practice of ATMP in Ukraine.

However, the effectiveness of implementing the provisions of this Ukrainian guideline directly depends on the level
of consistency of the domestic standards of ATMP manufacturing practice with the standards of the European Union. That
is why analysis is necessary to be carried out to define the current state of the Ukrainian system of legal regulation in the
field of manufacturing practice of ATMP.

Analysis of recent researches and publications. The general characteristics of legal regulation of public relations,
which are formed in the manufacturing practice of medicinal products, became the subject of consideration by such
researchers as O. G. Alekseev, O. Ya. Andriichuk, S.V. Vasiliev, V. M. Pashkova and others. However, in modern legal
literature, issues related to the manufacturing practice of ATMP for human use were not raised.

The target of the research is to analyse of Ukrainian and EU legislation regulating the manufacturing practice of
ATMP.

Article’s main body. The regulation of ATMP production within the framework of the European legislative process
was directly related to all four categories of the latter, which was finally defined and fixed by the adoption of Regulation
1394/2007/EC of the European Parliament and of the Council, which entered into force on December 30, 2008. Since
that time, active work had begun on the introduction of a new category of biological medicinal products (such as ATMP)
to Volume 4 of EudralLex, which ended with the implementation on January 31, 2013, of the amended Appendix 2 of
Volume 4 of Eudral.ex, which contained, along with the general rules for implementing good manufacturing practices of
medicinal products as well as special regulations related to the manufacturing of ATMP.

Subsequently, in connection with the update of manufacturing practice standards and as a result of the adoption of
the guidelines on Good Manufacturing Practice specific to Advanced Therapy Medicinal Products (European guideline
on GMP for ATMP) in 2018, the provisions of Annex 2 Therefore 4 of Eudral.ex were changed and no longer applied on
ATMP.

Following the development of the legal definition of ATMP in Ukrainian legislation, we should note that in the
guideline of the Ministry of Health of Ukraine 42-4.0:2013, in contrast to the previous editions, such a category of
medicinal products as «high-technology (biotechnological) medicinal products» was used for the first time. The Ukrainian
implementation of the European guideline on GMP for ATMP was carried out in 2020. The guideline of the Ministry of
Health of Ukraine 42-4.0:2020 was created with a separate guideline 42-4.9:2020 as a part of it. The ATMP was used
instead of «high-technology (biotechnological) medicinal products» in the guideline 42-4.9:2020.

Conclusions and prospects for the development. During the development of the legal definition of ATMP in
Ukrainian legislation, the term was changed from «high-tech (biotechnological) medicinal products» to «advanced therapy
medicinal products». The manufacturing practice of the ATMP was first regulated by the guideline of the Ministry of
Health of Ukraine 42-4.0:2013, which was based on Appendix 2 Volume 4 of Eudral.ex in 2013.

Then, due to the adoption of the European guideline on GMP for ATMP in 2018, the next Ukrainian guideline was
created in Ukraine, namely 42-4.9:2020 as part of the guideline of the Ministry of Health of Ukraine 42-4.0:2020. The
guideline 42-4.9:2020 for the first time introduced combined ATMPs as a separate subgroup of ATMP, provided separate
measures for the production of combined ATMPs, and also indicated an exhaustive list of all other types of ATMPs that
comply with the provisions of Regulation 1394/2007/EC of the European Parliament and of the Council.

Although the domestic guidelines are properly harmonized with European standards of ATMP manufacturing, there
is a need to adopt auxiliary normative acts designed to implement certain provisions of the guideline of the Ministry of
Health of Ukraine 42-4.0:2020.

Key words: advanced therapy medicinal products, manufacturing practice, medicinal products, Eudralex,
harmonization, implementation, standards.
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