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MIHICTEPCTBO OXOPOHMU 3/J0POB’Sl YKPATHH
(MO3 Ykpainn)
Byn. M. I'pymeBcbkoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, xox €IPIIOY 00012925

Ne Ha Ne BIIT

Jlep:kaBHa peryJsiTOpHA CJay:k0a
Ykpainu

MiHICTEpCTBO OXOpOHH 3/0pOB’S YKpaiHM HAJCWIA€ Ha IOTOKEHHS
npoekT noctaHoBu KaOinery MinicTpiB Ykpainu «IIpo BHeceHHS 3MIHH 110
nyHkty 4 Ilopsaky npepxaBHOI peecTpaiii (mepepeecTparii) Ae31HPEKIIHHUX
3ac001B», pO3pOOJIEHUII 3 METOK ONEPATUBHOTO BPErYJIOBAaHHS MNPOOJIEMHHX
NUTaHb peecTpauli Je31HQEeKIIHHuX 3aco01B, M0 CHPUATUME 30UIBLIIEHHIO
BUPOOHUIITBA JIe31H(PEKIIITHUX 3ac00iB Ta peaiizallii NPOTHUEMIAEMIYHUX 3aX0/I1B
II0JI0 MOLIMPEHHIO Ha TEpUTOpli YKpaiHM TroCTpoi pecHipaTopHOi XBOPOOH,
cupuurHeHoi kopoHasipycoMm 2019-nCoV.

BpaxoByrwum BaXJIMBICTh 323HAYEHOI'0 MUTAHHSA, IPOCHMO PO3IJIAHYTH
TA MOTOJAUTH MOT0 B OTHOJICHHHUI CTPOK.

Jonmarku:

1. IlpoekT akTta Ha 1 apk.

2. IlosicHrOBasIbHA 3amucKa Ha 3 apK.

3. AHaJi3 peryasaTopHOTO BIUIUBY Ha 6 apK.

3actynauk MinicTpa BikTop JIALIKO

Pynenko 253 74 53
0503488973
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KABIHET MIHICTPIB YKPATHU

IHOCTAHOBA

1530 2020 p. Ne

Kuis
IIpo BHecenHsi 3MinM 10 nyHKTY 4 Ilopsiaky Aep:kaBHOI peecTpamii
(mepepeectpanii) neindexuiinux 3acodiB

Kabinetr MinicTpiB YKpaiHi NOCTAHOBJISIE:

Buectn 3miny go nynkry 4 Ilopsaky depskaBHOiI — peecTparii
(mepepeectpaiiii) Ae3iHGEKIIHHUX 3ac001B, 3aTBEPIPKEHOT0 TOCcTaHOBOIO KabiHety
MinictpiB Ykpainu Big 3 mumnsst 2006 p. Ne 908 (y penakiii noctaHoBu KadiHety
MinictpiB Ykpainu Big 14 6epe3ns 2018 p. Ne 178) (Odiiitnuii BicHUK YKpainu,
2006 p., Ne 27, ct. 1949; 2018 p., No 25, ct. 901), cnoBa «um Ilopsakomy»
3aMIHUTH  CJIOBaMHU  «IOPSAKIB  AOCHIDKEHHS — Ccreuu(ivHOi  aKTUBHOCTI,
0e3MeyHoCTI, AKOCTI (€(heKTUBHOCTI) 3ac001B Ta iX BUIPOOYBAHHS HAa MPAKTHUILI».

IIpem’ep-minicTp YKpainu . HIMHUT' AJIb
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IHHOACHIOBAJIBHA 3AITMCKA

1o npoekty nocranoBu Kadinery MinicTpiB YKkpainu
«IIpo BHecenHs1 3MiHM 10 MyHKTY 4 IlopsiaKy aep:kaBHOI peecTpanii
(mepepeectpanii) gesindexuiiHux 3acodiB»

1. Pe3rome

MeToro npUiHATTS NPOEKTY mocTaHOBU «IIpo BHECEHHS 3MiHU 10 MYHKTY 4
[Topsinky nepskaBHOT peectparlii (mepepeectparilii) Ae3iHPEKIIHHUX 3ac00iB»
(mami — MPOEKT TOCTAHOBH) € OINEpPAaTUBHE BPETYIIOBAHHS MPOOJIEMHUX MUTaHb
peectpariii Ae31HPEeKIINHNX 3ac00iB, 0 CIPUITUME peajtizallii MpoTHeII IeMIYHUX
3ax0/IiB 100 momupeHHs Ha teputopii Ykpainu COVID-19, 30kpema, nuisixom
HAJXO/DKCHHS Ha PUHOK YKpaiHM HEOOX1THOI KUIBKOCTI €(PEKTHUBHUX, SKICHUX Ta
0e3neuHnx Je31H(EKIIMHNX 3ac001B.

