fIIOPIBHAJIBHA TABJIULA
10 MPOEKTY HaKa3y MiHicTepcTBa 0XOPOHM 310POB’°sl Y KpaiHU
«IIpo 3aTBepaxkenns 3min 10 Iopsaaky npunuHeHHs il pe€ecTpaliiHOro MOCBIAYEHHs Ha Jikapcbkui 3aci0 Ta [looxkeHHs
npo Kowmiciro MiHicTepcTBa 0XOpOHH 310pPOB’s YKPAiHU 3 NPUINIMHEHH il peecTPpaniiHOro NOCBiA4YeHHs HA JiKApCbKHUI
3acio»

3MICT MOJ0KEHHS aKTa 3aKOHOIaBCTBa | 3MICT BiATIOBITHOTO TIOJIOKCHHSI IIPOEKTY aKTa

IMopsaaok npunuHeHHs il peecTpaniifHOro NOCBil4eHHA Ha JikapcbKHii 3aci0, 3aTBepakeHOro Haka3oM MiHicTepcTBa 0XOpPOHU 310poB’A Ykpainu Bix 05
cepnHs 2020 poky Ne 1801, 3apeecTtpoBanoro B MinicTrepcTsi octuuii Ykpainu 28 :xosTHs 2020 poky 3a Ne 1062/35345

[TyskT 3 po3miny [ ITysxt 3 po3ainy I
3.V upomy Ilopsaxy TepMiHM BXKUBAIOTHCS Y TAKMX 3HAYCHHAX: 3. YV upomy [lopsaky TepMiHM BXKUBAIOTHCS Y TAKUX 3HAYEHHSX !

BusHaueHHss 100% piynoi morpedm B Jdikapcbkomy 3aco0i  —
po3paxyHkoBa iHdopmauis moao o0cAriB mpogaxy JiKapchbKoro 3acod0y 3a
JaHUMHU 3 po3apionoro ayaurty Sale Out Ta rocmiTajbHOro0 CHOXMBAHHSA
Cucremn pociigzkenns ¢papManeBTHYHOro punky 0asu nanux PharmXPlorer;

rpyna cy0’ekTiB rocnojaproBaHHA — JABa Ta Ouiblie cy0’ekTiB
rocrnoAapoBaHHs, SKIIO OAUH a00 JeKkiibka 3 HHUX HOpaAMo ado
0I0cepeIKOBAHO MOB’si3aHI BIIHOCHMHAMM KOHTPOJII0 4Yepe3 JOCATHEHHS 4YH
nepepuieHHss 25 yu 50 BigcoTKiB roJiociB y BHIIOMY OpraHi ynpasbJliHHA
BiAMOBIIHOIrO cy0’€KTa rocnoaprBaHHs Ta/a00 MalOTh CHLIbHOIO KiHLEBOI0
OeHediniapHOro BJIacHUKa (KOHTpoOJiepa).

OIOCePEeIKOBAHA JisUIBHICTD i3 BHPOOHHITBA JIKAapCBKHUX 3ac00iB Ha
TepuTopii nepxkaBu-arpecopa (Pociiicbkoi Pegepanii) ado PecmyOuiku
Binopycs — mepegaua wopuaudHid o0co0i, fika € pe3uIeHTOM Jep:KaBH-
arpecopa (Pociiicbkoi @Penepanii) abdo PecnyOuaiku bBiitopyes, Ta/a6o
BUPOOHHMYI MOTYKHOCTi IKOI PO3TALIOBAHI Ha TEePUTOPIi Aep:kaBH-arpecopa
(Pociiicbkoi ®epepanii) ado PecnyOaikm Bulopyeb, Ta/a0o KiHneBUM
OeHe(iniapHuM BJIACHHMKOM SIKOI € pe3HJeHT Aep:kaBu-arpecopa (Pociiicbkoi
®enepanii) ado PecnyOuiku Binopycs B kopucryBaHHsa ¢apManeBTHYHI
MartepianbHi 260 HemaTepiajbHi akTHBH a00 NOB’si3aHi i3 HUMH NATeHTH,
A03BOJIM, JileH3il, peecTpaliiiHi NMOcBiqYeHHsl, MpaBa Ta iHIII AOKyYMeEHTH,
HeoOXigHiI uId BHPOOHMUTBAa (apManeBTHYHOI NPOAYKUil, Yy TOMY 4HCJi
JiKkapcbKHX 3ac00iB, a Takok BUPoOHHITBa ADI;




MIPUMMHEHHS Aii peecTpariifHoro mocBildeHHs Ha JIKapchKHH 3aci® - MOBHA
a60 TuMYacoBa 3a00pOHA 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y;

MIOHOBJICHHA [ii PEECTpPaIifHOTO TIOCBIAYCHHS Ha JIKApChKHWA 3aci0 -
MTOHOBJICHHA 3aCTOCYBAaHHS JIIKapCHKOTO 3ac00y Micis MPUHHATTS BiANOBIIHOTO
pimenHs MiHicTepcTBa 0XOpOHH 310pOB’ sl YKpaiHu;

MMOBHA 3a00pOHa 3aCTOCYBAaHHS JIKapChKOTO 3ac00y MUIIXOM NMPUIHHEHHS il
peecTpamiifHOTO MOCBiAYEHHS - 3a00pOHAa 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y 0e3
MOJKJINBOCTI TIOHOBJICHHS TO3BOJIY Ha HOTO 3aCTOCYBaHHS;

MIPUMAHEHHS Aii peecTpariifHoro mocBi4eHHs Ha JIKapchKHH 3acid - MoBHA
a60 TuMYacoBa 3a00pOHA 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y;

MIOHOBJICHHSA [ii PEECTpPaIlifHOTO TIOCBIAYCHHS Ha JIKApChKHWHA 3aci0 -
MTOHOBJICHHSA 3aCTOCYBAaHHS JIIKapCHKOTO 3ac00y Micis MPUHHATTS BiANOBIIHOTO
pimenHs MiHicTepcTBa 0XOpOHH 310pOB’sl YKpaiHu;

MMOBHA 3a00pOHa 3aCTOCYBAaHHS JIKapChKOTO 3ac00y MUIIXOM NMPUIHMHEHHS il
peecTpamiifHOTO MOCBiAYEHHS - 3a00pOHA 3aCTOCYBAaHHSA JIIKAPCHKOTO 3aco0y 0e3
MOJKJIMBOCTI TIOHOBJICHHS TO3BOJIY Ha HOTO 3aCTOCYBaHHS;

npsMa AisIbHiCTh i3 BHPOOHHUITBA JIiKapChbKHX 3ac00iB Ha TepHTOPIl
aep:xau-arpecopa (Pocilicbkoi ®@enepauii) a6o Pecny0aiku binopyceb — 0ynb-
KUl i3 eramiB BHUPOOHUNITBA JIIKAPCBKHMX 3ac00iB 3JilCHIOETHCH Ha
BUPOOHMYMX MOTYXKHOCTHAX, SIKi pO3TAlIOBaHI Ha TepUTOPii aep:xkaBH-
arpecopa (Pociiicbkoi ®eaepanii) ado Pecny0aiku Bitopycb; Ta/ado 0yab-
SIKUH i3 eramiB BHPOOHMUTBA JiKAPCBKUX 3aco0iB 31iliCHIOIThCS
IOPUAUYHOK 0€00010, KiHeBMM OcHediniapHUM BJIACHMKOM SIKOI € Pe3UJAEHT
Aep:xxapu-arpecopa (Pociiicbkoi @enepaunii) a6o Pecny6aiku Binopycs; Ta/abo
Jikapcbki 3aco0u mictute A®I, kpaiHOI0 NOXOMKEHHS SAKOI € Jep:KaBa-
arpecop (Pociiicbka ®enepanis) ado Pecny6aika Binopycs;

pe3yJbTaT OWIHKH COLIaJbHOIO BIUIMBY 3a00pOHH 3aCTOCYBaHHSHA
JiKapCchbKOro 3aco0y HIAXOM NPUIMHEHHS Ail peecTpaniiiHOro NocBiT4eHHs —
3BiT  Jep:kaBHOro mignpueMcrBa  «/lep:kaBHMH  eKCHEPTHUH  LEHTP
MinicTepcTBa 0XOpPOHH 310POB’s YKpaiHW», 10 MICTUTh aHAJI3 [0J1i PUHKY
Jikapcbkoro 3aco0y; iHdopManilo 1oOA0 3apeecTPOBAHUX  AHAJIOTIB
Jikapcbkoro 3aco0y 3a kiaacudikauniero ATX-5 ta NFC-1, popmoro Bunycky
Ta BiANOBIAHMM [103yBaHHAM; iHopMaNil0 1040 HASBHOCTI JiKaApCbKOIO
3ac00y HAa PHHKY YKpaiHH MPOTArOM OCTAHHLOIO0 KAJIEHJAPHOIO POKY;
inpopmaniro mono 100% piynoi morpedu B Takomy JiKapcbKoOMYy 3aco00i;
y3arajibHeHi BUCHOBKH IOJA0 HACJIIAKIB BiACyTHOCTI JiKapcbKoro 3aco0y Ha
PHMHKY YKpaiHu;

cy0’€eKT rocmogaplwBaHHA - ocoda BiJ

HpuandHa HE3AJICIKHO




TUM4YacoBa 3a00OpoHa 3acCTOCYBaHHS  JIKApCBKOTO  3aco0y  HUIIXOM
MpPUNAHEHHS [ii peecTpamiifHOro TMOoCBigueHHS - 3a00poHa 3acTOCYBaHHS
JKapChbKOTO 3aco0y 10 YCYHEHHS OOCTaBHMH, AKi CTaal NPUYMHOIO I TakKoi
3a00pOHH, 3 HACTYIMHHMM IOHOBJICHHSM JO3BOJy Ha 3aCTOCYBaHHS JiKapChKOTO
3ac0o0y NUISIXOM IMOHOBJIIEHHS il peeCTpaIliifHOr0 MOCBITYCHHS;

TUMYacoBe 3yNMHWHEHHS JAEp)KaBHOI peecTpalii HUITXOM 3yNUHEHHA [ii
peecTpamiifHOTO TOCBITYEHHA Ha JIKapchbKWi 3aci6 - pimenHs MinicTepcTBa
OXOPOHHU 3I0pOB’s YKpaiHM TpOo THUMYACOBE 3YNUHEHHS il peecTparifHoro
MOCBITYEHHST Ha MiAcCTaBi KpUTepiiB, BU3HAUeHWX y MyHKTI 1 po3mimy III mporo
Iopsnxy, no npuitHarts MO3 pimmeHHS Tpo TOHOBIEHHS a0 CKacyBaHHS
JiepKaBHOI peecTpamii HMUITXOM MPHUIIMHEHHS [ii peecTpamiiHOro IMOCBiAYEHHS.
Jlikapcpki  3aco0um, BumymieHi B 00ir M0 THMYacOoBOIO 3YNUHEHHS il
peecTpaniifHOTO MOCBITYEHHS, MOXKYTh 3aCTOCOBYBATHCS B YKpaiHi 10 3aKiHUEHHS
iX TepMiHy MPUAATHOCTI, BU3HAYEHOTO BUPOOHUKOM Ta 3a3HAYCHOT'O Ha YIAKOBIIi,
mpo 1o B JlepxaBHOMY peecTpi JIIKapchKUX 3ac00iB pOOUTHCS BiIMITKA;

