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OCOBJIMBOCTI JTEP;KABHOI PEECTPAIIII
JIKAPCBKHX 3ACOBIB TA IX OBITY B YMOBAX
IIPABOBOTI'O PEXKIIMY BOEHHOI'O CTAHY

Y cmammi npoananizosano 3aminu y npasosomy pezyniosanii cepu depicasnoi
peecmpauii rikapcokux 3acobis ma ix 0bizy nid uac nPasosozo PeicuMy 60EHH0Z0 CMa-
HY, 0COOIUBOCMI NPOUEdYpu peecmpanii/nepepeccmpanii 1iKapcokux 3acooie, NUmans.
excmpenoi depacasnoi peccmpauii 1ikapcokux 3acoois, 6i0MOBU i CKACYBAHHS 0epICaABHOT
peecmpauii MKapcoKux 3aco0ie, UPOOHUUMBO AKUX POIMAULOBANO HA Mepumopii oep-
JCasuU-azpecopa, sminu w00 68e3eHHs JKI8, JUCHSIUIHUX YMO8 NPOBAONCEHHS 20CNO-
0apcvroi disnvHocmi 3 BUPOOHUUMBA JIKAPCOKUX 3ac00i6, 0nmosoi ma posopionoi mopeiei
JUKAPCOKUMU 3aC00aMU, IMNOPMY JKAPCOKUX 3ac00i8 mouo.

Kmouoei croea: npaso na oxopoiy 300poe’s, nikapcvki sacobu, peecmpais Ji-
Kapcvkux 3acobis, 0cobaueocmi 0bizy MKapcokux 3acobis, obmemncenis 00izy IKaApCoKux
3ac00i8, NPABOBUILL PEHCUM BOEHH020 CMAHY, HEOONIKU 3AKOHO0ABYU0Z0 BPEZYNHOBAHHSL.

KoxHa JsoluHa Ma€ NpUpoJHE HEBiJ€EMHe i HeNopylIHe IMPaBO HAa OXOPOHY
310poB’st. CycIiibcTBO i fiepsKaBa BiAOBiIAIbHI TEpel CydacHUM i MalOyTHIMU T10-
KOJIIHHSIMU 32 PiBEHb 3/10POB’sI 1 30epesKeHHsI TeHO(OH LY Hapoiy Y KpaiHu, 3a0e31euyoTh
MPIOPUTETHICTD OXOPOHU 3/IOPOB’Sl B [IiSIIBHOCTI JiepsKaBU, MOJIMIIIEHHs YMOB TIpaili,
HaBYaHHs, MOOYTY 1 BiIIOYNHKY HACEJIEHHS, PO3B’sI3aHHS €KOJIOTIYHUX TPOOIEM, BIO-
CKOHAJIEHHSI MEIMYHOI JIOMTOMOTH i 3aIpOBaJKEHHS 3/J0POBOTO CIOCOOY KuUTTs [1].
Omrum 3i IUISIXiB 3a0e31edeHHsT OXOPOHU 3/I0POB’sI HaceIeHHsT Y KpaiH! € rapaHTyBaHHST
HOCTYIY 10 ePEeKTUBHUX, SAKICHIX, CydyacHHX i Oe3[euHuX JiKapchKUX 3aco0iB.

JlocipkeHHsIM TIpoGJIeM JIepsKaBHOI TTOMTHKY Y chepi OXOPOHHU 3710POB’st 3aiiMa-
Jucst 6arato mpaBo3HaBIIiB, Taki sik: A. 'apkyma, O. T'opox, H. I'yroposa, O. 3asy.s,
[. Mutpodanos, A. Mysuka, I1. Hora, A. Onedip, B. Ilamxkos, A. IIputysna, €. [Tymxo-
[Tu6ysk, C. Capana, €. Crpenbios, O. XMmeapHUIbKa Ta iHimi. PisHi akTyaibHi He-
BUpilIeHi mpobJieMu JIepsKaBHOI MOMITUKN Y cepi 0XOPOHM 30POB’ST PO3TJISAAIIICH
HUMU MIEPeBAKHO B YMOBaxX MUPHOTO Yacy. [IpoTe, y 3B’43Ky 3 pociiicbKoIo BiliCbKOBOIO
arpecieio 3 24 mortoro 2022 poky Ykazom [Ipesunenta Ykpainu Bin 24 sotoro 2022 po-
Ky Ne 64,/2022 “ITpo BBeieHHsI BOEHHOIO CTaHy B Y KpaiHi”, 3aTBep/Is>KEHOTr0 3aKOHOM
Ykpainu “IIpo 3arBepakenns Ykasy [Ipesunenta Ykpainu “IIpo BBesieHHSI BOEHHOTO
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ctany B Ykpaiui” Big 24 mororo 2022 poxy Ne 2102-IX, na Bciii Teputopii ¥Ykpainu
GyJI0 3aIIPOBAIKEHO TIPABOBUI PEKUM BOEHHOTO cTaHy. Ha cboroHi ouH i3 akTyaJbHUX
HAIPSIMiB HAYKOBHX JIOCTII/KEHb CTOCYETHCST caMe OCOOTMBOCTEN IePKaBHOI IO THKA
y cdepi OXOpoHU 3I0POB’sT TIif 9ac /il MPaBOBOTO PEKUMY BOEHHOTO CTaHy, 30KpeMa
y cepi aepxaBHOI peecTpallii Ta nepepeecrpailii JikapchbKux 3acob6iB Ta ix 00iry.

Jleps;kaBHa peecTpailist Ta 06ir JIiKapchbKOro 3aco0y 3a pe3ysbTataMi KOMILIEKCHOT
OIIIHKKM HOTro SIKOCTi, e(heKTUBHOCTI Ta Oe3IeKH, CIIiBBIAHOMEHHS “KOPUCTH/PU3UK’
HaJlesKaTh 10 6A30BUX MPUHIUINEB JAE€P/KABHOI MOMITHKU y cdepi JiKapchbKuxX 3aco0iB,
oxopon# 3710poB’st. OO6Ir Ta 3acToCyBaHHSI JTIKAPCHKUX 3ac00iB JI03BOJISIIOTHCS B Y KpaiHi
caMe Ticas iX JepskaBHOiI peectpailii (KpiM BHUIAAKIB, MOB'SI3aHUX 3 HaSIBHICTIO
ocobmBuX ToTped abo emigemiil Ta maHzemiil Toio). Peaizalis JikapchbKux 3aco6iB
3IIIICHIOETHCS JIMIIE 3a HAasIBHOCTI cepTdikaTa sIKOCTi, 10 BUAAETHCSA BUPOOHUKOM
(1151 iMIIOPTOBAHKX JIiIKAPCHKUX 3ac00iB — iMmopTepoM (BHPOOHUKOM abo 0c000I0, 110
IIPe/ICTaB/IsIE BUPOOHMKA JIKAapChKUX 3ac00iB Ha Tepuropii Ykpainn). [lepxaBHa peect-
parisg JIiKapchKOro 3aco0y 3aiiicHioeTbcss MiHiCTEPCTBOM OXOPOHU 310POB’st YKpaiHu
Ha ITi/ICTaBi 3a9BU Ta Pe3yJIbTAaTiB €KCIIEPTU3U PEECTPAIINHUX MaTepiajliB Ha TaKWii 3a-
ci6, mpoBeneHoi JlepskaBaum excriepTHuM 1ieHTpoM MO3 (masi — IleHTp) y BUusHaueHOMY
MOJ3 nopsaxy.