2. IIpo0Jiema, sika moTpedye po3B’sA3aHHA

[ToctanoBoro Kabinery MinictpiB Ykpainu Big 3 munas 2006 p. Ne 908
3atBepakeHo [lopsimok aepkaBHOI peecTparlii (mepepeectpaiiii) aAe3iHPEKIIHHUX
3aco0iB (maii - [Topsamox).

[TopsiakomM BCTaHOBJIEHO, IO JEPXKABHY peeCTpaliio (IMepepeecTpalliio)
3ac001B ipoBouTE MO3 Ha mijfcTaBl MOJAHUX JOKYMEHTIB, 3a3HAYEHUX Y ITYHKTI
5 Tlopsnky, abo MO3UTUBHOIO BUCHOBKY JI€PKaBHOI CaHITapHO-EMiAeMIOIOTTYHOT
eKCIIEPTU3H, 1[0 BUJAHUI 0 MOMEHTY HaOpaHHs YMHHOCTI [TopsinkoM.

3 METOI0 NPOBENEHHS MPOTUENIIEMIYHUX 3aXOJIB IIOJ0 MOLIMPEHHS Ha
teputopli Ykpainm COVID-19, 3HauHo 3pocia mnorpeda B Je31HPEKIIHHUX
3acobax. BpaxoByroun TpuBanuii MPOMIKOK Yacy, HEOOXITHUUN HJIS MPOBEIACHHS
JOCITIJIKEHB CTICM(IYHOT aKTUBHOCTI, 0€3MEYHOCTI, AIKOCT1 (€(pEKTUBHOCTI) HOBUX
edeKkTUBHUX Ne31H(EKIIIHHNX 3ac00iB 1 iX BUMNPOOYBaHHS HA MPAKTHUIll, TOOTO
HEMOKJIUBICTh B KOPOTKI TEPMIHH 3IHCHUTU PEECTpAIlito 3aco0iB, ICHY€E 3arpos3a
BUHUKHEHHS AePiuuTy ne31H(PEKIIHMX 3ac001B HAa pUHKY YKpaiHM Ta 3HayHe
MIJBUIICHHS iX BapTOCTI, IO MOXE TMPU3BECTH JO0 HEKOHTPOJIHOBAHOTO
nommpenHss COVID-19.

3. CyTh IPOEKTY aKTa

[Ipo€ekTOM MMOCTAaHOBHM MPOTIOHYETHCS MPOJAOBKHUTH MOXKIIMBICTH PEECTpAIlii
ne3iHdeKifHMX 3aco0iB  Ha IiJACTaBl IO3UTHBHUX BHCHOBKIB JIepyKaBHOI
CaHITapHO-EM1EMIONOTTYHOI eKCIEPTU3U A0 HaOpaHHS YMHHOCTI HOBUX MOPSJIKIB
JOCHIKEHHsT crienu(igyHOT aKTUBHOCTI, O€3MeYHOCTI, SIKOCTI (e(EeKTUBHOCTI)
ne3iHdeKIMHMX 3aco0iB  Ta iX BUNPOOYBaHHS Ha TMPAKTHUIll, SKI BXKE
po3pobIst0TECa MiHICTEPCTBOM OXOPOHHM 3/I0pOB'S YKpaiHH.
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4. BniinB Ha 010/12KeT
Peainizariiss mpoeKkTy MOCTaHOBH HE IMOTpeOye T0AaTKOBHX (DiHAHCOBHUX
BUTPAT 3 JICP>KAaBHOTO YU MICIIEBOTO OIOJIXKETIB.

5. lo3uuisi 3aiHTEepPecOBAaHNX CTOPIH

[IpoexT MOCTAaHOBM HE CTOCYETbCA MHTAaHb (PYHKI[IOHYBAaHHS MiCIIEBOTO
CaMOBpSIyBaHHS, MpaB Ta I1HTEPECIB TEPUTOPIATbHUX TPOMai, MICIIEBOTO Ta
perioHaJIBLHOTO PO3BUTKY, COIIAIIBHO-TPYAOBOI cdepH, mpaB ocid 3 1HBAJIIHICTIO.
[Tporuo3 BIIMBY 10AA€THCA.

[Tpo€exT MOCTaHOBU HE CTOCYETHCS HAYKOBOI Cpepu Ta HALIOHAIBHO-TEXHIYHOT
JIATBHOCTI Ta He noTpelye po3risany HaykoBum komiteroM HanioHanbHOI panu 3
NUTaHb PO3BUTKY HAYKHU 1 TEXHOJIOTIH.

6. IIporno3 BILIUBY

[IpO€KT MOCTaHOBU € PETYISITOPHUM aKTOM. AHAJI3 PETYISATOPHOIO BILUIUBY
JOJTA€THCS.