CKaCyBaHHA JIep>KaBHOI peecTpamnii MIIIXoM NMPUIUHEHHS [ii peecTpamiifHoro
MOCBIMYEHHST Ha JIKApChKUH 3acid - pimIeHHS TpO CKacCyBaHHA JEp>KaBHOI
peecTpamii [UISXOM TPUMWHEHHS Mdii PEECTPalliifHOTO TIOCBIAYEHHS, SKE
npuiiMaeTsest MO3 3a orompkennsaMm 3 Kadinerom MinicTpiB Ykpainu, He paHimie
HIDX 4depe3 6 MICAIIB Micias yXBaJeHHS DIMIEHHS PO TUMYACOBE 3yNMHHEHHS il
peecTpamiifHOTO TOCBIYEHHS Ha BIANOBITHWNA JiKapchbKui 3acid y pasi, SKIIO
3asBHHK (BJIACHHUK PEECTPALIHHOTO MOCBIAYEHHS) IPOAOBXKYE MiSIBHICTD 3TiAHO 3
nigmyakroMm 10 mysakty 1 posainy II mporo [lopsaky Ta mpoTsrom 6 MicsmiB He
BXKUB JKOJHOTO i3 3aXOMiB, SIKHH € MiJCTaBOIO 3TiMHO 3 myHKTOM 1 posmimy III
uporo [lopsnky s MOHOBICHHS [Iii peecTpaIlifHOTO OCBITUEHHS;

(apmareBTH4HI MaTepiajgbHi ab0 HemaTepianbHI aKTHBU - OCHOBHI 3aco0H,
HeMaTepiaNbHi aKTHBH, PEECTpaliiiHi JOChE, PE3YIbTATH JOCITIKEHD JIIKAPCHKUX

opraHizaniiHo-npasoBoi ¢popmu Ta opmu BaacHOCTI uyM PisudHa 0coda, 1m0
3aliiCHIOE AiSlJIBHICTh 3 BUPOOHUNTBA, peaJiizauil, npua0aHHA TOBApiB, iHILY
rocnoJapchbKy AifIbHICTh, Y TOMY YHCJI KA 3AilCHIOE KOHTPO/Ib HAJl iHIIOI0
IOPUAUYHOK YH (Pi3HYHOI 0c00010.

CKaCyBaHHA JIepP)KaBHOI peecTpamnii MIIIXoM MPUIHHEHHS [ii peecTpamiifHoro
MOCBIMYEHHST Ha JIKApChKWH 3acid - pIlIeHHS TpO CKacCyBaHHA JEp>KaBHOI
peecTpamii NUISXOM TPUTWHEHHS Mdii PEECTPalliifHOTO TIOCBIAYEHHS, SKE
npuiiMaeTsest MO3 3a norompkennsam 3 Kabinerom MinicTpiB Ykpainu, He paHimie
HiDX 4yepe3 6 MICAIIB Micias yXBaJeHHS DPIMIEHHS PO TUMYACOBE 3yNMHHEHHS il
peecTpamiifHOTO TOCBIYEHHS Ha BIANOBITHWN JiKapchbKui 3aci® y pasi, SKIIO
3asBHHK (BJIACHHUK PEECTPALIHHOTO MOCBIAYEHHS) IPOAOBXKYE MiSIBHICTD 3TiAHO 3
nigmyakrom 10 mysakty 1 posainy II mporo [opsnaky Ta mpotsrom 6 MicamiB He
BXKMB KOJHOTO i3 3aXOJiB, AKHH € MiJCTaBOIO 3TigHO 3 MyHKTOM 1 po3mimy III
nporo [lopsnky s MOHOBIICHHS [Iii peecTpaIlifHOTO OCBITUYEHHS;

TUMYacoBa 3a00OpoHa 3acCTOCYBaHHS  JIKAPCBKOTO  3aco0y  HUIIXOM
MPUNHAHEHHS [ii peecTpamiifHOro TMOoCBigueHHS - 3a00poHa 3acTOCYBaHHS
JKapchbKOTO 3aco0y 10 YCYHEHHS OOCTaBHMH, AKi CTadM NPUYMHOIO IS TakKoi
3a00pOHH, 3 HACTYMHHMM IOHOBJICHHSM JO3BOJy Ha 3aCTOCYBaHHS JiKapChKOTO
3ac0o0y NUISIXOM IMOHOBJIIEHHS il peeCTpaIliifHOro MOCBITYCHHS;

TUMYacoBe 3yNMHWHEHHS JAEpKaBHOI peecTpalii HUITXOM 3yNUHEHHA [ii
peecTpamiifHOTO TOCBITYEHHS Ha JiKapchbKui 3aci®é - pimenHs MiHicTepcTBa
OXOpPOHH 3H0pOB’S YKpaiHM NpO THUMYAcOBE 3YNMUHEHHA il peecTpariifHOro
MOCBITYEHHSI Ha MiAcTaBi KpUTepiiB, BU3HAUeHWX y MyHKTI 1 po3mimy III mporo
Iopsnxy, no npuitHarTs MO3 pimmeHHS Tpo TOHOBIEHHS a0 CKacyBaHHS
JiepKaBHOI peecTpamii HMUITXOM MPHUIIMHEHHS [ii peecTpamiiHOro MOCBiAYEHHS.
Jlikapcpki 3aco0um, BumymieHi B 00ir M0 THUMYAacOBOTO 3yHUHEHHS i
peecTpaniifHOTO MOCBITYEHHS, MOXKYTh 3aCTOCOBYBATHCS B YKpaiHi 10 3aKiHUEHHS
iX TepMiHy MPUAATHOCTI, BU3HAYEHOT0 BUPOOHUKOM Ta 3a3HAYCHOTO Ha YIAKOBIII,
mpo 1o B JlepkaBHOMY peecTpi JIIKapChKUX 3ac00iB pOOUTHCS BiIMITKA;

(apmareBTH4HI MaTepiajgbHi ab0 HemaTepianbHI aKTHBU - OCHOBHI 3aco0H,
HeMaTepianbHi aKTHBH, PEECTPaliiHI J0ChE, PE3YyIbTATH JAOCTIIKEHD JIIKAPCHKUX
3aco0iB, 3amacH, fAKi 0e3rmocepeHbO BHKOPHUCTOBYIOTHCS JUIsI BHPOOHHIITBA
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3aco0iB, 3amacu, fAKi Oe3rnocepeaHbO BUKOPHUCTOBYIOTHCS JUISI BHPOOHHUIITBA
(hapMareBTHIHOT MPOTYKIIiT;

(apManeBTHYHA TPOAYKINSA - TPOMYKINS, SKa HAISKHUTh OO JIKAPCHKHUX
3ac00iB BixmoBigHO 10 craTTi 2 3akoHy YKpainm «lIpo mikapchki 3aco0m».

IHmi tepmiam BXuBalThbeA y oMy llopsinKy B 3HaueHHSX, HABEACHHUX Y
3axoHi Ykpainn «lIpo mikapchki 3aco0M» Ta iHIIMX HOPMATHBHO-TIPABOBHUX aKTaX.

(hapMareBTHIHOT MPOTYKIIiT;

(apManeBTHYHA TPOAYKINSA - TPOMYKINSA, SKa HAISKHUTh OO JIKAPCHKHUX
3ac00iB BiamoBigHO 10 craTTi 2 3akoHy Ykpainu «lIpo mikapchki 3aco0m».

Tepmin «kinnesuii OeHediniapHuii BJacHUK (KOHTPOJIEP)» BIKUBAECTLCH B
nbomy Haka3i y 3HaueHHi, HaBegeHOMY y 3akoHi Ykpainu «IIpo 3amodiranus
Ta NPOTHAI Jieraidizauili (BiIMMBaHHIO) 10XO0IiB, OJepP:KAHMX 3JOYUHHUM
HUIAX0M, (PIHAHCYBAHHIO TepOpH3MYy Ta (PIHAHCYBAHHIO PO3IOBCIO/IKCHHA
30poi MacoBOIr0 3HUILEHHA.

IHmi tepmiaM BXHBarOThCS y mboMy llopsiaKy B 3HAa4eHHSAX, HaBEACHUX Y
3axoni Ykpaiau «lIpo mikapchki 3aco0m» Ta iHIITNX HOPMATHBHO-TIPABOBHX aKTaX.

[igmynkr 10 myskty 1 po3ainy II:

10) BcraHoBneHmit (¢dakT, IO 3aABHUK (BJIACHUK PEECTpAIiifHOrO
MTOCBITYEHHST) JIIKAPCHKOTO 3ac00y a00 yIMOBHOBa)KEHUI HUM INPEICTAaBHUK MPSMO
ab0 omocepenKoOBaHO € TOB’A3aHUM 13 Cy0’ €KTaMH TOCIIOIapIOBAHHS, BKIIOYAI0UH
iX TpeACTaBHUKIB, iX BiJOKpeMJIeHI HiApo3ainn (¢inii, NTpeIcTaBHUIITBA),
JenH3iaTiB, 3aABHHUKIB, BUPOOHMKIB Ta MOCTAYAIbHUKIB, SKi 3AIHCHIOIOTH TPAMY
abo omocepenKoBaHy MisUIbHICTD 3 BUPOOHHIITBA JIIKAPCHKUX 3aC00iB HAa TEPHUTOPIi
nepxasu-arpecopa (Pocificekoi ®enepartii) abo Pecy6niku binopycs, abo micus
23 miororo 2022 poKy BUMHSUIM NMPAaBOYMHHU ILIOJO0 yd4acTi xoda O B OJHOMY 3
eTamiB  BHPOOHHUITBA  OyIb-SIKOTO  JIHKAapChbKOro 3aco0y UYMW  aKTUBHOTO
¢apmaneBTuaHOTO iHTpemieHTa (mami - ADI) mianmpueMcTBOM, po3TalIOBaHUM Ha
Teputopii nepxxasu-arpecopa (Pociiicekoi denepartii) abo Pecny6mixu binopycs,
HaJaBaly TaKOMY HIANPHEMCTBY B KOPHCTYBaHHS (hapMaleBTUYHI MaTepiaibHi
abo HeMarepianbHi akTHBH a00 TOB’s3aHi 13 HUMHU TATEHTH, ITO3BOJH, JIIEH3II,
peecTpamiifHi TOCBiAYEHHA, TpaBa Ta IHII JOKYMEHTH, HEOOXimHI s
BUPOOHHNITBA (hapMaleBTUYIHOI MPOAYKIii, Y TOMY YHCIHI JIKapchbKUX 3aco0iB, a
Takok BHpoOHHITBa A®I, 3miiicHioBanu mnepemady ix y HaiiM (opeHzay) abo
BITUyKyBaJH iX mpsiMo abo OMOCepenKOBAaHO y BJIACHICTh PE3HICHTIB JepXKaBH-
arpecopa (Pociiicekoi @enepanii) abo Pecmy6mixu bimopyck niast BUpoOHHITBA
(apmMareBTHYHOT MpoAyKLii. Y pa3i BCTAaHOBICHHS BKa3aHOTO (haKTy PIillIEHHS MPO
moBHYy abo THUMYacoBY 3a0OpOHY 3aCTOCYBaHHS JIKapCHKOTO 3ac0o0y MUISIXOM
MPUNHAHEHHS Jii peecTpamiiHOro TOCBiMYeHHA 0e3 TOoBepHeHHS 300py 3a

Higmynkr 10 myskrty 1 po3aminy 1I:

10) BcraHoBJeHUH (aKT, WO Cy0’€KT rocnojaproBaHHsA Ta/ado rpyma
cy0’€KTiB TrocnofaproBaHH#A, [0 CKJIAaQy SKOI BXOAMTh ueH cy0’eKkT
rocrnoJAapoBaHHs, JiKapcbKi 3ac00M BUPOOHULTBA SIKOIrO (-0i) 3apeecTpoBaHi
B YKpaiHi, 31iliCHI0O€ NPAMY JifIbHICTh i3 BUPOOHHITBA JiKAPCHKHUX 3aC00iB
Ha TepuTopii nepxaBu-arpecopa (Pocilicbkoi @enepauii) ado Pecny0.iku
Binopycs.




