HOACHIOBAJIBHA 3AIIUCKA
10 npoekTy nocranoBu Kadinery MinicTpiB Ykpainu
«JlesiKi MUTAHHS ONTUMI3aNii IeP:KaBHOI peecTpaiii JiKapChbKNX
3aco0iB»
1. Mera

[Ipoext mnocranoBu KaOinery MinictpiB VYkpainum «Jleski mnuTaHHA
onTUMI3aIlli Aep>KaBHO1 peecTpallii JIKapChbKUX 3ac001B» (a1l - MPOEKT MTOCTAHOBH )
pO3po0JIeHUN 3 METOI0 YHUKHEHHS PHU3UKIB MOTPAIUISIHHS HAa PUHOK YKpaiHu
JIKapChKHUX 3aC001B 3 HE JIOBEJICHOIO SIKICTIO, 0€3MEK0I0 Ta €(heKTUBHICTIO.

2. O0rpyHTYBaHHS HEOOXiTHOCTI NMPUAHATTS aKTA

3 MoMmeHTy HaOpaHHs YyuHHOCTI octaHoBH Kabinety MinicTpiB Ykpainu Bif
15 xBitHA 2022 poky Noe 471 «Jlesiki MUTaHHS €KCTPEHOI AepKaBHOI peecTpariii
JIKApChKUX 3ac001B, MEAMYHUX IMYHOOI10JIOTIYHUX MpenapaTiB, NpernapaTiB KpoBl,
110 BUPOOJISIOTHCS 200 MOCTAYAIOTHC B YKpaiHy MPOTITOM Mepioy Aii BOEHHOTO
cTaHy, mij 3000B’s3anHs» MO3 Oyno 3apeecTpoBaHO 78 JiKapCchKUX 3ac00iB Ta
BIJIMOBJICHO Y Jiep>kaBHiil peectpariii 120 nikapcbKux 3aco0iB.

CraTUCTUUHUN aHall3 pPEeeCTpalifHOl MPOLEAYypH, a TAKOXK ACOPTUMEHTY
MOJIAHUX Ha JIepKaBHY PEECTPAII0 JIIKAPCHKUX 3ac001B, CBITYUTH MPO TE€, IO
JIOCUTH YacTo JI0 JACP>KaBHOI peeCTpallii MPONMOHYIOThCS Ti JIIKAPChKI 3aCO0H, SIK1 HE
MaloTh 3HAUyIIOI'O BIJIUBY Ha JIKYBAJbHUU IPOLIEC B NEPIOJ BOEHHOIO CTaHY,
JIKApChKl 3aco0M, 0araTo aHAJIOTIB SIKMX B)K€ BHECEH1 10 [lep»kaBHOro peecrpy
JKapChKUX 3ac001B YKpaiHU. A TaKoX Ti JIIKAPChKI 3aCOOM BUMOTH JO SIKUX HE
BCcTaHOBJeH! JlepxaBHOI (apMakorneero VYKpaiHu Ta/abo €BpOINEHCHKOIO
dapmakonieero, abo IHIIMMH HOpoBiIHUMH (papmakonesmu (bpuTaHCHKOIO
dapmakorieeto, papmakorneeto Anonii tTa CIIA Tomro).

3 METOI0 ONTUMI3AIlll MEXaHI3MY JIEpKABHOI peecTpalii JIKapChbKUX 3ac001B,
MEIUYHUX 1IMYHOOIOJIOTIYHUX MpemnapartiB, npenapartiB kpoBi, MO3 po3pobieHo
el TMPOEKT IMOCTAaHOBH, SKUM Iepea0ayaeThbCsi BU3HATU TAaKUM, IO BTPATUB
yuHHICT [lopsimok eKkcTpeHoi JepikaBHOI peecTpallii JKapChbKUX 3aco0iB,
MEIUYHUX IMyHOOIOJOTIYHUX MpernapaTiB, MpenapariB KPoBi, M0 BUPOOISIOTHCS
ab0o mocTayalThCs B YKpaiHy MpPOTATOM Tepioay [ii BOEHHOTO CTaHy, IiJl
3000B’s13aHHS, 3aTBEpKeHM moctaHoBoro Kabinery MinictpiB Ykpainu Big 15
kBiTHS 2022 poky Ne 471 «Jlesiki mUTaHHA E€KCTPEHOI Jep>KaBHOI peecTparrii
JIKapChKUX 3ac001B, MEIUYHUX IMYHOO10JIOTTUHUX MTpenaparis, penapaTiB Kposi,
110 BUPOOJISAIOTHCS a00 MOCTAYal0ThCsl B YKpaiHy MPOTAroM MepioAy i BOEHHOTO
CTaHy, miJ 3000B’s3aHHS». BpaxoByrouu HaJI3BHYAHHO CIHPOIICHI BUMOTHU 0O
JIKapChKUX 3aco0iB, fKI Misranu jAep:kaBHIM peectpauii 3rigHo Ilopsnky
EKCTPEHOI  Jep)KaBHOI  peecTparlii  JIKapChbKUX  3ac001B,  MEIUYHUX
IMyHOOIOJIOTIYHUX TpernapaTiB, MpenapariB KpoBi, L0 BHPOOJSIOTECA abo
MOCTa4Yal0ThCA B YKpaiHy MPOTATOM NEpioay Jii BOEHHOTO CTaHy, MiJ 30008’ 13aHHS
Ta BpaxoOBYIOUM, III0 EKCIEpTHA OI[lHKAa TaKuX JIKApChbKUX 3aco0iB  HE
3IIUCHIOETHCS, ICHYIOTh PHU3UKH TOTPAIUISHHS HAa PUHOK YKpaiHU JIKapChKUX
3ac001B 3 HE JIOBEJICHOIO SIKICTIO, 0€3MEKO0 Ta €(PEeKTUBHICTIO.