Peanizaiisi mpoekTy MOCTAHOBH CHPHUSATUME pO3pOOLI Ta HAIXOHKEHHIO HA
pUHOK YKpaiHM HOBUX €(EeKTUBHHX Ta Oe3ne4yHuX Ae3iH(EeKIIHHUX 3aco0iB,
MOTEepe/KEHHI0 ToImupeHHs Ha Tteputopii Ykpainm COVID-19, 3MeHmieHHIo
BUIAJIKIB BHYTPIIIHBbOJIIKAPHAHOI 1H(DEKINT, a BIATAK — 1 BUTPAT Ha JIIKyBaHHS
MMaIICHTIB.

Peanizaiiisi npo€exTy MOCTaHOBM MaTUME MO3UTUBHUN BIUIUB Ha 1HTEPECHU SIK
BITUM3HSIHUX, TaK 1 1HO3EMHUX BUPOOHUKIB J€31HPEKUIMHUX 3ac001B, CIIPUATUME
30UTbIIEHHS! 00CATIB BUPOOHUIITBA JIe31H(PEKIIIHUX 3aC00IB Ta CTBOPEHHIO HOBHX
pPOOOUYUX MICIIb.

Peanizariiss mpoekTy MOCTAaHOBM HE MAaTUME BIUIMBY Ha PO3BUTOK PETIOHIB,
MJBUIIEHHS YU 3HIKEHHSI CIIPOMOXKHOCTI TEPUTOPIAIbHUX TPOMaJ, Ha €KOJIOTII0
Ta HAaBKOJIMIIHE MPUPOJIHE CEPELOBHILIE.

[Ipo€eKkT MOCTaHOBH HE CIpPaBISTAME HETaTUBHOIO BIUIMBY Ha CYCIHLUIbHI
BITHOCHUHHU.

7. Ilo3uuist 3aiHTEpPEeCOBAHUX OPraHiB

[Ipoexkt moctaHoBu nOTpeOye MOroKeHHs 3 MIHICTEPCTBOM PO3BUTKY
E€KOHOMIKH, TOPTIBJII Ta CIIBCHKOTO TOCHOAapcTBa YKpaiHu, MiHiCTepCTBOM
¢inanciB Ykpaiau, JlepkaBHOIO PETyISITOPHOIO CIy:k0010 YKpainu, JlepkaBHOIO
cnyk0010 YKpaiHM 3 THUTaHb OE3MEYHOCTI XapuyoBUX MPOAYKTIB Ta 3aXUCTY
CIOKMBayiB, MiHICTEPCTBOM FOCTHIIIT Y KpaiHHu.
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8. Pu3uku ta o0MeKeHHsA

Y TOpoeKTI MOCTAaHOBH BiACYTHI TOJOXKEHHS, SKI MOPYIIYIOTh MPUHIUI
3a0€3IeUeHHsI PIBHUX IIPaB Ta MOXKJIMBOCTEH JKIHOK 1 YOJIOBIKIB Ta MOJIOKEHHS, 110
MarOTh O3HAKU JUCKPUMIHAIIII.

[Ipo€ekT MOCTaHOBM HE MICTUTH HOpM, IO 3a4iMaroTh IpaBa 1 CBOOOIH,
rapanToBaHi KoHBeHIIi€10 PO 3aXUCT MPaB JIIOJAUHU 1 OCHOBOIIOJIOXHUX CBOOO.

VY IpoekTi MOCTAaHOBM BIACYTHI MpaBuja 1 MPOLEIYypH, SKI MOKYTh MICTUTH
PU3MKH BUMHEHHS KOPYMIIIHHUX TPaBOMOPYIIEHb.

I'pomanchka aHTHKOpYyMIliiHA Ta/ab0 TrpomajchKa aHTHUIMCKpHMIHAIIHA
EKCIIEPTU3H HE MTPOBOIUITUCS.

9. ITincraBa po3po0JieHHS MPOEKTY aKTa

[IpoekT mocTaHoOBU po3po0IieHO Ha mijacTaBl 3akoHy Ykpainu «lIpo 3axuct
HaceJeHHs Bl IHQEKUIMHUX XBOpPOO» 3 METOK BpEryJIOBaHHS MPOOJIEMHHUX
NUTaHb peecTpalii Je3iH(EeKIIMHNX 3ac0o0iB, 110 COpUITUME peanizali
MPOTHUETIIIEMIYHUX 3aX0/11B 1100 3ar00iraHHs MOMIMPEHHIO Ha TEPUTOPii YKpaiHu
COVID-19.

MiHicTp 0XOpOHH 310pOB’s1 Y KpaiHu Lnasa EMELb

« _» 2020 p.