NEpKaBHY PEECTpAIlif0 MOXe OyTH TPUUHATE BIAMOBIMHO JO BHUMOT I[HOTO
[opsanxy. Ilpu poMy pimieHHs PO MOBHY 3a00POHY Takoro JiKapchbKoro 3acoly
MOXe OyTH TpHHHATE HE paHillle HiK depe3 MIICTh MICAILIB MICII yXBaJE€HHS
piIIeHHs PO THMYacOoBY 3a00pOHY 3aCTOCYBaHHS bOTO JIIKAPCHKOTO 3ac00y.

[TysxT 2 po3miny 11

2. MiHicTepCTBO OXOPOHH 370pOB’S YKpaiHM HE INpHiMae pilIeHHS Mpo
MOBHY ab0 THMYacoBy 3a00pOHY 3aCTOCYBaHHS JIIKapChbKOTO 3ac0o0y IUIIXOM
MPUNUHEHHS Aii peecTpalriifHoro mocBimYeHHs, IO HEe OyB BBEICHUI B 00Ir Ha
TepuTopii YKpaiHu MPOTATOM TPHOX POKIB 3 MOMEHTY HOTO JiepXaBHOi peecTpariii
(mepepeectpartii), SAKII0:

JiKapchKuii 3aci0 € opuriHanbHUM/pedepeHTHIM;

B YKpaiHi BiICyTHI aHAJIOTH 3a CKIAIOM Ta MOKA3aHHSAMHU ISl MEIMIHOTO
3aCTOCYBaHHS;

€ TKAapChKUM 3ac000M, MPHU3HAYCHUM I HANaHHS HEOOXiTHOI MeAMYHOT
JIOTIOMOTH  HACEJEHHIO TpH 3AiHCHEHHI cHerudpiqHol IMyHONPOQITaKTHKH
iHpeKIIHHNX 3axXBOPIOBAaHb, SKi BXOMATh A0 KameHmaps mnpogiTakTHIHUX
HmieTyieHs B YKpaiHi, 3aTBepAKeHOro Haka3oM MIiHICTepCTBA OXOPOHH 3I0POB’S
VYxpaiau Big 16 Bepecus 2011 poky Ne 595, 3apeectpoBanoro B MiHicTepcTBi
foctunii Ykpaian 10 xoBTHsA 2011 poky 3a Ne 1159/19897 (y pemaxmii Hakazy
MinicTepcTBa OXOpOHHU 3710poB’s YKkpainu Bix 11 cepmas 2014 pokxy Ne 551), Ta
nmikyBaHHS TyOepkymnpo3y, BIJI/CHIJI, BipycHHX remaTwTiB, OHKOJIOTIYHHX Ta
piakicHuX (opdaHHNX) 3aXBOPIOBAHb.

MiHiCTepCTBO OXOPOHHU 3A0pOB’S YKpaiHU He NMpHUiMae pillIeHHs Ha MiAcTaBi
nigmysakty 10 myakty 1 posaimy Il mporo Ilopsnaky mpo ckacyBaHHS AepKaBHOL
peecTpamii NUIAXOM MPUIHMHEHHS Jii peecTpariifHoro mocBiq4eHHs Ha JIKapChKUH
3acid abo CKOpOUYEHHS TEPMiHYy [ii peecTpamiifHOTO MOCBiAYEHHS Ha JIKAPCHKUI
3aci6 abo Mpo TMMYAcOBE 3yNMHEHHS JIeP>KaBHOI peecTpariii MIITXoM MPUITHHEHHS
Iii peecTpariifHOro MOCBiMYEHHS Ha JIKAPCHKHI 3acid, SKIIO TaKui JTiKapChKUI
3acib €:

JKapChbKUM 3ac000M, KM Mae MEHIIEe HiXK 2 aHaJoriB (SKi 3apeecTpoBaHi B
VYkpaini 3a mporeaypor BH3HA4YEHOIO IlopsakoM TpOBEAEHHS EKCIEePTH3H
peecTpamiifHUX MaTepiajiB Ha JIKapchKi 3aco0H, MO0 MOJAIOTHCS HA JAEP)KaBHY
peecTparmiro (MepepeecTpariio), a TaKoX EKCIePTU3W MaTepialliB MpO BHECECHHS
3MiH JI0 peecTpalifHUX MaTepianiB MPOTATOM il peecTpamiifHOTO MOCBiTYEHHS,
3aTBepKEHNM HakazoM MiHicTepcTBa OXOPOHHM 370pOB’sl YKpaiHu Bij 26 cepmHs

2. MO3 wHe mnpuiiMae pimeHHS PO NOBHY ab0 THUMYACOBY 3a00pOHY
3aCTOCYBaHHS JIKapCchbKOro 3aco0y NUIAXOM TPHUIHMHEHHS [ii peecTpamiifHOro
MOCBiTYEHHS, [0 He OyB BBeZACHHH B 00Ir Ha TepuTOpii YKpaiHu MPOTATOM TPHOX
POKIB 3 MOMEHTY HOTo Jep»)aBHOI peecTpanii (TlepepeecTpaitii), IKIIo:

JiKapchKuii 3aci0 € opuriHanbHUM/pe)epeHTHNM;

B YKpaiHi BiJICYTHI aHaJOTH 3a CKJIAJOM Ta IMOKa3aHHSIMHU IS MEIUIHOTO
3aCTOCYBaHHS;

€ JIKapChbKUM 3aco00M, MPU3HAYEHUM I HaJaHHSA HEOoOXimHOI MemudHOI
JIOTIOMOTH  HACEJeHHIO TMpH 3AiHCHEHHI cherudpiqHol IMyHONPOQITaKTHKH
iHpeKIIHHUX 3axXBOPIOBAaHb, SKi BXOIATh A0 KameHmaps mnpogiTakTHIHUX
mieryieHs B YKpaiHi, 3aTBepIKeHOro Haka3oM MIHICTEpCTBa OXOPOHH 3/10POB’S
VYxpaiau Big 16 Bepecus 2011 poky Ne 595, 3apeectpoBanoro B MiHicTepcTBi
foctunii Ykpaian 10 xxoBTHA 2011 poky 3a Ne 1159/19897 (y penaxmii Hakazy
MinicTepcTBa OXOpOHHU 3710poB’s YKpainu Bix 11 cepmas 2014 pokxy Ne 551), Ta
mikyBaHHS TyOepkymnpo3y, BIJI/CHIJ/I, BipycHMX remaTtwTiB, OHKOJOTIYHHMX Ta
piakicHuX (opdaHHNX) 3aXBOPIOBAHb.

MO3 ne npuiimae pimeHHs Ha migctasi mianyHkTy 10 myskty 1 posmimy II
poro Ilopaaky mpo ckacyBaHHS JIep)KaBHOI peecTpamii NUISIXOM MPHUIMHEHHS il
peecTpamiifHOTO MOCBIAYEHHS Ha JIKapchKUi 3acid abo CKOpOUYeHHS TepMiHy Ail
peecTpamiifHOTo OCBITYEHHS Ha JIIKapChKUi 3aci06 abo mMpo THMYAacOBE 3yMMHEHHS
JiepKaBHOI peecTpanii IUITXOM MPUIMHEHHS il peecTpamiifHOTO MOCBIYEeHHS Ha
JKapchKuil 3aci0, KO Takuil TiKapchKuii 3acio €:

JiKapchbKUM 3aco00M, SKHH Mae MeHIle 3 aHaJoriB (SKi 3apeecTpoBaHi B
VYkpaiHi 3a mporeaypor BH3HA4YEHOIO IlopsakoM TpOBEAEHHS EKCIEePTH3H
peecTpamiifHuX MaTepiajiB Ha JIKapchKi 3aco0H, IO MOJAIOTHCS HA JAEP)KaBHY
peecTpamiro (MepepeecTpariio), a TaKoXK EKCIePTU3W MaTepialliB MpPO BHECEHHS
3MiH JI0 peecTpalifHUX MaTepianiB MPOTATOM il peecTpamiifHOTO MOCBigYEHHS,
3aTBep/KEHNM Haka3oM MiHiCTepcTBa OXOPOHHM 370pOB’S YKpaiHu BiJ 26 cepmHs
2005 poky Ne 426, 3apeectpoBanuM B MiHicTepcTBi foctuiii Ykpainu 19 BepecHs
2005 poky 3a Ne 1069/11349) 3a xnacudikamiero ATX-5 ta NFC-1, dopmoro




2005 poky Ne 426, 3apeectpoBanuM B MiHicTepcTBi 1octullii Ykpainu 19 BepecHs
2005 poky 3a Ne 1069/11349) 3a xmacudikamiero ATX-5 ta NFC-1, mo
3apeecTpoBaHi Ta IIOCTA4alOThCd Ha PHHOK YKpaiHH TPOTATOM OCTaHHBOTO
KaJICHJApHOTO POKYy, 3a yMOBH, IO KOXEH OKPEMO 3 3asBHHKIB (BIACHUKIB
PEECTPAlifHOTO TIOCBiMUEHHS) [HWX aHAJOTIB MIATBEPIUTH CBOK TOTOBHICTH
3abesmeunt 100 % moTpeby KpaiHM y TakoMy JIKapChKOMY 3aco0i IIIIXOM
HagaHHA MIiHICTEPCTBY OXOpPOHM 3I0pOB’S YKpaiHH JHcTa 3asBHUKOM abo
YIOBHOBA)XXEHOI0 HUM 0C00010. Y pa3i BiJICYTHOCTI TaKHWX JHCTIB JKapCHKUI
3aci0, Ma€ MaTH He MeHINe Hixk 3 aHajorm (ki 3apeecTpoBaHi B YKpaiHi 3a
MpoIeaAypol0 BU3HadeHOI0 IlopsakoM TpOBEAEHHS EKCHEepTH3M peecTpamiiHnX
MarepiayiB Ha JiKapchKi 3aco0H, M0 MOMAOTHCS Ha JCPKAaBHY PEECTpPAIiio
(mepepeecTpariito), a TaKOXX EKCHEpTH3W MaTepiajiB NMpo BHECEHHS 3MiH [0
peecTpamifHUX  MartepialiB  MPOTATOM Ail  pEeecTpamifHOTO  MOCBiTYEHHS,
3aTBep/KEHNM HakazoM MiHiCTepcTBa OXOPOHHM 370pOB’S YKpaiHu BiJ 26 cepmHs
2005 poxy Ne 426, 3apeectpoBannM B MiHicTepcTBi toctuiii Ykpainu 19 BepecHs
2005 poky 3a Nel069/11349) 3a xnacudikamiero ATX-5 ta NFC-1, mo
3apeecTpoBaHi Ta IIOCTA4aIOThCA Ha PHHOK YKpaiHH TPOTATOM OCTaHHBOTO
KaJICHIapHOTO POKY;