3 MeTor0 Ge3repepBHOro 3abe3neyeHHs 3aKIa/(iB OXOPOHU 3[[0POB’Sl Ta HACEIEHHSI
JKUTTEBO BAKJIMBUMMU JIKAPCHKUMI 3aCO0aMH, CTUMYJTIOBaHHST BUPOOHUIITBA BITUM3HSIHNX
JIKapChKUX 3aC00iB Y HEOOXimHOMY 00Cs3i Mic/IsT OTOJIONIEHHS] BOEHHOTO CTaHy OyJIo
CIIPOIIIEHO TIPOIIEAYPH JePsKaBHOI peecTpariii Ta mmepepeecTpariii JikapchbKux 3acobiB
Ta ix 06iry, JileH3yBaHHsL.

Bizmosizgto 10 3miH 10 noctanosu Kabinery MinicTpiB Ykpainu Bix 26.05.2005
Ne 376 na niepiof z1ii BoeHHOTO cTaHy B Y KpaiHi Ta poTaroM 6 mic. 3 THS TPUITMHEHHS
ab0 ckacyBaHHSI BOEHHOTO ctaHy y ITopsiaky aepskaBHOI peectpaitii (TiepepeecTpaitii)
JIKapchKuX 3aco0iB i po3mipiB 300py 3a iX JAepsKaBHY peecTpalliio (IepepeecTpariio)
nepenbadero [2]:

3YIMHEHHS 1epebiry CTPOKY /IS TIOaHHST 3asIBH TIPO TIEPEPEECTPAIIiio JIIKAPChKUX
3ac00iB;

MIOJIAHHST 3asIBU TIPO JIEPsKaBHY PeecTpallio (IlepepeecTpartiio) JiKapchbKIX 3ac00iB
ab0 1IPO BHECEHHS 3MiH JI0 peecTpallilHuX MaTepialiB Ha Jikapchki 3acobu 10 MO3
y manepoBiit ¢opmi abo 3a OaskaHHSIM 3asIBHUKA B €JIEKTPOHHI# (hopMi y BUTJISIZI CKa-
HOBaHOI KOTii MOKYMEHTIB K i3 3acTOCyBaHHAM KBaJi(iKallifHOTO eJeKTPOHHOTO
mianucy 3asiBHUKA (YIIOBHOBAKEHOTO HUM IIPEACTABHUKA), Tak i 6e3 HbOTO;

nosanHg 3asiBHUKOM 710 [entpy MOJ peecrpaitiiinoi dopmu, peectpailiitHnx
MarepiasiB Ta iHIIKUX JOKYMEHTIB /i Jiep;KaBHOI peecTpallii (1iepepeecTpalltii) Jikapch-
KIX 3ac00iB Ta BHECEHHS 3MiH /0 PEECTpaliiiHiNX MaTepiasliB Ha JiKapchKi 3aco0u B
nareposiit ¢popmi B ycranoBienomy MO3 mopsiniky ab6o 3a GaskaHHSM 3asiBHHKA B
eJeKTpoHHil (hopMi Ha BusHaueHy LleHTPOM esleKTpOHHY ajipecy y BUTJISA CKAaHOBAHOI
KOTIiT IOKyMEHTIB 0e3 3aCTOCYBaHHST KBasli(hiKOBAHOTO €JIEKTPOHHOTO MiAucy abo y
BUTJISI/I €JIEeKTPOHHUX JJOKYMEHTIB i3 3aCTOCYBaHHAM KBaJli(hiKOBAaHOTO €JIeKTPOHHOTO
mignucy 3asiBHUKa (YIOBHOBaKEHOrO HUM IMpeJCTaBHHUKA), abo KBasmihiKoBaHOTO
eJIEKTPOHHOTO MI/IICY 3asiBHUKA i3 BUKOPUCTAHHAM BiTIOBIIHUX ITPOTPaM, 1o 3a6e3-
1eYyoTh TOiH(OOPMOBAHNIT AaBTOPU30BAHUI €JIEKTPOHHUH TiITIC Y1 TOTO €eKBiBaJIEHT
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(mampuksram, Docusign, Adobe Sign To1o), 3a yMOBHU MOaHHsT TapaHTITHOTO JINCTa 3a
BifimoBiziHOIO (popMOIO, B €JIeKTPOHHIN (opMmi i3 3acTocyBaHHSIM KBasi(hiKOBaHOTO
esekTpoHHoro Tifnucy. [lonaya 1o LlenTpy peecTpaltiiHux MarepiaiiB Ha JiKapCbKUi
3acib 3 METOI0 TPOBE/IEHHST Bi/IMOBIIHOI €KCIIEPTU3H TAKOK MOSKE BiZIOYBATHCS MIJISTXOM
Hajgauus [entpy nocrymny (Read) 1o esekTpoHHUX pecypciB (CXOBHII) 3asiBHUKA.