3. OCHOBHI NOJIOKEHHS NMPOEKTY aKTa

[IpoexT mocTaHOBHM Tepemdadae BU3HATH TaKUM, IO BTPATHB YUHHICTH
[Topsimok eKCTpeHOi Jaep:kaBHOI peecTparlii JKapchbKUX 3aco0iB, MEIMYHUX
IMyHOOI10JIOTIYHUX TIpernapariB, MpenapaTiB KpoBi, 10 BHUPOOISIOTECA abo
MOCTAYaOThCA B YKpaiHy TPOTATOM TepioAy /il BOEHHOTO CTaHy, IIij
3000B’s13aHHS, 3aTBEP/KCHHN TTocTaHoBor0 Kabinety MinictpiB Ykpainu Big 15
kBiTHA 2022 poky Ne 471 «Jlesiki muTaHHA €KCTPEHOI IEp)KaBHOI peecTparii
JIKapChKUX 3ac001B, MEMUYHUX IMyHOO10JIOTIYHHX TIpenapaTiB, MpenapaTiB KpoBi,
10 BUPOOJISIOTHCS @00 MOCTAYal0ThCs B YKpaiHy MPOTITOM MEPiofy il BOEHHOTO
CTaHy, IiJT 30008’ I3aHHS».

4. IIpaBoBi acnexkTn

VY naniii cdepi CycnuibHUX BIJHOCHH JIIFOTh TaKI HOPMATUBHO-TIPABOB1 AKTH:

[Topsimox AepkaBHOT peecTparii (mepepeecTpalii) JiKapCbKuX 3aco0iB,
3aTBepKeHUH noctaHoBoro Kabinety MinictpiB Ykpainu Big 26 TpaBus 2005 poky
Ne 376;

noctanoBa Kabinety MinictpiB Ykpainu Big 15 ciung 1996 poxy Ne 73 «IIpo
3arBep/KeHHsT [10JI0KeHHST MPO KOHTPOJb 32 BIAMOBIAHICTIO IMYHOO10JIOTTYHHUX
mpenaparib, 0 3aCTOCOBYIOTHCSI B MEJAMYHIN MPAKTHUIll, BAMOTaM JIEPKaBHUX Ta
MDKHApOJHUX CTaHIAPTIBY;

[Topsinok 3/11iiCHEHHSI IEP>KaBHOTO KOHTPOJIIO SIKOCTI JIIKAPCHKHUX 3aC001B, 110
BBO3SITHCSA B YKpaiHy, 3aTBep/keHuld moctanoBoto KaGinery MiHicTpiB Ykpainu
Bix 14 Bepecusa 2005 poxy Ne 902;

JlitieH3iiiHi yMOBU MPOBAKEHHS TOCIIOIAPCHKOT MISUIBHOCT1 3 BUPOOHHUIITBA
JIKApChKUX 3ac001B, ONTOBOI Ta PO3APIOHOT TOPTIBII JIKAPCHKUMH 3acO0aMH,
IMIIOPTY JIIKAPChKUX 3ac00iB (KpIM aKTUBHUX (apMaleBTUUHUX I1HTPEIIEHTIB),
3aTBepkeH1 nocraHoBoro KaGinetry MinictpiB Ykpainu Big 30 nucronana 2016
poky Ne 929;