6io0TiYHNM, IMyHOO10JOTIYHUM (IMYHOJIOTIYHHM) JIIKAPCHKHUM 3aC000M;

OpHUTiHATHHUM (IHHOBaLIHHUM), peepEeHTHUM JTIKapCHKUM 3aC000M;

JKapchbKUM 3ac000M, BKJIIOUYEHHM 0 CTAaHIApTiB (MPOTOKOJIB) JiKyBaHHSI
piakicHuX (op¢aHHMX) 3aXBOPIOBAHb BIAMOBITHO IO TEPENiKy, IO MICTUTHCS Ha
odimifitnomy pecypci: https:// www.orpha.net;

JKapchbKUM 3aco0oM, ¢opmMa BHUIYCKY Ta JI03yBaHHA SKOTO HE MaroTh B
VYkpaiHi TeHepHUHUX 3aMiHHHKIB, IO 3apeecTpoBaHi Ta (PaKTUYHO PEaizyroThCs
Ha PUHKY;

JKapChbKUM 3ac000M, KUK MPOHIIOB mpornenypy npekanidikamii BOO3 ta
BKIItoueHN 1o meperniky BOO3 mpexBamidikoBaHHX JTiKapchbKuX 3aco0iB, abo
cxBanenni jo BukopuctanHs US FDA B pamkax HaazsuuaiiHoi iHIIiaTHBU

BHITyCKY Ta BiAIOBIAHWM [O3yBaHHSM, IO 3apEECTPOBAHI Ta MOCTAYAIOTHCS Ha
PUHOK YKpaiHU MPOTITOM OCTaHHBOI'O KaJE€HAAPHOIO POKY, 332 YMOBH, IO KOXEH
OKpEMO i3 3aBHHKIB (BJIACHHUKIB PEECTPALIWHOTO IOCBIAYEHHS) X aHAJIOTIB He
MOKYTh MiATBEPAMTH CBOKW TOTOBHicTh 3al0e3meuntn 100% (mwasxom
NiATBEP/:KEHHA HasIBHOCTI (Ha 4Yac OTPHMMAaHHA 3aluTy) pe3epBiB
BUPOOHMYMX INOTYKHOCTeil, KOHTPAKTIB Ha IOCTAYAHHSA BIiINOBIIHHX
KIIbKOCTEHl CHPOBMHHM Ta MarepianiB) mnorpedy KpaiHM Yy TakKomy
JikapcbkoMy 3aco0i musixom HaganHgs MO3  gmcra 3asBHUKOM 200
YIOBHOBAK€HOK HUM 0C00010;

OionoriganM, iMyHOOI0TOTIYHIM (IMYHOJIOTIYHHM) JTIKApCHKUM 3aC000M;

OpHUTiHATHHUM (IHHOBaLIHHUM), peepeHTHUM JTIKapChKUM 3ac000M;

JKapchbKUM 3ac000M, BKIIIOYEHHM O CTaHIAPTIB (IIPOTOKONIB) JIiKyBaHHSI
piakicHuX (op¢haHHMX) 3aXBOPIOBAHb BIAMOBITHO IO TEPENiKy, IO MICTUTHCS Ha
odimifinomy pecypci: https:// www.orpha.net;

JikapcbKMM 3aco00M, 1m0 3a KJacu@ikaliclo BiJHOCATBCH N0 TpyNH:
GO3A ropMoHa/IbHi KOHTPALENTUBH /IJISl CHCTEMHOI'0 32CTOCYBAHHS;

JIKapCcbKHUM 32c000M, [JIsl JTiIKYBAHHSI OHKOJIOTIYHHMX 3aXBOPHOBaHb, 10
3a kaacu@ikaniero BitHocaThes Ao rpyn: LO1 anTuHeonacTuyHi 3acodu;

NPOTUIYXJMHHI 3aco0u Ta/ab6o L02 3aco0u, mo 3acTOCOBYWOTbCH IJA
TOPMOHAJILHOI Tepamii;

JiKapcbKkMM 3aco000M, J1JA JIKyBaHHS 3aXBOPIOBAHb IIUTONOAIOHOL
3aJ1034, 0 3a kjaacu@ikanicro BigHocsaThea Ao rpynu: HO03 TupeorponHi
3acoou;

JiKapcbKHMM 3ac000M, (popMa BHIIYCKY Ta J03YBAaHHH IKOI'O0 He MAaKOTh B
YkpaiHi TreHepu4YHHX 3aMIiHHHKIB, 100 3apeecTpoBaHi Ta (AKTHUYHO
peaji3yloThCsl HA PHHKY;

JiKapchbKUM 3ac000M, SIKMI MpoiImoB mporexypy npekBamidikanii BOO3 Tta
BKIItoueHN 1o meperniky BOO3 mpexBamidikoBaHMX JITiKapchbKuX 3aco0iB, abo
cxBanenni 1o BukopuctaHHis US FDA B pamkax HaazsuuaiiHol iHimiaTHBU
[Ipesunenta CILIA 3 mHaganas gomomoru y 6opots6i 3 BUJI/CHIJ] - PEPFAR US
FDA Tentative approval.

3 MeTo10 yXBaJICHHSI pillleHHS NPo 3a00poHy 00iry JikapchbKoro 3aco0y Ha
nigcraBax, BU3HaYeHUX mianyHkrom 10 mynkry 1 posainy II usoro Ilopsiaky,
MO3 poOuTh 3anUTH 3 HAaJAHHAM NepeliKy JIKapCcbKHX 3ac00iB, NUTAHHSA
00 3200pOHM SIKHX BHHOCATBHCS Ha posrasan Kowmicii, 10 aep:kaBHOro
nignpuemcrea  «/lep:kaBHuii exkcnepTtHuii neHrp MiHicTepcTBa 0XOpOHHM




[Ipesunenta CILIA 3 mHaganas gomomoru y 6opots6i 3 BIJI/CHIJ] - PEPFAR US
FDA Tentative approval.

310pOB’ YKpaiHW» 3 METOK OTPUMAHHA OLIHKH COLIAJbLHOI0 BILIUBY TaKOL
3a00poHH (BKJIKYAKWYH ajde He OOMEXKYHYHCh ONIHKOKW BILUIMBY Ha
3a0e3neyeHHss MnOoTped mnanieHTiB YKpaiHM y BiAnoBigHOMYy JIiKyBaHHi,
BusHaueHHss 100% piuHol morpedu B TakoMy JlikapcbkoMy 3aco0i) Ta
ny0Jiikye pe3yJbTaTH TaKoi OUIHKM CONiaJbHOr0 BIJIMBY Ha odiniiiHomy
BeOcaiiti MO3 3a 10 podouux aniB g0 3acinanns Kowmicii npu posrasai
NUTAHb W00 THM4YacoBOi 200 NOBHOI 3200pOHM 3aCTOCYBAHHSI TAKOIo
JiKapchbKOro 3aco0y.

MO3 nucbMoBO iHGOPMY€ BJIACHMKA peecTpaniiiHOro mocpindeHHs ado
#Oro ynoBHOBaK€HOI'0 MPEJCTABHUKA NP0 MOJINBE 3aTBEP/AKCHHS PillICcHHSA
MO3 npo BcTaHOBJEHHA THMYacOBOi 3a00poHH 00iry Jikapcbkoro 3acody i3
3a3HAYEHHAM MiACTaBH Ui Takoi 3a00pOHHM, a TaKOK IOBHOIO
OOIPpYHTYBAHHSI HasIBHOCTIi TakKoOi MiJICTABM HAa OCHOBi [J0CTOBipHOI Ta
AKTyaJlbHOI 3aJ0KYMeHTOBaHOI iHdopmanii. BuacHuk peecrpauniiinoro
NOCBiAYeHHs 200 HiOro ynoBHOBAaKECHHH NpeACTaBHUK npoTtsarom 10 podounx
AHIiB 3 JaTM OTPpMMaHHA Takoi iHdopmanii Mae mMpaBo MoJaTH NUCbMOBI
NMOSICHEHHsl I0A0 HASIBHOCTI 200 BiICYTHOCTI MiACTAaB [JIsi BCTAHOBJICHHA
3a00poHH 00iry JiKapcbKOro 3acody.

Horinomaennss MO3 npo MoxJINBEe BCTAHOBJICHHS THMYACOBOI 3200pOHH
o0iry Jikapcekoro 3aco0y CyHpPOBOJKYEThCH pe3yabTaTaMH  OLIHKH
coliaNbHOr0  BIUIUBY 3a00pOHH, IO JAOBOAATBCH [0  BJACHHKA
peecTpaniiiHOro NocBif4eHHs 200 HOro yIOBHOBAKEHOI'0 NPeICTaABHUKA.

Y BHDAAKy HEraTMBHOIO pe3yJbTATy OLIHKH COLIAJbHOIO BILINBY
3a00poHH pilleHHS NPO NPHUIMHEHHS Ail peecTpaliiHOrO NOCBiIYeHHs He
NPUHMAEThCSH.

ITynaxT 1 Po3nimy III

1. JlepxaBHa cimyx0a YKpaiHM 3 JIKapchbKHX 3aco0iB Ta KOHTPOJIO 3a
HapkoTukamu, Ciyx0a 6e3nexu Ykpainu, Ciry:x0a 30BHIIIHBOI PO3BiAKH Y KpaiHH,
nepxaBHe mianpueMcTBo «JlepkaBHuit excreptHuit neHTp MO3  VYkpainmy,
KOMIETEHTHI PEeryJIsITOpPHI OpraHM iHO3eMHHUX JepxkaB y cdepi peecrpamii Ta
KOHTPOJIIO SIKOCTI JIIKapChbKUX 3ac00iB, MANPHUEMCTBA, YCTAHOBH, 1[0 HAJIEXKATh JI0
cdepu ynpasainas MO3, 3Bepratotbes 7o MO3 3 00rpyHTOBAHOIO MPOTIO3HIIIEI0
00 TOBHOI abo0 THMYacoBOi 3a00POHHM 3acCTOCYBaHHS JIIKapChKOTO 3acoly
[UITXOM TMPUIHWHEHHS Ail peecTpamiifHoro mocBigyeHHs HA JIiKapchKuil 3acib6 abo
CKacyBaHHA [I€p’KaBHOI peecTparii MHUIAXOM MPHUIHMHEHHS MOii peecTpariitHoro
MOCBITYEHHST Ha JIKapchKUil 3acid abo THMYAcOBOTO 3yNMHWHEHHS JepKaBHOL