Boxtouac sminamu, BHeceHMU 10 TioctaHoBU Ne 376, mepegdadeHo, 11o:

JiKapchKuil 3acib, 3apeecTpoBanmii BiAmoBigHO 10 BUMOr Ilopsiaky, y pasi itoro
3aKYIiBJII 3a pe3yJsbTaTaMU 3aKyIIiBeJIbHOI IIPOIEeYPH, IIPOBEAEHO] CIIeliali30BaHO0I0
opraHisailfi€lo, sgka 3/iiiCHIOE 3aKyIIiBJli, HA BUKOHAHHS YrOJU IIIO/I0 3aKyIiBJi Mix
MinicTepcTBOM OXOPOHM 3/I0pOB’SI Ta BiJIIIOBITHOIO CIIelliajli30BaHOI0 OpraHi3alli€io,
gKa 3/[IIMCHIOE 3aKYITiBJIi, MOKe BBO3UTHUCH Ta 3aCTOCOBYBATUCA B iHO3EMHiil YIIaKOBIIi,
HpU3HAYEHIH /71t moTpeb PUHKIB HIIMX KpaiH, 1[0 He BiANOBia€ 3aTBEPIKEHUM Pee-
CTpaIlilHUM MaTepiajiaM Ha JIiKapChKHil 3aci0, y CynmpoBO/i 3aTBepKeHol B YKpaiHi
THCTPYKIIIT /11 MEIMYHOTO 3aCTOCYBaHHSI Ta TAPaHTIHOTO JIMCTa BUPOOHMKA,/3asIBHIUKA,
B SIKOMY 3a3HAYa€ThCs, 110 BBE3EHUIl JIIKaPChKUI 3aci0 € iIeHTHYHUM JI0 3aPEeECTPO-
BaHOTO B YKpaiHi;

[leHTp HEe TPOBOAUTD €KCIIEPTU3U PEECTPALINHNUX MaTepiasliB, MMOIAHKX /10 TOYATKY
BBeJIEHHSI BOEHHOTO CTaHy 3 METOIO IepepeecTpallii JikapchKux 3aco0is;

3a Oa)kaHHSIM 3asiBHUKA Ta y Pa3i HOro CIIPOMOKHOCTI 3a0€31eYnTH BiIOBIIHY
B3aEMO/III0 JI03BOJISIETHCA TNPOJOBXKUTU 3iIICHEHHS €KCIEePTU3U PeeECTpaliiHuX
MaTtepiajiB BiIIOBIIHO 0 3arajJbHOTO MOPAIKY.

B ymoBax BO€HHOr0 cTaHy BBe/leHa TaKOXK eKCTpeHa Jlep;KaBHa PeecTpallist Jlikapch-
KUX 32c00iB, MEIUYHUX iIMyHOOIOMOTIYHUX TIPETaparis, IperapariB KPoBi, 110 BUPOO-
JISI0ThCsT ab0 MocTadaloThes B YKpainy mij 30008’s3anus. [locranoBoio KMY Bix
15.04.2022 Ne 471 3arBepmxeno [Topsiiok ekcTpeHoi iepskaBHOT peecTpaltii JIikapchbKuX
3ac00iB, MEIMYHNX IMyHOOIOIOTIUHIX ITPEaparis, MpernapariB KPOBi, 10 BUPOOJISIOTHCS
ab0 TIOCTAYalOThCsT B YKpaiHy MPOTSITOM TIepioy /il BOEHHOTO crany (111 30008 sI3aHHs),
AKUM TiepeabadacTbest [3]:

MOJKJIMBICTh TEPMiHOBOI peecTpailii JiKapchbKuX 3ac06iB (KpiM THX, 1[0 TIOXOISATh
3 kpainu-arpecopa ta Pecry6iiku Biopych) a7t 3abe3mnedentst motped JiKyBaabHIX
3aKJIa/liB;

CIIPOIIEHHS TIPOIIECIB peecTpallil JiKapchbKUX 3aco0iB, 30KpemMa JJIsi KOMITaHiii-
3asBHUKIB, IO MPAIOIOTh 32 MeKaMU CBOiX odiciB;

MOJIAHHS 3as/BU Ha BUA4y BUCHOBKY IIPO SIKICTh BBE3E€HOIO JIKAPChKOIO 3aC00y
Ta BUlada BUCHOBKY IIPO SIKICTh BBE3EHOTO JIIKApCHKOTO 3ac00y B €JEKTPOHHOMY
BUTJISAI;

BHUJIaya BUCHOBKY IIPO SIKiCTh BBE3E€HOTO JIIKAPCHKOTO 3ac00y, 30KpeMa 3apeecT-
POBAHOIO JIiIKapChKOro 3aco0y B iHO3eMHIill YIAKOBI[, BUTOTOBJIEHOTO JJIsA HOTPeO
PUHKIB iHIIMX KpaiH, 1110 He BiAIMIOBiZIa€ 3aTBEPXKEHUM PEECTPAIlitHUM JIOKyMEHTaM,
6e3 TpoBeieHHs JTaGOPATOPHOTO KOHTPOJIIO SIKOCTI, TIICTaBU [IJIsI SIKOTO BHU3HAYeHi
M [Topsikom, 10 okpemoro pimeHHst [epkaBHoi cy:kOu 3 JiKapchbKKUX 3aC00iB Ta
KOHTPOJIO 32 HapkoTrKamu ([lepskikciysk6a), 6e3 0600B’I3KOBOI HAsIBHOCTI JIOKYMEHTa,
1[0 IiATBEP/KYE BIAIIOBIIHICTD YMOB BI/IpO6HI/IHTBa JIKApPChKUX 3ac0b6iB BUMOTaM /10
BUPOOHUIITBA JIIKAPCHKUX 3ac00iB B YKpaiHi, KpiM akTUBHMX (hapMalleBTUYHUX
inrpenientis  (ADI) (cyberaniiiit). Y Takomy pasi BiANnoBigagbHICTh 3a 31iHCHEHHS
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KOHTPOJIIO SIKOCTi cepiil JiKapchKiX 3aco0iB HECYTh YIOBHOBa)keHi 0coOu cy0’€KTiB
rOCIO/IaploBaHHs, siKi BiinoBiAHO 10 JIilleH3iiiHUX yMOB ITPOBA/KEHHS TOCIIOIAPCHKOT
JisUIBHOCTI 3 BUPOOHMIITBA JIIKAPChKUX 3aCO0iB, OIITOBOI Ta PO3APIOHOI TOPIiBIIL JTiKapCh-
KUME 3acobaMu, iIMITOPTY JiKapchKux 3aco0iB (KpiM aKTUBHUX (hapMalleBTUYHKX iHTpe-
Hi€HTIB), 3aTBepKeHNX noctaHoBoto Kabinery Minicrpis Ykpainu Big 30 nucromnana
2016 p. Ne 929 [4], HecyTb BiANOBiIaIbHICTD 32 SKiCTh Ta GE3MIEYHICTH BBE3EHUX HIUMU
JIKapchKuX 3aco0iB;

IIPOIOBKEHHS /il peecTpalliiHuX MMOCBiueHb Ha JIiKapchKi 3ac00M, 30KpeMa Ti,
110 Ii/IAraloTh 3aKyIIiBJII 32 pe3yJibTaTaMU 3aKyIiBeJIbHOI IIPOIE/yPHU Yepes creliati-
30BaHi oprauisaliii 3a JepsKaBHi KOIITH;

CIIPOLIEHHS MIPOLEAYPH BUJadi BUCHOBKIB IIPO SIKICTh JIKAapPChKUX 3ac00iB;

HOJIETTIIEHHST OCTYITY 10 JIKapChbKUX 3acObiB IIJISIXOM HaJaHHS JJ03BOJIY Ha iX
BBE3€HHH B iHO3€MHIll YIIaKOBIIi.