[Topsimok nepskaBHOI peecTpairii JIKapChbKUX 3aco0iB, BAKIMH a00 1HIIUX
MEIUYHUX IMYHOOIOJOTIYHUX TMpernapaTiB g JIKyBaHHS Ta/a0o crenudiqHoi
npoduIakTUKU TOCTpoi pecmipaTtopHoi xBopoobu COVID-19, cnpuunneHoi
kopoHaBipycoM SARS-CoV-2, mig 3000B’s3aHHS ISl €KCTPEHOTO MEIUYHOTO
3aCTOCYBaHHs, 3aTBEp/pKeHUI moctaHoBoro Kabinety MinictpiB Ykpainu Big 29
rpyaHsa 2021 poky Ne 1446;

noctanoBa Kabinery MinictpiB Ykpainu Big 22 kBitHa 2020 poky Ne 341
«IIpo 3axomu mojo crabiizaiii 1iH Ha TOBapH, IO MAalTh ICTOTHY COIAJbHY
3HAUYYIICTh, TOBAPU MPOTUEIIIAEMIYHOTO MPU3HAYCHHS.

5. ®iHaHCOBO-eKOHOMIYHE OOIPYHTYBAHHS

Peanizaiiisi mpoekTy MOCTAaHOBH HE MOTpeOye (piHAHCYBaHHS 3 JEP>KABHOTO
Ta/ab0 MiCLEBUX OIOKETIB.



6. Ilo3uuisi 3aiHTEepecOBAaHNX CTOPIH

[IpoekT mocTaHoBM HE TMOTpedye TMPOBEAEHHS  KOHCYJbTAIlil 3
TPOMAJICHKICTIO.

[Ipo€eKT TOCTAaHOBM HE CTOCYETHhCS MUTAHb COMIATBHO-TPYI0BOI cdepw,
(GyHKIIOHYBaHHS MICIIEBOTO CaMOBPSAYBaHHS, ITPaB Ta IHTEPECIB TEPUTOPIATBHIX
rpoMaji, MICIIEBOTO Ta PEriOHaJbHOTO PO3BUTKY, MpaB oci0 3 1HBAIIAHICTIO,
(GyHKIIOHYBaHHSA 1 3aCTOCYBAaHHS YKpAaiHChKOi MOBU fK JEp’KaBHOi, TOMY HeE
noTpedye MOTOKEHHS 13 YNOBHOBAXKEHUMH MPEJICTABHUKAMHU BCEYKPATHCHKHUX
acoIfiaiiii opraHiB MICIIEBOIO CaMOBpPSJIyBaHHS YW BIJAMOBIIHUMH OpraHamMu
MICLIEBOTO CaMOBPSIyBaHHS, YIIOBHOBaXECHUMU MPEICTABHUKAMU BCEYKPATHCHKHUX
npodCIUIOK, X 00’€HAHHSMM Ta BCEYKPATHCHKUMHU 00 €THAHHSMM OpraHi3allii
po0OTONABIIB, YPSAIOBUM YIOBHOBaXEHHM 3 MpaB ocCi0 3 IHBaJIIIHICTIO Ta
BCCYKpPaiHCHKUMH I'POMaJICBKMMHU OPTaHizaIlisIMU 0C10 3 1HBATIAHICTIO, 1X CITIIKaMH,
YTIOBHOBaXEHUM 13 3aXHCTY JICPIKaBHOI MOBH.

[IpoekT MOCTaHOBH HE CTOCYEThCS cepy HAYKOBOI Ta HAYKOBO-TEXHIYHOL
TISUTBHOCTI.

[Ipo€ekT TOCTAaHOBU TMOTO/KEHO 3 MIHICTEPCTBOM €KOHOMIKH YKpaiHH,
MinictepcTBoM (piHaHCIB YKpaiHu, YnoBHOBaxkeHUM BepxoBHoi Pagu Ykpainu 3
paB JTIOUHHU.

[IpoexT moctanoBu moTpedye MOrokeHHs 3  MiHicTepcTBOM IUGPOBOI
TpaHchopmarlii YKpainu.

[IpoekT moOCTaHOBM MOTpeOye TMEPEHNOTOKEHHS 3 Jlep>xaBHOIO
PEryJIsTOPHOIO CITY:K0010 YKpaiHu.

[IpoexkT mocTaHoBM MOTpeOye TIPOBENECHHS TMPABOBOi  EKCIEPTU3U
MiHicTepcTBOM IOCTHIIIT YKpaiHu.

7. Oninka BixmoBigHOCTI

[Ipo€eKT MOCTaHOBH HE MICTUTh IOJIOKEHb, IIO0 CTOCYIOTHCA 3000B’S3aHb
Vkpainu y cdepi eBpomeicpkoi iHTErparii, mpaB Ta CB00OOJ, TrapaHTOBaHHUX
KonBeHI1i€f0 TTPO 3aXHUCT MIpaB JIOJWHA 1 OCHOBOIIOJOXKHHUX CBOOOJI, BILIMBAIOTH
Ha 3a0e3MeUeHHs] PIBHUX MPaB Ta MOMKIUBOCTEH KIHOK 1 YOJIOBIKIB, HE MICTAThH
PU3UKHU BUMHEHHS KOPYIIIMHUX MPaBOMOPYIIEHB Ta MPABOMOPYIIEHb, OB’ A3aHUX
3 KOPYIILI€I0, He CTBOPIOIOTH IMIJICTAB IS TUCKPHUMIHAILI.