ITynaxT 1 Po3nimy III

1. depxaBHa ciyx0a Ykpainu 3 JikapcbKHX 3aC00iB Ta KOHTPOJIIO 32
HapkoTukamu, Cuyx0a 30BHIIIHBOI po3Bigkum Ykpainu, Jlep:xkaBHe
nignpueMcreo «/lep:kaBHuii excneprtHuii ueHrp MiHicTepcTBa 0XOpOHHM
310poB’s1 YKpaiHu» 3BepraroThest 10 MO3 3 00IpyHTOBaHOK NPONO3HLIEI0
00 NMOBHOI a00 TUM4YacoBOi 32a00POHHU 3aCTOCYBAHHH JIKAPCHKOro 3aco0y
HJIAXOM NPUIIMHEHHS Jil peecTpaniifHOro NOCBil4eHHs Ha JiKapcbKkuil 3aci0
a0o ckacyBaHH# JIeP:KABHOI peecTpamii MUJISIXOM NPHINMHEHHS  Ail
peecTpaliiiHOro MNOCBiI4eHHs1 Ha JiKapchbKuil 3aci0 a0o THMYacoBOro
3yNHHEHHA [ep:KaBHOI peecTpanii WIISAXOM 3yNHMHEHHsI Ail peecTpauiiiHoro
NOCBiAYeHHS Ha JiiKapcbkuil 3aci0 3 ypaxyBanHam BuMmor nworo Iopsaky, 3




peecTpamii MUIAXOM 3yNHUHEHHS il peECTpPamiifHOTO MOCBiAYEHHS Ha JIKAPCHKUI
3acib 3 ypaxyBaHHSAM BUMOT 1160T0 [lopsaKy, 3 moCHIaHHSAM Ha BHSBIIEHI (pakTh Ta
nopymeras. MO3 indopmye 3asiBHUKA PO HATXOHKCHHS BiAIOBIAHOIT iH(pOopMartii
MpOTATOM 5 pobounx OHIB 3 JaTH, HAaCTYNMHOI 3a JHEM HAAXOJDKEHHS TaKoi
iH(popMarii.

MO3 posrisinae orpuMani npono3unii Ha 3aciganaax Kowicii MinictepcTBa
OXOpPOHH 3I0pPOB’s YKpaiHW 3 MPUIIMHEHHS il peecTpariitHoro mocBiA9eHHs (Iani
- Kowicist), siki mpoBoasATECS moMicsiaHO abo 3a iHimiatmBu MO3 abo wieHiB
Kowicii, 3 MeToro HamaHHSA pekoMmeHpalii MiHICTpy OXOpPOHHM 370poB’S YKpaiHU
1010 TPUITMHEHHS Jii peecTpaliifHOro MOCBIYEHHS Ha JiKapchkuid 3aci6. Cxuaf
Kowmicii 3atBepmxyerscst MO3. Pimenns Kowmicii npuiimMaroTsCst MpOCTOIO
O1TBIIICTIO TOJIOCIB.

Kowmicis muceMoBO TOBimoMIIsie€ 3asiBHHKA (IIpEJICTaBHUKA 3asBHUKA) MPO
MOJXJIMBY ITOBHY a00 THMYacoBy 3a00pOHY 3aCTOCYBaHHS JIKapChKOTO 3acoly
[UITXOM TMPHUIMHEHHS Aii peecTpamiifHOro MOCBiMTYEHHS i3 3a3HAYEHHSM OJHOTO
a00 MEeKiTbKOX 3a3HauYeHWX HWXKYE KPHUTEPiiB, MO € MiJCTaBOI0 I TaKOTO
pilIeHHs, Ta TPOMO3HUIIIEI0 TPO HAJAHHA IHCBMOBHX TIOSCHEHb. 3asgBHHUK
(mpexcTaBHUK 3asBHHKA) MpoTsAroM 10 poboumx AHIB 3 AaTH, HACTYNMHOI 3a JHEM
OTPUMaHHA TaKOTO TIOBIOMJIEHHS Mae TpaBo Hagathn Kowmicii muchMOBI
OoOIrpyHTOBaHI TOSICHEHHS IIOJ0 BiJICYTHOCTI 3a3HAa4eHHMX KpHUTepiiB y #oro
JISITBHOCTI.

Jo cxmany Komicii He MoxyTh OyTH 00paHi 0coOu, siKi MalOTh MOTEHITITHAN
9YH peasIbHUH KOH(IIIKT iHTepeciB y po3yMiHHI 3akoHy Ykpainu «IIpo 3amobiranus
Kopynuii». ¥ pa3i BHABIEHHS NMOTEHIITHOTO YM PeajbHOr0 KOHQIIKTY iHTepeciB
mozo uinera Kowmicii inmmim @ienom Kowmicii Ta/abo Oynp-sSKoi0 iHIIIO 0c000I0 -
s indopwmariss mae Oyt moBexeHa M0 roioBu Kowmicii He mi3HIimIE HACTYITHOTO
pobodoro mHs 3 matu BusBieHHA. ['omoBa KoMicii MOBHHEH BiICTOPOHUTH TaKOTO
wieHa Kowicii Bix yuacti y po6oti Kowmicii 1o BperymoBaHHS HHTaHHS IOJO
KOH(QUTIKTY iHTepeciB Ta moiHpopMyBaTH MiHICTpa OXOpOHH 3/10pOB’st YKpainu. 3a
HEMOJKJIMBOCTI HETalfHOTO BpPETyJIOBaHHA KOH(QIIKTY IHTEpeciB, IO BHHHK
ctocoBHO uwieHa Kowicii, Ta 3 MeTOI0 TONEpeIKeHHA IOro BUHUKHEHHS B
MaiOyTHROMY Takui uieH Komicii BuxmrouaeTses 3 ii ckiaay pimeHHsIM MiHicTpa
OXOPOHHU 3J10pOB’sl YKpaiHHu.

Kowmicis mpu po3risai nmuTaHe MOAO0 THMYacoBOoi abo IMOBHOI 3a00poHH
3aCTOCYBaHHS JKapCchbKOro 3aco0y NUIAXOM TPHUIHMHEHHS [ii peecTpamiifHOro
MOCBITYEHHsI HAa JIIKApChKUH 3acid y BWNAAKY, BH3HAUYEHOMY miAmyHKTOM 10

NOCWIAHHAM Ha BHABJEHI (pakTu Ta nopymenHs. MO3 indopmye 3aaBHEKA
NPO HAAXO/KEHHH BinoBinHol inpopmanii nporsirom 5 podouunx AHIB 3 1aTH,
HACTYNHOI 3a [HEM HaJIXOJKEeHHs Takoi iHpopmauii. ¥ pasi miaroroskmu
pilllecHHS NP0 NMOBHY a00 THMYAacOBY 3a00pOHY 3aCTOCYBAHHS JIiKAPChKOIO
3ac00y LIIAXOM NPUIIHHEHHA Jil peecTpaniiiHOIO NMOCBifYeHHsI Ha MiACTaBi
nignyHkry 10 mynkry 1 pospiny II nboro ITopsaxky MO3 Bigmoignum
JIICTOM 3aIlMTY€ Y 3asBHMKA NP0 NiATBepJ:KeHHs 3[iliCHEeHHsl cy0’€KTOM

roCclnoJapOBaHHA, SIKOr0  IPEACTaBJIsi€ 3asiBHUK, HpsaMoi  Ta/a0o
OIOCePEeIKOBAHOI ifNIbHOCTI 3 BHPOOHMITBA JIIKADCHKHX 3ac00iB Ha
Teputopii gep:kaBu-arpecopa (Pociiicbkoi ®Pepepanii) ado Pecmy0aikn

Binopycs.

MO3 mae npaBo camocTiiiHO a00 uepe3 aep:kaBHe HIiINPUHEMCTBO
«JlepxkaBHuii ekcneprHuii neHtp MO3 Ykpainn» 3BepraTuch 10 3asiBHUKIB
He Pe3U/JEHTIB, 3 METOI OTPUMAHHA HiATBEpPIKEHHS 3AilCHeHHsI cy0’e€KTOM

roclnoJapOBaHHs, $KOr0 BOHHM  MNPEICTABJIAAITb, MNpAMoOI  Ta/ado
OIOCePEeIKOBAHOI ifIbHOCTI 3 BHPOOHMITBA JIIKADCHKHX 3ac00iB Ha
Teputopii aep:kaBu-arpecopa (Pociiicbkoi ®Pepepanii) ado Pecmy0aikn

Binopycs. Y pasi He orpuMaHHs iHdopManii Bix 3aBHUKIB He Pe3U/JACHTIB B
TepMiH 10 gHiB 3 MoMeHTY BignoBigHoro 3anuty MO3, nepeiku JikapcbKHUX
3ac00iB Takux 3aABHHUKIB € migcrasow ia posrasaay Kowmiciero npn
¢popmyBanHi nepeniky (iB) JikapcbkHX 3aC00iB, 10 MiANATaTUMYTh NOBHI
a0o THM4YacoBiii 3a00poHi 3acToCyBaHHs JIIKAPCHKOro 3ac00y LLISXOM
NPUNHHEHHd Ail peecTpaniiHOro MOCBiTYeHHS.

MO3 posrasagae orpuMadi npomo3uuii Ha 3acinannax Kowicii
MiHicTrepcTBa 0OXOPOHH 310POB’st YKpaiHu 3 NPUIIMHEHHS Jil peecTpauniiHoro
nocBiryenHs (aaai - Kowmicig), sAxi npoBoasaThbcs momicsiyHo ado 3a
inimiatTueu MO3 abo uwieniB Kowmicii, 3 MeTo0 HagaHHA peKoMeHaauii
MinicTpy 0X0poHHM 310pOB’sl YKpaiHH 100 NPUIIMHEHHS Jil peecTpaniiHoro
NOCBiIYeHHS HA JiKapcbKui 3aci0.

Ckaan  Komicii  3arBepaxkyerbes MO3. PimenHss BBakaeTbhes
NPUHHATHM, K0 32 HbOIO mporosgocyBanu 2/3 wieniB Komicii, npucyrnix
Ha 3aciganui. Po3rasig npono3uniii 31ilicHIOETBCA M0 MIpPi IX HAIXOJKEHHH 3

ypaxyBaHHsiM  iHdopmanii Big 3aABHHMKIB He  pe3HACHTIB 1010
niITBepIKEeHH a0o He niATBepIKeHHS 3ailiCHeHHS cy0’exTOoM
rocrnogapoBaHHs, SAAKOI0 BOHH NPeACTaBIAI0TD, npamoi  Ta/ado

ONOCEPEIKOBAHOI ifIbHOCTI 3 BHPOOHMITBA JIIKAPCHKHX 3aco0iB  Ha




TepuTopii nepxkaBu-arpecopa (Pociiicbkoi Pegepanii) ado PecmyOuikmu
Binopycs Ta/a6o pe3yabTaTiB MOHITOPMHIY J0Ka3iB BHKOHAHHA ILIaHY
NPUNHHEHHs BHPOOHMUTBA JiKapcbKHUX 3aco0iB y JAepxkaBi-arpecopi
(Pociiicbkiit @enepaunii) uyu Pecny6aini Binopycs.