CrocoBHO TepMiHa “3apeecTpoBaHi JiKapchKi 3aco0M B iHO3eMHiil yIakoBILi”, TO
daxiBiii-mpaBHUKH, 30KpeMa /. Anemniko, 3BepTaioTh yBary Ha Te, 1o Take (opmy-
JIIOBaHHS TIOTPeOy€e yTOUHEHHs. AJKe ITi/l Yac MOJaHHsS JOKYMEHTIB JIJIsl PeecTpaltil
JIKapCchKOTO 3aco0y MOMAIOThCS ¥ BiAMOBIAHI MaTepiasu, MOB'si3aHi 3 YMaKOBKOIO,
BUKJIA/IEHOI0 YKPAiHCHKOI MOBOM0. | sikpa3 JiKapchKuil 3acib BBaKAETHCSI 3aPEECTPO-
BaHUM B YKpaiHi, KOJIU B HbOTO € YKpaiHCbKa yIaKoBKa. ToMy IpenapaTu B iHO3eMHil
VIAKOBIli BBA)KAIOThCSI TAKUMHU, 110 He 3apeecTpoBaHi B Ykpaini [5].

[l peasizantii 3a3HayeHNX BUIIE TTOJOKEHDb TOCTAaHOBOIO Ne 471 3aTBepskeHo
[Topsimox exkcTpeHoi peectpaillii JiiKapchKux 3aco0iB, MeIUYHUX IMyHOOIOJOTTYHUX
Hpernaparis, permapaTiB KPoBi, 10 MOCTAYAI0ThCSI B Y KPaiHy I/ 30008’ I3aHHST TIPOTSTOM
Jlii BOEHHOI'O CTaHy Ta Ha MeBHUU CTPOK TicJs 1oro 3asepuieHns. [leit mopgaaok momm-
PIOETHCS Ha JIiKapChKi 3aco0m, siKi BUPOOJISIOTBCS B YKpaiHi, Ta Ha Tperaparu, siKi
IIOCTAYAIOTHCS B JIEPIKaABY.

3a3HavueHOI0 TIOCTAaHOBOIO TAaKOK 3aTBepP/iXKeHO (opMy 3asBU Ha TPOBEIEHHS
TaKol peecTpallii Ta rnepesik JOKYMEHTIB, siKi 0 Hel J01al0Thcsl. 3J0KpeMa, 3asBHUK
olHOYacHO 3 molaHHAM Yy MOJ3 3asBu 1mpo AepskaBHY peecTpaiiiio, mogae no JEILL;

JTOKYMEHT, IO TiITBEPKYE PEECTPAIIifo JIKapChKOTO 3ac00y PEryIsSTOPHUM Op-
raHOM KpaiHW 3asiBHHKA/BUPOOHUKA;

iHCTPYKIIiTO (B pasi HAsIBHOCTI) PO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y, sSIKa BU-
KJIajleHa MOBOIO opuTiHay (MOBOIO, BiIMiHHOIO BiJl Iep>KaBHOI);

KOPOTKY XapaKTepUCTUKY Ipernapary, BUKJIQJeHy MOBOIO OpuUTriHaay (MOBOIO,
BiZIMiHHOIO BiJl /ilep;KaBHOI);

rpadiune 306pakeHHsT MakeTa (MaKeTiB) YITAKOBKHU Ta TEKCT (TEKCTH ) MapKyBaHHsI
MEePBUHHOI Ta BTOPUHHOI (32 HAsIBHOCTI) YIIAKOBOK JIIKapChKOTO 3aco0y;

NepeKyIaiv TeKCeTy (TeKCTiB) MapKyBaHHs IIEPBUHHOI Ta BTOPUHHOI (32 HAsSIBHOCTI )
YIAKOBKH JTIKAPCHKOTO 3ac00Y, IHCTPYKITIT 1151 3aCTOCYBaHHSI, KOPOTKOI XapaKTePUCTHKH
JIepsKaBHOIO MOBOIO, 3aCBi[UeHi IiINCOM 3asiBHUKA a00 YITOBHOBAKEHOIO HUM IIPEJ-
CTAaBHUKAQ;

UCbMOBE 3000B’s3aHHsI BUPOOHMKA BUPOOJATH BiJNOBiAHI JiKapchKi 3aco6u
IS TIOCTaYaHHs B YKpaiHy Ha TaKUX CaMMX BUPOOHUYMX TOTYKHOCTSIX, IO 3aCTOCO-
BYIOTBCS Y BiIMOBiHIN KpaiHi 3asiBHIKA,/BUPOOHUKA;
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MaTepiajiii peecTpaliifHoro Joche, Mo OyJI0 MOJAHO Jis peecTpaiii B KpaiHi
3asiBHMKa,/ BUPOOHWKA B pasi ix HasgBHOCTI, TOOTO HaBiTh 3a BiZICYyTHOCTI MaTepiais
PEECTPAIIiIITHOTO JI0ChE B 3assBHUKA € MPABO HAa PEECTPAIlifo JiKapChKOTO 3ac00y.

Sk caymrao BigmiTue [I. Asternka, 1o 3a mi€io MpOoIeaypoio MOKYTh OyTH mMoaHi
Ha peecTpallifo Jikapchbki 3acobu 3 Oyab-sIKOI KpaiHu, a He JInie 3 KpaiH 3 CyBOPOIO
PETYJITOPHOIO MOJIITHKOIO, a/lKe HisTKUX oOMeskeHb He BctaHoBsieHO. 1110 cTocyeThest
HAIliOHAJIbHUX BUPOOHUKIB, TO IM IOCTaTHBO TOAATH 3asIBY Ta iIHCTPYKILO PO 3aCTOCY-
BaHHs. TakuM 4MHOM, (DAKTUYHO 3aMPOBA/IKYETHCS 3aABHUIIBKUI TTPUHITUT PeecTpariii
JIKapChKUX 3ac00iB, SIKi BHAXOAUTUMYTHCS B 0BITY 10 KiHIIS IX TEPMiHY NPUIATHOCTI,
a He JI0 MOMEHTY CKacyBaHHS BiliCbKOBOTO cTaHy [5].