I'pomanceka  aHTHKOpYTIIIHHA, IrpOMaJICbKa  aHTHUIWCKpPUMIHAIIHA
Ta TPOMaJIChKa TeHIEPHO-TIPABOBA EKCIIEPTU3U HE MPOBOIUIACK.

[Ipoext moctaHoBM mOTpeOye HamMpaBieHHS A0 YpsajmoBoro odicy
KOOpJIMHALlll €BPOTIENCHKOT Ta €BpoaTiIaHTHYHOI iHTerpanii Cekperapiaty Kabinety
MinicTpiB YKpainu ajsi IpOBEACHHS €KCIIEPTU3U Ha BIAMOBIIHICTh 3000B’ I3aHHSM
VYkpainu y cepi eBponeicbkoi iHTErpallli, y ToMy 4iciii MI>KHAPOIHO-TIPABOBUM,
ta npaBy €Bporericbkoro Coro3y (acquis €C).



IIpoexT mocraHoBH noTpedye HampaBiaeHHS 10 HallioHaJIbHOrO areHTCTBa 3
IATaHb 3aIlo0iraHHs KOpYIIii i1 BH3HAYEHHS HEOOXITHOCTI IPOBEIACHHS
AHTUKOPYIIIIHHOI eKCTIEPTHU3H.

8. IIporno3 pe3yiabrariB

Peanizariisi mocTaHOBM MaTUMeE TMO3WTUBHUM BIUIMB Ha TAIlIEHTIB B ILIJIOMY,
OCKIJTbKA JTO3BOJIUTh YHHKHYTH PHU3UKIB TOTPAIUIIHHS Ha PHHOK YKpaiHu
JIKapChKHUX 3aCc001B 3 HE JIOBEJICHOIO SIKICTIO, OE3MEeKOI0 Ta €()eKTUBHICTIO.

Peanizaiiisi mpoekTy MOCTAHOBH HE MATUME BILJIUBY Ha PUHKOBE CEPEIOBHIIIE,
3a0€3IeUeHHsI 3aXUCTY IIpaB Ta 1HTEPECIB Cy0 €KTIB TOCIOIapIOBAHHS, TPOMAJISH 1
JIEp’KaBU; PO3BUTOK PETIOHIB, IIJBUIIEHHS YU 3HIKEHHS CIIPOMOKHOCTI
TEPUTOPIAJILHUX TPOMAJT; PUHOK Tpalll, PiBEHb 3aiHATOCT1 HACEJICHHS; TPOMAJIChKE
3JI0pPOB’sl, TOKpAILEHHA YU TOTIPIICHHS CTaHy 3J0pPOB’sl HaceJeHHs abo HOoro
OKpEeMHX TPYyH; C€KOJIOTiI0O Ta HAaBKOJMIIHE TPUPOJHE CEPEIOBHINE, OOCIT
IPUPOAHUX PECYPCIB, PIBEHb 3a0pyIHEHHS aTMOC(PEPHOIrO MOBITPSI, BOAH, 3€METb,
30Kpema 3a0pyAHEHHSI YTBOPEHUMH BIJIX0JIaMH, 1HIII CYCH1IbHI BIIHOCUHH.

BrnuiuB Ha iHTepecH 3aiIHTEPECOBAaHUX CTOPIH:

3aiHTepecoBaHa BB peanizanii [TosicHeHHS 04iKyBaHOTO BIUTHBY
CTOpOHa aKTa Ha
3aiHTEPEeCOBaHy
CTOPOHY
Cy0’extn ITozutnBHUI YHUKHEHHS PHU3HKIB MOTPAIUITHHS HAa PHHOK
rOCIIOAAPIOBAHHS VYKpaiHu JiKapchKUX 3ac00iB 3 HE JI0BEIEHOIO
SKICTIO, 0€3MEeKO0I0 Ta €(hEeKTUBHICTIO.
HepxaBa ITo3uTuBHUI 3abe3neueHHss  O€3MEPEepPBHOCTI  BUKOHAHHS
byukuit MO3, JlepkIiKkcyk0u
I'poMansuu ITozutuBHUI VHUKHEHHS PU3MKIB MOTPAIUIIHHSA Ha PUHOK
VYkpainu jikapchKkux 3aco0iB 3 HE JOBEICHOIO
AKICTIO, 0€3MeK0I0 Ta eheKTUBHICTIO.

IHepumnii 3actynauk MinicTpa
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