Komicis nmucbMoBO moBigomiisie 3asiBHUKA (IpeJCTABHUKA 3asiBHHKA)
PO MOXJIHUBY IOBHY a00 THMYacoBy 3a00pOHY 3aCTOCYBaHHS JIIKAPCHKOIO
3aco0y WHIISIXOM NpPUIMHEHHs [Jil  peecTpauniiHOro mocBig4eHHs i3
3a3HAYECHHAM OJHOI0 a00 AeKUIbKOX 3a3HAYECHUX HHKYe KPHUTEpiiB, 10 €
NiJCTaBOI0 /UIA TAKOI'O pillleHHS, Ta NPONO3HLI€I0 PO HAAHHA NMUCBMOBUX
NOSICHeHb. 3afiBHUK (IIPEACTABHHUK 3asBHHKA) nporarom 10 podouux auiB 3
JAaTH, HACTYIHOI 3a JHeM OTPHMMAHHS TAKOI0 IOBiJOMJICHHSI Ma€ IIPaBo
Hagatu Kowmicii nucbmMoBi 0oOIpyHTOBaHI NOSICHEHHSI II0AO0 BiACYTHOCTI
3a3HAYEHHUX KPHUTEPIiiB y HOro AisIbHOCTI.

Jo ckaany Kowmicii He Moxkyre Oyrm o0paHi oco0u, siki MawTh
NOTeHUiiiHNI Y1 peanbHU KOH(PIIKT iHTepeciB y po3yMiHHi 3akoHy YKpaiHu
«IIpo 3anmobirannsi kopynuii». Y pa3i BHUABJICHHS NOTCHUIHOro 4M
peajbHOro KoH(IiKkTy iHTepeciB moxo wiena Komicii inmmum yienom Komicii
Ta/a00 0yab-KO0I0 IHIIOK 0c00010 - UA iHdopmanis Mae OyTu AoBeAeHa 10
ronoen Komicii He misHime HacTynmHoro po6o4oro AHs 3 JaTH BHUSABJICHHS.
I'onoa Kowmicii noBuHen Bincroponutu takoro 4ieHa Kowicii Big yuyacri y
pobori Komicii 70 Bpery/joBaHHfI NUTAHHA W0J0 KOH(JIIKTYy iHTepeciB Ta
noingopmysatn MiHicTpa 0XOpOHM 310pOB’d YKpaiHH. 3a HEMOKJIHUBOCTI
HeraifHoOro BperyJl0BaHHsA KOH(QIIKTY iHTepeciB, 110 BUHHK CTOCOBHO 4WICHA
Kowmicii, Ta 3 MeTOI0 nonepeaKeHHs HOro BUHHKHEHHs B MalHOyTHbOMY TaKHii
wied Komicii Bukiawuyaerses 3 ii ckiaaay pimennsm Minictpa oxoponm
310pOB’s1 YKpaiHu.

Komicia npm posrnaai nuraHb I1O0A0 THMYacoBoi 3200poHH
3aCTOCYBAaHHA JIIKAPCHKOIro 3ac00y HLJISIXOM NPUIIMHEHHH Ail peecTpaniiiHoro
NOCBiAYEHHS Ha Jlikapcbkuil 3aci0 y BUIajgKy, BU3HAYECHOMY mignyHkrom 10
nyHKTy 1 po3ainy II uboro Ilopsaaky Kepyerbest HACTYIIHUMHU KPUTEPisIMU:

3asiBHUK (BJIACHHK Pe€CTPAUiiiHOr0 MOCBiI4eHHHA) IIPEACTABJISIE
cy0’ekTa rocmoJaprBaHHs, II0 € BHPOOHMKOM JIKapCcbKOro 3acoly
3apeecTPOBAHOI0 B YKpaiHi sKuii 3aiilicHioe mnpsMmy JiibHicTH 3
BUPOOHHMITBA JiKapchbKUX 3ac00iB Ha TepuTOpil Jep:kaBH-arpecopa
(Pociiicekoi @enepanii) a6o Pecny0uiiku Bbistopycs;

Oyab-sikMii i3 eTaniB BUPOOHHITBA JiKAPChKHUX 3ac00iB 31IlICHIOIOTHCS
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MO3 npy mpuUAHATTI pimIeHHS OO0 TUMYacoBOi abo MOBHOI 3a00pOHU
3aCTOCYBaHHS JKapCchbKOro 3aco0y NUIAXOM TPHUNMHEHHS [ii peecTpamiifHOro
MOCBITYEHHST Ha JIKapChbKUH 3acid y BUMAAKYy, BH3HAUY€HOMY MiAmyHKTOM 10
myHKTY 1 po3ainy Il iioro Ilopsanky, 3a pekomenaamnismu Kowmicii, cknageHIMH 3a
pe3ynbTaTaMH po3TisiAy Ha ii 3aciiaHHAX OTPUMAHUX MPOMO3HIINH Ta MOSACHEHBb
3asBHUKA / TIPEJCTaBHUKA 3asBHUKA (32 HAABHOCTI), MpoTsroM 14 nHIB 3 matu
PO3IIIATYy TaKUX TPOMO3UIlIN Ta MOSICHEHb 3asBHUKA/ MPEACTaBHUKA 3asiBHUKA (32
HasABHOCTI) (pOpMye Ta 3aTBEP/XKY€E IMEpemiK JiKapchbKUX 3aco0iB, SIKi MiAIATAIOTH
TUMYacoBiif 3a00pOHi 3aCTOCYBaHHS.

VY pasi, AKO0 MPOTArOM IIECTH MICAIIB 3 AaTH BUAAHHSA Hakaszy Ipo
THMYacoBy 3a0opoHy 3actocyBaHHA a0 MO3 He HaAXOIWUTh MiATBEpIKEHA
iH(opMarlis mom0 YCYHEHHS MiJCTaB Takoi 3a00poHH, a00 He HAaAaHO TapaHTIHHUX
3000B’s13aHb (TIaHY MPUIWHEHHS BUPOOHHWIITBA JIIKAPCHKHUX 3acO0iB y JepxaBi-
arpecopi (Pociiicekiit ®Penepanii) um PecmyOmini bimopyce Ta HasBHOCTI
MiATBEpPKEHHS T0YaTKy HOTo peamnizamii; odimifiHe miATBEpIKEHHS KOMIIaHii
IIOZI0 TPUIMHEHHS 1HBECTHUIiH y amepxkasi-arpecopi (Pociiicekiit ®eneparii) 4u
PecnyGuini binopyce) 3asBHUKa/IpeCTaBHUKA 3agBHHKA IIOA0 BUXOIY MPOTSITOM
poKy 3 puHKiB aepxkaBu-arpecopa (Pociiicekoi ®Depepanii) abo PecmyOmiku
binopycs, MO3 ¢dopmye neperik JikapchKuX 3ac0o0iB, 10 MiAMATATUMYTH MOBHIH
3a00pOHI  3aCTOCYBaHHS JIKapChKOTO 3aco0y [UIAXOM TPUMUHEHHS  Aii
PEECTpaLifHOTO TIOCBiIUEHHS, Ta MOoJa€e Ha morokeHHs no Kabinery MiHicTpiB
VYkpainu.

PimenHs mpo ckacyBaHHA THMYacOBOTO 3YNHHEHHA [ii peecTpariifHoro
mocBiueHHst Moke Oyt nmpuitHaTe MO3 Ha miacTaBi MiATBEPHPKEHOTO BUWHEHHS

HA BHUPOOHMYMX IOTY:KHOCTSIX, $IKi pO3TalIOBaHi Ha TepUTOpii AepKaBH-
arpecopa (Pociiicbkoi @eaepanii) a6o Pecny0uiiku bistopycs;

Oyab-fikMii i3 eTaniB BUPOOHHITBA JiKAPCHLKHUX 3aC00iB 311iCHIOIOTHCS
IOPUAUYHOK 0€00010, KiHeBMM OcHediniapHUM BJIACHMKOM SIKOI € Pe3UJAEHT
Aep:xxaBu-arpecopa (Pociiicbkoi ®@enepanii) ado Pecny0aiku Binopycs;

Jikapcbki 3aco0um Mmictuth  A®I, KpaiHOKW NOXOJKEHHSl HIKOI €
Aep:xxaBa-arpecop (Pociiicbka ®@enepanis) ado Pecny0uiika bisiopycs.

MO3 npu nDpuHATTI pilleHHd mMoOA0 3a00pOHM 3aCTOCYBAHHS
JiKapcbKOro 3aco0y HLJISAAXOM NPHIIMHEHHd Ail peecTpaniifHOro NmocBigYeHHs
HAa JiKapcbKuil 3aci0 y BuUIajgKy, BU3HAYeHOMY HiaAnyHkrom 10 myHkrty 1
po3niny II uboro Ilopsinky, 3a pexomenaauisimu Kowmicii, ckinagenumu 3a
pe3yJbTaTaMH po3risAy Ha Ii 3acilaHHAX OTPHMMAHHMX MNPONO3HMUIA Ta
NOSICHeHb 3asBHMKA / IPpeACTABHUKA 3asiBHHKA (32 HaABHOCTI), nporsarom 14
AHIB 3 JaTH po3risily TaKUX MPONO3MUiii Ta MNOfICHEHb 3asiBHUKA/
NpeIcTaBHUKA 3asBHHKA (3a HasABHOCTI) ¢opMye mnepeldik JdikapchbKUX
3ac00iB, SIKi MiAISAral0Th THMYACOBii 3a00pOHi 3acTOCYyBaHHS TAa MOBiOMJIsIE
BJACHMKA peecTpauliiiHOro mnocBifyeHHss a00 JOro YNOBHOBAYKEHOIO
NpeIcTaBHUKA PO MOXKJHMBe 3aTBepJ:keHHsn pimenns MO3  npo
BCTAHOBJICHHSI THMM4acoBoi 3a00poHHu o00iry Jikapcbkoro 3aco0y uepe3 12
MicsliB 3 1aTH HbOro nosigomyienuss MO3.

VY pasi, K10 NPOTArOM poKy 3 AaTH Jucra nosigomiaenas MO3 npo
MOJINBe 3aTBepl:keHHs: pimieHHss MO3 npo BCTaHOBJIEGHHSI THM4YacOBOI
3a00poHH 00iry JikapcbKOro 3aco0y y BUIIAJKy, BU3HAYEHOMY HignyHkToM 10
nyHkry 1 posginy II uboro Iopsiaky, 1o MO3 He HagaHO rapaHTiHHUX
3000B’s13aHb (IJIAHY NPHINHHEHHS BHPOOHULTBA JIKapChKHUX 3ac00iB Yy
aep:xkaBi-arpecopi (Pociiicbkiit ®epepanii) um Pecny6aini Bilopyes Ta
HASIBHOCTI  NiATBEepJIKEHHS  NMOYATKY  §oro  peaiisaunii;  odiniiine
NiITBepIKeHHs] KOMIIaHii 1100 NPUNIMHEeHHs iHBecTHNLIN y Aep:kaBi-arpecopi
(Pociiicekiit ®enepanii) yn Pecny0uini Bisiopych) 3asiBHUKa/ IIpeACTaBHUKA
3asiBHUKA WI0J0 BHXOAY IMPOTAroOM PpOKY 3 PHHKIB [ep:KaBH-arpecopa
(Pociiicbkoi ®@enepauii) a6o Pecny0Ouiku bisiopycs, MO3 3aTBepaxye Haka3s
PO THMYacoBY 3200poHY cOPMOBAHOIO Nepetiky JikapcbKUX 3ac00iB, 110
NiJIAraTUMYTh THMYacoBiii 3a00poHi 3acTOCyBaHHS JiKapChbKOro 3acoly
IUIAXOM NPUIMHEHHA il peecTpaniifHOro mnoOCBifYeHHsl, Ta MOJA€ HA
noroa:keHHs: 10 KaGinery MinicTpiB Ykpainu. Ilpu ¢popmyBanni mnepeiiky
(iB) Jsikapchbkux 3aco0iB, MO0 MUIATaTHMYTh THMYacoBiii 3a0opoHi
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3asBHUKOM (BIIACHUKOM PEECTPALIMHOTO IOCBIMUCHHS) JIKapCHKOTO 3acoly abo
HOro yrmOBHOBaKEHMM MPEICTaBHUKOM [iH, 10 MPHU3BENIN IO YCYHEHHS MiJCTaB,
BH3HaueHHX mianmyHkToM 10 mynkty 1 po3ainy Il nporo Ilopsaky.