3apeecTpoBaHi 3a TAKOIO MPOIEAYPOIO JIKaPChKi 3acO0M MOKYTh OyTH mpuaGaHi
cy0’€KTaMi TOCIIOAAPCHKOI [isIJIBHOCTI, SIKi 3AIHCHIOITH OMTOBY TOPTIBJIIO JIiKaMu
BifinoBiiHO 10 BUMOT JlilleH3iiiHUX YMOB, Ta BiJIIlyCKAaTUCS /TIPO/IaBATUCS BUHATKOBO:
JIKYBaJIbHUM 3aKJajaM; BifiCbKOBUM aaMiHicTpaitisM; migposaiiam 36poitaux Cur
Vipainu; opuanIHAM 0co0aM, 30KpeMa THM, 10 3/IiCHIOITh BOJIOHTEPCHKY AisS/IbHICTD
Ta HaJlaloTh ryMaHiTapHy Ta/abo Gsaroxiiiny gomomory. OMHaK TIpH IIbOMY PO3IpiOHA
TOPTiBJIST TAKMMHU JIIKAPCHbKUMU 3ac00aMi 3a60POHSIETHCS.

Cuix 3a3HauuTy, 1o noctanoBoo KMY Bix 15.04.2022 Ne 471 BHeceHi 3MiHU 10
noctanoBu KMY Bix 15.01.1996 Ne 73 “IIpo sarBepmkents IlooskeHHs PO KOHT-
POJTb 3a BiIMOBIHICTIO iMyHOOI0IOTIYHIX TIPEMapaTiB, 10 3aCTOCOBYIOTHCS B METMUHI
MPaKTHUIIi, BUMOTaM JIePKaBHUX Ta MiKHAPOJIHUX CTAaHAAPTIB”, SKUMU Hepe/:[6aqu0,
1[0 Ha MEPio/l BOEHHOTO CTaHy Ta 3 METOI0 Oe31mepebiitHOTO 3abe3reueHHs TiKyBaJIbHUX
3aKJIa/iB Ta HaceJleHHs iMyHo6iOJ10rquI/IMI/I penapaTaMu 03BOJIACTHCA OJAHHA 3248
Ha BUJ/Ia4y BUCHOBKIB PO Bi/JIMIOBi/IHICTDb Ta iX BUa4ya B eJIeKTPOHHOMY BUTJsil. [Ipu
I[bOMY Ha TIePiojl /il BOEHHOTO CTaHy TaKWil BHCHOBOK BUIABaTUMEThCS Oe3 IIPOBEICHHS
J1ab0paTOPHOTO KOHTPOJIIO SIKOCTI. BifiMoBifabHicTh 3a 3MifiCHEHHS] KOHTPOJIIO SIKOCTi
cepiit MOKJIaIeHo Ha YITOBHOBasKEHNX OCi6 cy0’€KTIB TOCIIOMAPIOBAHHSL.

ITpore 3a3Ha4YeHi 0COGIMBOCTI EKCTPEHOT peecTpallii JiKapchKuxX 3aco0iB B yMOBax
BOEHHOTO CTaHy MOKYTh Ha ITPAKTHUIIl i HEraTMBHO BILIMBATH Ha 3a0e3MeUeHHs IPOMAISTH
Ykpainu skicHuMu, 6e3neyHnMu, eeKTUBHUMHU JiKapChbKuMu 3acobamu. HagzsuuaiiHo
CIIPOIIIEH]I BUMOTH [0 JTIKapChKUX 3ac00iB, sIKi MiIATAIOTh AepsKaBHiil peecTpalliii, He-
3/iCHEHHSI €KCIIEPTHOI OIIHKK TaKUX JIKAPChbKUX 3aC00iB CTBOPIOIOTH PU3UKH [TOTPAIl-
JISTHHSI Ha PUHOK Y KpaiH! JIiKapchKUX 3ac00iB 3 He J0BEIEHOIO SIKICTIO, GE31IeK0I0 Ta
eeKTUBHICTIO, a TaKoXK (habcrdikoBaHUX JiKapchKuX 3acobiB. Tomy MiHicTepcTBO
OXOPOHU 37I0POB’sT PO3pOOMJIO TIPOEKT TIocTaHoBU Kabinery MinictpiB Yipainu “/lesiki
MUTaHHS ONTHMI3arlii gep:kaBHOI peecTpaillii Jikapchkux 3acobiB” [6], skum mepes-
6avya€eThCs BUBHATU TAKUM, 1[0 BTPATUB YMHHICTH ITOPSIIOK EKCTPEHOI JepKaBHOI pee-
crpailii JiKapchKuX 3aco0iB, MEIMYHUX IMYyHOOGIOJOrYHKMX IIpernapariB, MmpernapaTiB
KPOBI, 1110 BUPOOJISTIOTHCST a00 TTIOCTAYa0ThCsI B YKPaiHy IMIPOTSITOM TIEPIO/y /Iii BOEHHOTO
craHy, Mg 3000B’s13aHHs, 3aTBep/KeHNH moctaHoBoo Kabinery MinicTpiB Ykpainu
Bij 15 kBiTHs 2022 poky Ne 471.

CyrreBi 3MiHu 110 cdepu aep:KaBHOI peecTpallii JikapchbKux 3acob6iB Ta ix obiry
B YMOBAax BOEHHOTO CTaHy BHOCUTDH 3akoH Ykpainu Bin 22 tpaBHs 2022 poky Ne 2271-1
“ITpo BHeceHHs 3MiH 10 3akony Ykpainu “ITpo sgikapchki 3aco6u” momo oOMesKeHHs
00iry sikapchbKuX 3ac06iB, BAPOOHUIITBO SIKMX PO3TAIIOBAHO Ha TepuTopii Pociiichkoi
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Depepariii abo Pecrybriku Bisopych, a TakosK IMI0A0 BUBE3EHHs JTiKapChKUX 3ac00iB
3 Ykpainu” [7]. Hum nepenbauero, 1o y jaep:kaBHiil peecTpaiiii JiKapchbKUX 3ac06iB
MOsKe OyTH BiZIMOBJIEHO a60 B IOPSIAKY, BcTaHosaeHoMy MO3, 1ep:kaBHY peecTpailito
JKapCchKUX 3ac00iB MOKe OYyTH CKACOBAHO MIISIXOM MPHUIMHEHHS a00 CKOPOYEHHS
TepMiHy il peecTpaliiiHoOro MoCBiAYeHHs JIiKapChKOro 3aco0y y pasi, SIKIIO 3a pe3yJib-
TaTaMu €KCIEePTU3U Ta,/abo PO3IJISAY PeECTpaIliitHiuX MaTepiasiB, J0MaHUX [0 3asBU
PO IepsKaBHY PEECTPAILilo, TIepepeecTpalliio JiKapchbkoro 3acody abo BHECEHHS 3MiH
JI0 PeECTpaIliiiHuX MaTepialiB Ha JiKapchbKuil 3aci6, Oy/ie BUSABJIEHO, 10 OIUH, AEKiTbKa
a6o Bci eTany BUPOOHUIITBA JIIKAPCHKOTO 3aC00Y 3/1iCHIOITHCS MiAPUEMCTBAMH, BH-
POOHMYI MTOTY/KHOCTI SIKUX PO3TaIllOBaHi Ha TePUTOPIi AepskaBru-arpecopa (pociiichKoi
denepaitii) abo peciybiku 6110pycCh.