IIpn upomy MO3 npuiimae pillleHHS PO TMOHOBIEHHS Aii peecTpamiifHoro
MOCBITUCHHS Y CTPOK HE Ounble 5 KaleHIapHHUX IHIB 3 JATH OJCPKaHHS Bif
3asBHMKA (TpEeACTaBHUKA 3asBHHUKA) IMiATBEPKEHOI iH(opMarii moa0 HasBHOCTI
ONHi€1 YW JEKUTPKOX 3 TJICTaB [JIsl CKACYBaHHA pIMICHHS IPO THMYACOBE
3YMUHEHHS JIii peecTparifHoro moCBiTueHHS.

ITicnst moromxenns KabGinetom MinicTpiB Ykpainu 3anpornonoBanoro MO3
Mepesiky JiKapchbKuX 3aco0iB, M0 MiAIATaTUMYTh MOBHIH 3a00pOHI 3aCTOCYBaHHS
JKapchKOTO 3ac00y IUIAXOM NMPHUIMHEHHS il peecTpatiifHoro nmocsigueHHs, MO3
MpuiiMae pIilleHHd PO TOBHY 3a00pOHY 3acTOCYBaHHS JIKapchbKoro 3acoly
BIMTOBITHO 10 BUMOT I150TO [lopsaky.

Haka3 MinicrepcTBa OXOpOHH 310pOB’s YKpailHM Tpo CKacyBaHHS
JiepKaBHOI peecTparlii NUIIXOM MPUITHHEHHS Jii peeCTPamiifHOTO MOCBIAUYEHHS i€
70 3aBEpIICHHS TPUMICAYHOTO CTPOKY IIICHs TNPUIMHEHHS YH CKAacyBaHHSI
BOEHHOTO CTaHy.

3aCTOCYBAaHHA JIIKAPCHKOro 3ac00y LLJISIXOM NPHUIIMHEHHH Ail peecTpaniiiHoro
nocsinuenuss, MO3 3aiiicHIO€ 3axoAuM 10 aHaJi3y aHAJOIIB JiKapChKUX
3ac00iB 3 moprdeniB BUPOOHMKIB JikapchbKHX 3ac00iB, IpeacTaBJIeHUX Ha
PHMHKY YKpaiHH, 1/l YHEMOXK/JIUBJICHHA BUHHKHCHHS 00CTaBHH (PAKTHYHOIO
0o0MeKeHHSI PHHKY KepPYHWYHCh KpPHUTEpiiMH BH3HA4YEHMMHM IIYHKTOM 2
posaiity II uboro Ilopsaaky. MOHITOPHMHI J0Ka3iB BHMKOHAHHA ILIAHY
NPUNHHEHHs BHPOOHMUTBA JiKapcbKuUX 3aco0iB y JAepxkaBi-arpecopi
(Pociiicekiit ®eaepanii) un Pecny6aini bisopycs 3aiiicHoerbes Cayx0010
30BHIIIHBOI PO3BiIKM YKpaiHH, pe3yJbTaTH SIKOI0 JAOBOAATBLCH A0 Bigoma
Kowmicii.

PimenHs1 Npo ckacyBaHHS THM4YAaCOBOI0 3yNIUHEHHS Jil peecTpaniiiHoro
nocBifyeHHss Moxke Oyru npuiinaTe MO3 Ha miacraBi miaTBepakeHOro
BUMHCHHSI  3aiBHUKOM  (BJACHMKOM  PEECTPANiiiHOI0  MOCBigYEHHS)
JikapcbKoro 3aco0y a0o Horo ymoBHOBAKEHHUM IIPeJCTABHUKOM Jiii, IO
NpU3BeIHd 10 YCYHEHHs NiJCTaB, BU3Ha4YeHHMX HianyHkToM 10 nyHkry 1
pozaiay IT nboro Iopsaaky.

3a pesyabTraTaMu OTPUMAHHA iH(opManii MiATBEPAKEHOI0 BYUHEHHS
3afiBHUKOM (BJIACHUKOM PEECTPALINHOr0 MOCBiA4YeHHH) JIKaApCHLKOro 3acoly
a00 10ro ynoBHOBa:KeHUM IPeJCTABHUKOM [iif, 110 NMPU3BEIH 10 YCYHCHHS
nigcras, Bu3HaYeHux mianyHkrom 10 mynkry 1 posginy II nsoro Ilopsiaky,
MO3 vy crpok He OlIbmie 5 KaleHJApPHHUX [HIB 3 JaTH OACPKAHHA BijJ
3asiBHUKa (IpPeACTaBHMKA 3asiBHHKA) Takoi iH(opmanii HanmpaBiasie T 10
Cuay:kOM 30BHIIIHBOI pPO3BiAKM YKpaiHu s 31iliCHEeHHSl BiANOBIZHOIO
MoHiTopuHry. Ilicia orpumanns Big Ciry:k0u 30BHIIIHBLOI PO3BiAKH YKpaiHu
nigreepa:keHHsa iHpopmanii 3asiBHHKa @IpPO [J0KAa3M BHKOHAHHS ILIaHY
NPUNHHEHHs BHPOOHMUTBA JiKapcbKuUX 3aco0iB y aAepskaBi-arpecopi
(Pociiicekiit ®egepaunii) yu Pecny0uini Binopycs, MO3 y crpok He Oinbme 10
KAJCHJIAPHUX [HIB 3 JaTH ojep:KaHHSA MmiATBepAxkeHHs Big  Cuyxon
30BHIIIHLOI PO3BiAKH YKpaiHM npuiiMae pillleHHS IPO IOHOBJICHHA Aii
peecTpaliiiHOro MNOCBiAYEeHHsI, W0 O(OPMIIIETLCH BIANOBIAHMM HaKa30M
MO3 T1a BHeceHHsIM 3MiH 10 JepxxaBHOro peecTpy JikapcbKkuXx 3aco0iB.

IMicas morom:kenns: Kadinerom MiHicTpiB YkpaiHu 3anponoHoBaHOro
MO3 nepeaiky JikapcbkuX 3ac00iB, W0 NiJAraTHMYTh THMYAacOBiil
3a00pOHi 3acTOCYyBaHHA JIIKAPCHKOro 3aco0y LIIAXOM IPUIIMHEHHA Al
peectpaniiiHoro mnoceiryennsa, MO3 npuiimae pilleHH PO THMYAacOBY
3a00pOHY 3aCTOCYBaHHAl JIIKAPCHKOro 3aco0y BiINOBiAHO 10 BHMOI LbLOIO
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Hopaaxy.

Haka3 MinicrepcTBa 0XOpOHM 310pPOB’sl YKpaiHH MNP0 CKACyBAHHS
JAep:KaBHOI peecTpauii MIIAX0M IPUIIMHEHHS Ail peecTpaniiHOro NocBigYeHHs!
A€ 10 3aBepPLICHHS TPUMICAYHOI0 CTPOKY IIic/isi IPUIIMHECHHS Y CKACYBaHHSH
BOEHHOIO CTaHY.

3 HACTYHNHOroO AHsl MicJs 3aBepUICHHS TPHUMICAYHOrO CTPOKY micjas
NPUNHHEHHS YU CKACYBAHHA BOCHHOIO CTaHY, peecTpaliiiHi mocBixyeHHs, ais
SIKUX Oy/1a NpUIIMHEHA B NOPSAAKY, BU3Ha4YeHOMY HignyHkToM 10 myHkry 1
pozaiay II uboro ITopsaky, HOHOBIHTHCH HIJSXOM BHAAYi IPOTITOM HIECTH
pobounx JHIB 3asBHUKaAM Ay0JikaTiB peecTpauniiHUX NOCBiq4eHb Ta
BHECCHHH BiANOBiAHNX 3anuciB y Jlep:xaBHuUii peecTp JlikapcbKHX 3ac00iB.

ITynxT 2 Po3nimy 111

2. MO3 nmnpuiimMae pimeHHS NpOo NPUIUHEHHS Jii peecTpariifHoro
MOCBIMYEHHST Ha JIKApChKWMH 3acid 3 ypaxyBaHHAM HamaHux Kowmiciero
peKOMeH Al Ta MOsCHeHb 3asgBHHMKA / MPEACTaBHUKA 3asiBHUKA (3a HAsBHOCTI).
Pimensst mpo mpuNUHEHHS il peecTpamiifHOTO MOCBIAUYEHHS Ha JIKapChKUN 3acid
odopmiroeThCsl Haka3oM MiHicTepcTBa OXOPOHHU 310pOB’st YKpaiHM NPO TOBHY
abo THMYacoBy 3a0OpOHY 3acTOCYBaHHS JIKapChbKOro 3aco0y  IUIIXOM
MpPUNHAHEHHS Jii peecTpamiiHOro TOCBiM4eHHA Oe3 TOoBEepHEHHS 300py 3a
JiepKaBHY peecTpalifo poro 3acoly, mpo mo MIiHICTEpCTBO OXOPOHH 3I0pPOB’S
VYkpaiau npoTsarom 5 poOodnx AHIB 3 HACTYMHOTO THS MICIS MPUNHHATTS Takoro
piIIeHHS TOBiIOMIISE 3aBHUKA.

ITynxT 2 Po3nimy 111

2. YV Bunaaky, BU3HaueHoMY mignyHkramu 1-9 mynkry 1 pospiny II
uboro Ilopsaaky MO3 npuiimae pimeHHS Mpo MPHUNHUHEHHS Iii peecTpariifHoro
MOCBIMYEHHST Ha JIKApChKMH 3acid 3 ypaxyBaHHAM HamgaHux Kowmiciero
peKOMeH Al Ta MOsCHeHb 3asgBHHMKA / MPEACTaBHUKA 3asiBHUKA (3a HAsBHOCTI).
Pimennst mpo mpunUHEHHS il peecTpamiifHOTO MOCBIYEHHS Ha JIKapChKUH 3aci0
odopmiroeThCsT Haka3oM MiHicTepcTBa OXOPOHHU 3JI0pOB’St YKpaiHW IMPO IMOBHY
abo THMYacoBy 3a0OpOHY 3acTOCYBaHHS JIKapChbKOro 3aco0y  IUIAXOM
MPUNHAHEHHS Jii peecTpamiiHOro TOCBiM4eHHA Oe3 TOoBEepHEHHA 300py 3a
NEp’KaBHY PEECTPAIlii0 IBOTO 3ac0o0y, Mpo 1m0 MIHICTEPCTBO OXOPOHHU 30POB’S
VYkpaiau npoTsarom 5 poOodnx AHIB 3 HACTYMHOTO THS MICIS MPUNAHATTS Takoro
piIIeHHS TOBiOMIISE 3aBHUKA.

IHonoxkenns: npo Komiciro MinicTepcTBa 0XopoHH 310poB’°st YKpaiHM 3 NIPUNIMHEHHd Aii peecTpaliifHOro NMOCBiq4YeHHs Ha JiKapcbKHii 3aci0, 3aTBepAXKEHOr0
Haka3oM MiHicTepcTBa 0X0poHH 310poB’a Ykpainu Bix 05 cepnus 2020 poky Ne 1801, 3apeectpoBanoro B Minicrepcersi roctunii Ykpainu 28 :xosTHs 2020
poky 3a Ne 1062/35345

ITynxT 1 Po3nimy II1

1. o cxmamy Kowmicii mOBHHHI BXOIWTH HE MCEHIIE HIK BICIM UJICHIB.
Ilepconansuuii cxman Komicii Ta i uncenbHICTh 3aTBEPIKYETHCSI MiHICTEPCTBOM
OXOPOHHU 3J0pOB’sl YKpaiHu.

ITynaxT 1 Po3nimy III

1. o cxmamy Kowmicii mOBHHHI BXOIWTH HE MCHIIE HIK BICIM UJICHIB.
Ilepconanpuuii ckman Komicii Ta i uncenbHICTh 3aTBEpIKY€EThCS MiHICTEPCTBOM
OXOPOHHU 3J10pOB’sl YKpaiHu.

Jo ckiany KoMicii He MOKYTh BXOJUTH 0CO0M:

SIKIIO Taka ocoba, ado wieHnM 1i ciM’i moB’si3aHi Oi3Hec-iHTepecamMu 3
NiINPUHEMCTBAMH — BUPOOHHUKAMH JIiIKAPChbKHX 3aC00iB;
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SIKIIO Taka oco0a, 4ieHi il ciM’i, a0o opuanuHi ocodu, OeHediniapamu
SIKHX € KAaHIUIAT 200 4JIeHH 0ro poAuHHU, OTPUMYBAJIM IPOLIOBI KomiTH a60
iHIIe MaiiHO, mepeBaru, NMijibIrv, NMOCJYIrd, HeMaTepiaJbHi aKTUBH, OyAb-AKi
IHIII BUTOM HeMATePiaJIbHOr0 YM HerPOLIOBOr0 XapaKTepy BiJ MiApueMCcTB
- BUPOOHHUKIB JIIKapCbKHX 32C00iB;

KO0 oco0a Mae CcyIMMICT 32 BYHHCHH KPHMIiHAJIbLHOIO
NPaBONOPYIICHHS, SIKII0 TaKa CyIMMIiCThb He MorameHa a0o He 3HATA B
YCTAHOBJICHOMY 32aKOHOM NOPAAKY (Kpim peabiniToBanoi oco0u);

SIKII0 NMPOTAIOM JBOX OCTAHHIX POKIB /0 JHS NPHU3HAYECHHHA 0COOHU 10
ckiaanay Kowmicii Bxoguna go ckiaay kepiBHux opraniB a0o mepelyBaja y
TPYAOBHX YH IHINMX JOTOBIPHHUX BiJHOCHHAX 3 MiANPHEMCTBOM — BUPOOHUKOM
JikapcbKHX 3ac00iB.

TI'osoBa Ta yci wienu Kowmicii 3000B’s13ani minnucywrs Po3nucky npo
BiACYTHicTH peanbHOro Ta/ad0 mnoTeHUiiiHOro KOHQUIIKTY iHTepeciB, 3a
¢popmoro, 0 HABeeHA Y 10AaTKY 10 HbOro IlonoxeHHs.

Y pa3i BUHUKHEHHSI peajbHOro Ta/a00 NOTEHUIHOr0 KOHQJIKTY
inTepeciB y uiena Kowmicii Taka ocoda mae norpumyBatucst BUMOI CT.CT. 28,
35 3akony Ykpainu «IIpo 3ano0iranasa kopynuii», a came:

NMOBiJOMHMTH Ha 3aciiaHHi Kowmicii mpo koH@uaikT iHTepecis,
3aHeCeHHAM BiANoBigHOI iHopMauii 1o npoTokoay 3acinanns Komicii;

wied Kowmicii He Mae nmpaBa OpaTtm ydacTh y NPUHHSATTI pilleHHS
Kowmiciero.

i3

ITynxT 2 Po3nimy II1

Ho cxmamy Kowmicii BXOASTh TONOBA, KU 3a MOCANOK0 € 3aCTYIMHUKOM
MiHicTpa OXOpOHH 310pOB’s YKpaiHHM, 3acTymHHK TOJOBH (OOHMpaeTbca Ha
nepmioMy 3acimanHi Kowicii), cekperap, SIKMH € TNpamiBHUKOM CTPYKTYypHOTO
migpo3ainy MiHicTepcTBa OXOpPOHHM 370poB’a YKpainw, Ta wienn Kowicii, sxi €
NEJIETOBAaHUMHU TIpeICTaBHUKaMU (HE MeHme Hik 1Bl ocobwm) Bim MO3,
Hepxiikemyx6wu, Llentpy, npodeciiiaux acoriamiii, HayKoBOi CIJIHOTH.

Jo poborn Kowmicii MOXyTp 3amydaTHCs TIPEACTaBHUKM  IHIINX
[EHTPATBHNUX 1 MICIIEBUX OPraHiB BHKOHABYOI BJIaJH, OPTaHiB Jep>KaBHOI BiIaIH,
MiAIPUEMCTB, YCTAaHOB Ta OpraHizalliif, 10 BOJOAIIOTH CHEIiaTbHUMHI 3HaHHAMH y
BIMTOBITHUX TATy35IX HAyKH (3a 3T0JI0K0 iX KEPiBHUKIB).

ITynxT 2 Po3nimy 111

Ho cxmamy Kowicii BXOASTh TONOBA, KU 3a MOCANOK0 € 3aCTYIMHUKOM
MiHicTpa OXOpOHHM 3I0pOB’s YKpaiHM, 3acCTymHHK T0OJIOBH (OOHMpaeThcs Ha
nepmioMy 3acimanHi Kowicii), cekperap, SIKWH € TpamiBHUKOM CTPYKTYpHOTO
nigpo3ainy MiHicTepcTBa OXOpPOHHM 3710poB’a YKpainw, Ta wieHn Kowicii, sxi €
NEJIETOBAaHUMHU TIpeICTaBHUKAaMK (HE MeHme HiK 1Bl ocobwm) Bim MO3,
Hepxiikemyx6wu, Llentpy, npodeciitaux acoriamii, HayKoBOi CIJIHOTH.

o poboru Komicii MOXyTh 3aiydaTHCS MPEACTaBHUKHN IHIINX IEHTPAIBHUX
1 MiCIIEBUX OpraHiB BUKOHABUOI BJIAJH, OPTaHiB JEPKaBHOI BIAJH, ITiIAIPUEMCTB,
YCTAaHOB Ta OpTraHi3alliif, O BOJOIIOTH CICIiaIbHUMI 3HAHHSAMH y BiIMTOBITHUX
ramy3sx HayKH (3a 3roJIof0 iX KepiBHUKIB) AJIsl KOHCYJbTaliiiHUX MOTped Ta 6e3
npasa roJiocy.
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ITynxT 3 Po3nimy 11
3. ®opmoto pobotu Komicii € 3acimanns, sKi IPOBOAATHCS 32 MOTPEOH.

ITynxT 3 Po3nimy II1
3. ®opmoro poborn Kowmicii € 3acimaHHs, SKi HPOBOIATHCS 3a MOTpeOH.
3acinanna Komicii migasirarors 000B’3K0BIiii ayaio- Ta/ado Bineodikcauii.

ITysxT 5 Po3nimy 11

5. Pimenns Kowmicii npuiiMaeTbcs BIAKPUTHM TOJOCYBaHHAM Hpoeroio
; . . ip_Konieii . X i, o(hopMIAIOTHCA
MPOTOKOJIOM, SIKMIl MigNHCYIOTh ToyoBa (y pa3i HOro BiACYTHOCTI - 3aCTYITHHK),
cekperap Ta wieHn Kowmicii. Hpu—piBHif—kifgbkeeti—FofociB—Fotoe—FOIFOBH—€
BHPHHAFHHIM:

Ha mincraBi mporokxomy Kowmicii momo MOXIHBOCTI TpWUNUHEHHS [ii
peecTpamiifHOTO TOCBiMYeHHA Ha JIKapchKuil 3acid, MiHICTEpCTBO OXOpOHHU
310poB’st YKpaiHu mpuiMae pileHHs, sKke 0(OPMITIOETHCS BIATIOBITHIM HaKa3oM.
CTpok MpUHHATTSA 3a3HAYEHOTO pilleHHs He Oinbie 10 pobounx nHIB.

ITysxT 5 Po3nimy 11

5. Pimenns Kowmicii mnpuiimMaerbcs  BIAKPUTHM  TOJIOCYBaHHSM,
oopMIISETHCS IPOTOKOJIOM, SIKUH MiANUCYIOTh rojioBa (y pa3i HOTo BiJICYTHOCTI -
3aCTyNHHK), cekperap Ta wieHn Kowmicii. PilleHHs BBaska€Tbesl NMPUAHATHM,
SIKIIO0 32 HbOI0 mporoJsocyBanu 2/3 wienie Komicii npucyTHix Ha 3acigansi.
IIporokoun 3acinanna Komicii nigjasirarors ony0JikyBaHHI0 Ha oginiiiHomy
Be0-caiiti MO3.

Ha mincraBi mporokomy Kowmicii momo MOXIHBOCTI TPUNOUHEHHA il
peecTpamiifHOTO TOCBiMYeHHS Ha JIIKapchkuil 3acid, MiHICTEpCTBO OXOpOHHU
310poB’st YKpaiHu mpuiMae pileHHs, ske 0(OPMITIOETHCS BIATIOBITHIM HaKa3oM.
CTpok MpUHHATTS 3a3HAYEHOTO pilleHHs He Oinbire 10 pobounx nHIB.

6. PimenHs xomicii, BKIIto9aroun nepenmik (GaxTiB, SKi CTaIN MiACTAaBOIO IS
iX NPUMHATTA, MiUIATAIOTh OMyOJIiKyBaHHIO Ha odiniiHoMy BeO-caiiti MO3
MPOTATOM 3 poOOUMX IHIB 3 JATH iIXHBOTO MPUHHATTSL.

6. Opranizamiiino-texHigae  3a0e3medeHHss  mistibHOCTI  Kowmicii

3iHCHIOETHCSI MiHICTEPCTBOM OXOPOHHU 3/10pOB’ sl Y KpaiHU.

7. OpranizaniiHo-TexHigHe 3a0e3meueHHs gisutbHOCTI KoMicii 3aificHIOeTRCS
MiHiCTEepCTBOM OXOpPOHHM 3/I0POB’sT Y KpaiHH.

MiHicTp 0XOpOHH 310POB’ YKpaiHu

Bikrop JISALIKO