JlepxaBHa peectpallis Beix abo okpemo BusHauennx MOJ3 mikapchKux 3acobiB
y BCTAHOBJIEHOMY HHM IOPSIIKY MOKe OyTH CKacoBaHa IUISIXOM IPUITMHEHHS il pee-
CTPaIiiHOTO TOCBiqUYeHHS a00 THMYAaCcOBO 3YyIMHEHA IJIIXOM 3YIUHEHHs Jii peect-
paliiiHOro MOCBiYeHHS 0 MPUIAHATTS pimteHHs MO3 1mpo moHOBJIeHHS 00 CKaCyBaHHSI
JepskaBHOI peecTpallii y pa3i BcTaHOBJEeHHs (akTy, 10 3asBHUK (BJIACHUK PEECT-
PALifHOTO ITOCBiMUEHHS ) KX JIKaPChKUX 3ac00iB 200 YIIOBHOBAYKEHUI HIM IIPEICTABHIK
PsIMO 200 OTTOCEPEIKOBAHO € TIOB'I3aHUM 13 Cy0’€KTaM1 TOCTIONAPIOBAHHS, BKITIOUAOYN
iX mpeiIcTaBHUKIB, iX BifjokpeMJieHi mizpo3aiau (bimii, mpeacTaBHUAITBA), JilleH3iaTiB,
3asIBHUKIB, BUPOOHUKIB Ta MOCTAYaIbHUKIB, SIKi 3/IiHCHIOIOTH IIPSMY ab0 OIIOCEPEeIKOBAHY
JiSIBHICTD 3 BHPOOHUIITBA JIIKAPChKUX 3acO0iB Ha TepUTOPii Jep:kaBU-arpecopa
(pociiicbkoi deaepariii) abo pecrnybiiku 6iopych, un micas 23 mortoro 2022 poky
BUMHSUIA IIPABOYMHHM OO0 ydacTi Xxoya 6 B OJJHOMY 3 eTalliB BUPOOHUIITBA OYIb-SIKOTO
Jikapcbkoro 3aco0y un ADI mignpreMcTBOM, pO3TallOBAaHIM Ha TEPUTOPIi AepKaBu-
arpecopa (pociiicekoi (emeparii) abo pecry6iiku 6i10pych, HagaBaJd TAaKOMY ITijl-
MPUEMCTBY B KOPUCTYBaHHs (hapMalleBTUYHI MaTepiaabHi a0 HeMaTepiaibHi aKTUBH
200 TIOB’d3aHi i3 HUMU TaTEeHTH, A03BOJIH, JilleH3il, peecTpalliliiii ocBilueHHd, TpaBa
Ta iHIII TOKYMEHTH, HeOOXiHi 11151 BI/IpO6HI/I]_[TBa (apMareBTUYHOI TPOYKILii, 30KpemMa
JiKapchKuX 3aco0iB, a Takoxk BupobHuITBa AMI, 3ilicHOBaIN TIepegady iX y Haiim
(opermy) abo Bimuy:KyBajau iX IPSMO YU OIOCEPEIKOBAHO Y BJIACHICTH PE3UIEHTIB
nepskaBu-arpecopa (pociiicbkoi dezpepariii) a6o peciry6riku 6110pych /1t BUPOOHUIITBA
apmanieBTUUHOI TpoayKItii [7].

Boaunouac 3rigno 3 [lopgaakom npunmHeHHsd /il peecTpalliiiHoro MoCBi4eHHS Ha
JiKapchKuii 3acib, sarBepkennM HakazoM MO3 Ykpainu Bix 05.08.2020 Ne 1801 (si
aminamn) [8] (mani — Ilopsnok), y 3asgBHuka ((dapmalleBTUYHOT KOMIIaHii, AUCTPU-
6’toropa) y pasi THMYAcoBOi 3a60POHM 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y Ha PUHKY
YKpaitu yepe3 BUNHEHHST IPABOYMHIB 3 (DapMaIieBTUIHUME Cy0’€KTaMI TOCTIOAPIOBAHHSI
pociiichkoi denepartii un pectyotiku 6i10pych € 6 MIiCSIIiB /1T HaaHHS MiATBEP/KEHOT
iHdopMmarlii 11010 yCyHeHHs MifcTaB Takoi 3a00poHKu abo rapaHTiiHUX 3000B’sI3aHb.
J17151 TOHOBJIEHHS PeECTPALiHOTO ITOCBiIYEHH 3asIBHUK MA€ HAJIATU IIJIaH IIPUITMHEHHS
BUPOOHUIITBA JIIKaPChKUX 3acobiB y aepxkasi-arpecopi (pociiicbkiii demeparii) um
peciy6uriti 6i10pych, MaTH TiATBEPIKEHHS MIO0 MOYATKY MOTo peasisaiii, odiliiine
i ITBEP/KEHHS KOMIIaHi1 ITPO MPUIIMHEHHS iHBeCTUIlIN Y 3a3HAYEHUX KpaiHaX, BUXO/Y
MPOTATOM POKY 3 iX puHKiB. [IpoTe, sik cayliHo 3ayBaxkyeTbes y aocimkenni Haitio-
HAJILHOTO areHTCTBa 3 MUTaHb 3amobiranHs Kopytiii, y TTopsaky BiacyTHii 4iTKuit
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MeXaHi3M Ta aJTOPUTM il YITIOBHOBaKEHMX 0Ci0, sIKi OyyTh IPUIIMATH PillleHHS IIPO
MIOHOBJIEHHS peecTpallii, a caMme: B sIKiil (opMi KOMITaHiT MalOTh Ha/IaTH MMiATBEP/XKEHY
iHdopMmailiito Ta rapaHTiiiHi 3000B’sI3aHHS, sIKi JOKYMEHTH BBa)KalOTHCS TOCTATHIMU;,
SKi KpuTepii OIliHKK TOKAa30BOCTi iH(opMmartii Bix gpapmalieBTHUHOI KOMTaHIT /17151 T10-
HOBJIEHHS ii Togasbiioi aisibHocTi [9]. Acomianiss “BupobHuku JikiB Ykpainun” y
CBOEMY 3BepHeHHi /10 MiHicTepcTBa OXOPOHU 3/I0POB’S1 Y KpaiHu Te)K 3BepTa€ yBary Ha
Te, 1110 TIPoIle/lypa TTOHOBJIEHHS /il peecTpailiiitHoro nocBiguennda y [lopsiaky B3arasti
He BuKaneHa [10].

PitieHHst 11po MOHOBJIEHHS JIil PEECTPAIiiHOTO MOCBi[YEHHST MOKe Oy TH PUITHSTE
MO3 Ykpainu Ha mijfictaBi miaTBepKeHOTO BUMHEHHS [Iild, 10 TIPU3BEJIN /10 YCYHEHHS
miZiIcTaB HOro NMpu3ymnuHeHHs. JIK 3a3HaYaioch BUIIle, OJHIEIO i3 MiZICTaB /s 3yIUHEHHS
06iry JikapchbKoro 3aco0y € Toil (hakxT, 1110 3asBHUK a0 YIOBHOBasKEHUIT HUM TIPEICTaB-
HUK micsas 23 motoro 2022 poKy BUMHSIIN TPABOYMHM MO0 y4acTi Xo4a O B OJHOMY
3 eramiB BUPOOHUITBA Oy/b-sIKOTO JiiKapchbkoro 3acody uyu ADI migmpueMcTBOM,
PO3TAIIOBAaHUM Ha TePUTOPIi fepskaBu-arpecopa (pociiicbkoi dezepartii) abo pecybikm
6iopych. To6TO TOCBiAUeHHST MOKe OyTH TIPU3YIHHEHE 3a MPABOYNH Yy MUHYJIOMY
yaci, 1110 He Ma€ 3BOPOTHOI [Iii, ika 6 jajia 3MOr'y YCYHYTH HiACTaBy IPU3YITUHEHHS JIi-
KapchbKoro 3aco0y. OarouacHo ITopsikoM He BU3HAYEHO Aill, IKi Ma€ BYNHUTH 3asIBHUK
(dapmareBTHYHA KOMIIAHIsS) /11 YCYHEHHS Ti/ICTaB, KpUTEPiiB iX 10Ka30BOCTi Ta 110-
PANOK mepeBipku. BHACIIIOK HeHaJe:KHOrO BPery/IioBaHHS Oy/Ib-sKi il 3asBHUKIB
MOKYTh OYTH TIPEIMETOM 3JIOBJKUBAHD UM KOPYIIiHHUX MaHiny it MO3 Ykpainu,
aJKe JIJIs KOMITaHiit MoKy Th OyTH BCTAaHOBJIEH] PisHi yMOBHM ISl TOHOBJIEHHS 00iry [9].

Takosx BkazanuM Buiile 3akonoM Kabiner MinicTpiB YKpaiHu yImoBHOBaKYETHCSI
npuiiMatu 3a ofganHaM M O3 pillteHHs PO TUMYACOBY 3YMTUHKY €KCTIOPTY JIiIKAPChKUX
3aco0iB y pasi HezabesreyeHHsT MoTped CUCTEMU OXOPOHU 3/[0POB’st YKPaiHU B TaKUX
nperapaTax y moBHOMY 006cs3i.

[Tocrtanosoro KMY Bixg 15.04.2022 Ne 471 Bueceno 3Mminu i1 go Jlinensiiinux
YMOB TIPOBAJIKEHHS TOCHOAAPCHKOI AisS/IBHOCTI 3 BUPOOHUIITBA JIIKAPChKUX 3ac00iB,
OITOBOI Ta po3APi6GHOI TOPriBJIi JIKaPCHhKUMU 3aCOOaMHU, IMITOPTY JIIKaPChKUX 3ac00iB
(xpiM akTUBHUX (papMalleBTUYHUX iHTPEiEHTIB), 3aTBEP/sKeHUX 1moctanoBoio KMY
Bix 30.11.2016 Ne 929, 3rigHo 3 AKUMU Ha Hepio] Aii BOEHHOroO cTaHy 3abe3ledyeHHs
JIOTPUMaHHA BUMOT 3aKOHO/IABCTBA I1PO JIIEH3YBaHHA BU/IiB FOCIIOIAPCHKOI AiSIbHOCTI
Iijl 4ac BBE3EHHS Ha TEPUTOPiI0 YKpainu, 30epiraHus, KOHTPOJIIO SKOCTi, BUmadi J10-
3BOJIy Ha BUILyCK (peaisalliio) cepii JiKapchbKux 3ac0o0iB, SIKi 3aKyIIOBYIOTHCS 0COOOIO,
YIIOBHOBR)KEHOIO Ha 3/1ilICHEHHS 3aKyiBesb Y cpepi OXOpOHU 3/10POB’s, 3 ICHIOETHCS
IIJISIXOM 3a/TydeHHsI Cy0'€KTIB TOCIOMapIOBaHHs, sIKi MAlOTh JITIEH3110 Ha MTPOBA/KEHHST
TOCIIOIAPCHKOI MiSMIBHOCTI 3 IMIIOPTY JHKapChKUX 3ac00iB;

3abe3IeueHHsT JOTPUMAaHHs BUMOT 3aKOHO/IaBCTBA TIPO JITIeH3YBaHHS BU/IIB TOC-
MOAPCHKOI MisIIBHOCTI TIi yac 30epiraHHsl, TPAaHCIIOPTYBaHHS JIIKApChKUX 3ac00iB,
1110 3aKYTIOBYIOTHCST 000010, YITOBHOBAKEHOIO Ha 3/IHICHEHHST 3aKyTiBeb y cepi oxo-
POHU 3/I0POB’sT, 3aKOHOIABCTBA ITPO KOHTPOJIb SIKOCTI JIIKAPCHKUX 3aCOBIB ITi/] yac or-
TOBOI TOPTIiBJIi 3IIHCHIOETHCS MUISIXOM 3aydeHHsI CyO'€KTiB rOCIOAapioBaHHsI, sIKi
MalOTh JIIEH3110 Ha IPOBAKEHHA TOCIOAAPCHKOI MigJIBHOCTI 3 OINTOBOI TOPTiBJi
Jikapcbkumu 3acobamu [3].
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Kpim TOro, mporsiroMm mepiogy fii BOEHHOro cTaHy Ta/ab0 HPOTSITOM IIECTH
MICATIIiB 3 [IHsI IPUTMHEHHs a00 CKacyBaHHsI BOEHHOTO CTaHy cy0'€KTU TOCIIOAPIOBaHHS],
SIKi MalOTh JIIEH3iI0 Ha BUPOOHMIITBO JIKAPChKUX 3aco0iB, BUIAAHY BiAMOBIZIHO 10
3aKOHO/IaBCTBA, MOKYTh 3/IHCHIOBATH peastizallifo (BifMycK) JiKapchbKux 3ac00iB, BU-
POOJIEHIX 3 METOIO EKCIIOPTY B iHII KpaiHw, Ta I1i/] Yac BUPOOHHUIITBA TOTOBUX JIKAPCHKUX
3acob6iB BuKopucroByBatu cybcranitii (ADI) anbrepHaTUBHUX BUPOOHMKIB, 30KpeMa
He3apeecTpoBaHi B Ykpaini (kpim cyberantiiii (ADI), siki BupobJieHi B gepskasi, 1o
oditiiiHo BU3HaHA YKpaiHOWO /ep:KaBOI0-arpecopoM), Ta JOMOMiKHI pedoBUHU i T1a-
KyBaJIbHUI MaTepiaJ, sKi He BHECEHi JI0 PEECTPAIiiHOTO JI0OChE Ha BiJIIIOBiIHUI JIiKapCh-
KUt 3acib, 3a YMOBH iX BiZITOBiTHOCTI crienndikarigM BXiTHOTO KOHTPOJIIO SKOCTi Ta
Bi/IMMOBITHOCTI TOTOBOTO JIIKAPCHKOTO 3aco0y, 10 BUPOOJIEHUIT 3 TX 3aCTOCYBAHHSIM,
BUMOIaM MeTOJ[iB KOHTPOJIIO IKOCTi, 3aTBEP/>KEHUM /[0 PEECTPALIIHOTO MTOCBiIUeHHS
Ha Ileil JiKapCchKuil 3acio.

Takox MpoTAroM 1bOTO Mepioy MoxKe 3/iCHIOBATUCS BBE3EHHS HA TEPUTOPIIO
YKpaitu JiKapchbKux 3ac00iB, 30KpeMa MEINYHIX iMyHOOIOJOTIYHIX TIPenapariB, TEPMiH
MPUAATHOCTI SKUX He 3aKiHYMBCs, TIPOTE He BiIMOBIA€ BUMOTaM IIOJI0 OOMEKEHHSI
TePMiHY IPUAATHOCTI JTIKaPChKUX 3aCO0IB, 10 BBO3SATHCS, Y pas3i HaaHH OOIPYHTYBaHHS
MOZKJIMBOCTI II0/I0 BUKOPUCTAHHS TAaKUX JIIKAPCHKMX 3aCO0IB /10 3aKiHYEHHST TEPMiHY
MPUAATHOCTI.

Takum 4ynMHOM, BBE/ICHHSI ITPABOBOTO PEKMMY BOEHHOTO CTaHY BUMaraJio Kap/u-
HAJIbHO HOBMIX MIXO/IB Y MiSITTBHOCTI fepskaBu y cepi peecTpailii JikapchKux 3acobiB
Ta ix 00iry. Pe3ybTaToM cTasio yxBajieHHs1 6araThboX 3aKOHOMABYMX 3MiH /sl eek-
TUBHOTO 3a0e3IeueH sl MPUPOIHOr0 TMpaBa JIOAWHU HAa OXOPOHY 3A0poB’si. Byso
HaIpalbOBAaHO MEXaHi3MU JepyKaBHOI peecTpallii Ta KOHTPOJIIO SAKOCTI JIKApPChKUX
3aco0iB, iX 06iry Ha TepuTOpii YKpaiHu IIi/J 4yac BOEHHOTrO cTany. IIpore mpuiHATTS
3aKOHO/IABUMX 3MiH BU3HAUYMJIO HU3KY MPOLEAYPHUX IIPOTAJIUH Ta KOPYIIIOr€HHUX
daxTopiB y cdepi peecrpaiiii Ta 06iry JikapchbKux 3acobiB i MOTpeOY€E MOAATBIIOTO
IIPaBOBOTO BPETYJIIOBAHHS.
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PECULIARITIES OF STATE REGISTRATION AND CIRCULATION
OF MEDICINES UNDER THE LEGAL REGIME OF MARTIAL LAW

This article analyzes the peculiarities of the legal regulation of health care,
particularly its important component — state registration and circulation of medicines
in wartime circumstances. Pharmaceuticals are specific products, the quality of which
directly affects the life and health of the population, so guaranteeing access to
effective, quality, modern and safe medicines provides one of the ways to ensure the
health of the population of Ukraine.

Various topical problems of public policy in the field of health care, mainly in
peacetime, have been dealt with many legal scholars. However, due to the large-scale
Russian military aggression from February 24, 2022 the legal regime of martial law
was introduced throughout the territory of Ukraine. In these circumstances,
implementing the state registration and circulation of medicines has its own peculiarities.
With the goal of continuously providing healthcare institutions and the population
with life-saving medicines and stimulating the production of domestic medicines in
the required volume after the declaration of martial law, the Ministry of Health
(MoH), the State Service on Drugs and Drug Control and the State Expert Center
of the Ministry of Health have simplified the registration, licensing, quality control
and import of medicines and their circulation. In particular, the Cabinet of Ministers
of Ukraine adopted some changes to the procedures of state registration and re-
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registration of medicines and their circulation during martial law. Among the changes
are the following:

approved the Procedure for urgent state registration of medicines, medical
immunobiological preparations, blood products supplied to Ukraine in the period of
martial law, under obligations. In this case, drugs (except for those originating from
the aggressor country) need urgent registration to provide medical institutions in
Ukraine without the right to sell them;

there were modifications to the Procedure for state registration (“re-registration”)
of pharmaceuticals: applications for registration procedures, registration dossier materials
and other documents can be submitted electronically. Thus, it makes the registration
process easier, as some applicant companies work outside their offices;

extended the validity of registration certificates for medicines, including those
subject to procurement through specialized organizations for public funds, which
expired during martial law and within six months from the date of termination or
cancellation of martial law. Following the end of martial law, their re-registration will
be carried out in the regular regime;

amendments to the Procedure for carrying out state quality control over medicines
imported to Ukraine, which will simplify the procedure for issuing conclusions on the
quality of medicines. Moreover, registered medicines can be imported in foreign
packages for their subsequent sale. Enacted amendments will alleviate the regulatory
burden on the pharmaceutical market entities and allows the use of all available
opportunities for the supply and production of medicines, as well as facilitate the
rapid filling of the pharmaceutical market and providing the entire population of
Ukraine and medical institutions with the necessary drugs while maintaining their
quality, efficacy and safety. The article also focuses on a number of procedural gaps
and corruption factors in the registration and circulation of medicines, which requires
further legal regulation.

Keywords: right to health care, medicinal products, registration of medicinal
products, peculiarities of medicinal products circulation, restrictions on medicinal
products circulation, legal regime of martial law, shortcomings of legislative regulation.
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