IopiBHsIbHA TA0AUISA
no npoekty Hakazy MO3 Ykpainu «IIpo 3aTBepmxenHs 3miH 10 [lopsaKy BBe3eHHsI HA TEPUTOPiI0 YKpaiHu
HE3aPeECTPOBAHUX JIIKAPCHLKUX 3aC00iB, CTAHJAPTHHUX 3Pa3KiB, peareHTiB»

3MICT I0JI0KEHHS aKTa 3aKOHOAAaBCTBA

3MicCT BiiOBIIHOTO M0JIOKEHHSI MPOEKTY aKTa

I. 3aranbHi mo0KeHHS

1.1. Lei#t [Topsanok cripssMOBaHUI HAa BPETyJIIOBaHHS MIPOLICTYPH:

BBE3CHHS HAa TEPUTOPiI0 YKpaiHU HE3apEeeCTPOBAHUX  JIKAPCHKUX
3aco0iB, a came:
3pa3kiB cyOcTaHiii (y ToMy 4Hcii y (Gopmi mener, mpeMikcy, rpaHysisaTy
TOIIO) JJIA  TPOBEACHHS  XIMIYHUX,  (I3WYHUX,  O10JOTIYHHX,
MIKpOOIOJIOTTYHHMX, (HApMaKOJOTIYHUX, TOKCHKOJOTIYHHUX Ta I1HIIMX
HAyKOBHX JOCIIPKEHB, a TAKOX JIOCHIDKEHHS CTa0lIBbHOCTI, pO3pOOKH Ta
anpoOarii aHaTITHYHUX METOJIIB IS MPOBEACHHS JOKJIIHIYHOTO BUBUCHHS
ix cnenmdigHOT aKTUBHOCTI Ta 0€3MEYHOCTI;
JOCTIIKYBaHUX JIKApChKUX 3aco0iB, pedepeHTHHX MpernapariB, 3pa3KiB
wianebo (mpemapaTiB HOPIBHAHHA) A KIIHIYHMX BUIPOOYBaHb Ta
HAYKOBHX JOCHII>KEHB;
3pa3KiB IIpenapariB y JiKapchbkux (opmax Asis AepKaBHOI peecTparii;
TOTOBUX JIKAPCHKUX 3aco0iB JUIsi EKCIOHYBaHHS Ha BHCTaBKax,
KOH(epeH1isxX Tolo 0e3 mpaBa peaizallii;
TOTOBUX JIKapChbKUX 3ac00iB Uil MEAMYHOTo 3abe3meueHHs (0e3 mpaBa
peamizaiiii) TiApO3ILTiB 30pOHHUX CHJI THIIMX JEpKaB, sIKI BIIMOBITHO 10
3aKOHY JIOMYIIEH] Ha TEPUTOPi0 YKpaiHu;
TOTOBHX JIIKAPCBKUX 3ac00IB Il 1HJMBIAYaIbHOTO
TpOMa/IsTHAMH;
y BUNQJKaX CTUXIHHOrO JiMxa, KaTacTpod, emiieMIYHOro 3aXBOPIOBAaHHS
TOILIO;

BUKOPUCTAHHA

BBE3CHHS Ha TEPUTOPiI0 YKpaiHM CTaHJapTHUX 3pPa3KiB JIKAPCHKUX
3ac001B Ta/ab0 pEeYOBHUH-IOMIIIOK, O10JOTIYHUX CTAaHAAPTHUX Mpenaparis
(peuOBHH MOPIBHSAHHS ), €TAJJOHHUX CHEKTPIB Ta PEareHTiB /Ui IPOBEICHHS
71a60pPaTOPHOTO JOCIIKEHHS SKOCTI JIIKApChKUX 3aC001B;

3 MCTOHO MCIHMYHOI'O 3a0e3MeYeHHS (MCI[I/I‘-IHOFO 3aCTOCYBaHH$I)

I. 3arajabHi mo10KeHHsI

1.1. et [opsinok cipssMOBaHMI Ha BPETYJIIOBAHHS MPOIIEAYPH:

BBE3CHHS Ha TEPUTOPiI0 YKpaiHM HE3apeeCTPOBAHMX JIIKAPCHKUX 3ac00iB, a
came:
3paskiB cyOcraHIii (y ToMy uucii y popmi nener, NpeMikcy, FpaHysTy TOIIO)
JUISS  TIPOBEACHHS XIMIYHUX, (I3WYHUX, OIOJOTIYHHUX, MIKpOOIOIOTIYHUX,
(hapMaKoIOTriYHUX, TOKCHKOJIOTIYHUX Ta 1HIIUX HAYKOBUX JIOCIIKEHb, & TAKOX
JOCTIPKEHHsT CTaOUTBHOCTI, PO3POOKHU Ta ampoOarii aHATITUIHUX METOMIB JIJIs
MPOBEACHHS JOKITIHIYHOINO BHUBYEHHS iX croenu@iyHoi aKTUBHOCTI Ta
0€e3IIeYHOCTI;
JNOCTIPKYBAaHUX JIIKApChKUX 3aco0iB, pedepeHTHUX MpemnapariB, 3pasKiB
miane0o (mpenapariB NOPIBHAHHS) JUISl KITHIYHUX BUINPOOYBaHb T4 HAyKOBHUX
JOCIIIKEHD;
3pa3KiB IpernapariB y JiKapcbkux (popmax asis AepKaBHOI peecTparii;
TOTOBUX JIIKAPCHKUX 3acO01B JIsl €KCTIOHYBaHHS Ha BHCTaBKaX, KOH(epEeHIIisax
TOIIO O€3 MpaBa peaizaliii;
TOTOBUX JIKapChbKUX 3aco0iB Juisi MeAMYHOro 3abe3nedeHHs (0Oe3 mpaBa
peamizaiiii) Mmapo3aUTiB 30pOMHMX CHJI IHIIUX JEpXKaB, sKI BIAMOBITHO 10
3aKOHY JIOMYIIEH] Ha TEPUTOPi0 YKpaiHu;
TOTOBUX  JIIKAPCHKUX  3aco0iB ISt
TpOMa/ISTHAMH;
y BUIaJIKaX CTUXIMHOTIO JIMxa, KaracTpod, eniieMidyHOTro 3aXBOPIOBAHHS TOILIO;

IHIUBIIyaJIbHOTO ~ BUKOPHUCTAHHS

BBE3CHHS Ha TEPUTOPiI0 YKpaiHU CTAaHAAPTHHUX 3pa3KiB JIIKAPCHKUX 3ac00iB
Ta/ab0 PEeYyOBHMH-AOMIIIOK, OIOJOTIYHUX CTaHJAPTHHUX IpenapariB (pedOBUH

MOPIBHSHHS), €TAJIOHHUX CHEKTPIB Ta pEeareHTiB Uil  MPOBEACHHS
71a00paTOPHOTO JOCIIIKEHHS SKOCTI JIIKapChKHUX 3ac001B;
3  METOK  MEIMYHOro  3a0e3nedeHHss  (MEAMYHOTO  3aCTOCYBAHHS)

BiICBKOBOCTY»OO0BIIIB Ta 0OCI0 PSIOBOTO 1 HAYAIHHHUIIBKOTO CKIAAY Ta 1HIIUX




BIMCHKOBOCITY>KOOBIIIB Ta 0Ci0 PSATOBOTO 1 HAYAJIBHHUIIBKOTO CKJIaay Ta
IHIMX 0cCi0, SAKi BIJNOBIAHO 10 3aKOHY HANPAaBISIOTHCS YKPATHOWO s
y4acTi B MDKHApOJIHIM omepartii 3 mATpUMaHHS MHUPY 1 O€3MeKu y CKiaji
HAIIOHAJILHOTO KOHTHHTEHTY YHM HAI[lOHAIBHOTO MEPCOHANTy, BUKOHYIOTbH
3aBJlaHHs MiJ Yac IMPOBEIEHHS AHTUTEPOPUCTHYHOI omeparii, omeparii
O0’enHaHMX CwI, 3OIHCHEHHS 3axOXiB 13 3a0e3ledyeHHs HaIliOHAIbHOI
Oe3reku 1 000pOHH, Bijcidi 1 CTpUMYBaHHS 30poiHOi arpecii Pocilickkoi
Oenepanii 'y Joneupkiii Ta Jlyrancekiii oOmactsax, mig 4ac il
HA/I3BUYAIHOTO CTaHy, 0COOIUBOTO MEPioay;

HE3apPCECTPOBAHMX JIKAPCHKUX 3acO00iB  JUIS  JIIKYBaHHS  PIAKICHUX
(opdanHMX) 3aXBOPIOBaHb, pPO3POOJIEHUX BUKIIOUHO JUIS JIKYBaHHS
piakicaux (opgaHHUX) 3aXBOPIOBaHb, SIKI B YCTAaHOBJICHOMY MOPSAKY
JIOTYIIIEHI 10 3acTocyBaHHs Ha Teputopii Cnonyyenux llltatiB Amepuku
abo aepxkaB - wieHiB €Bponeiicbkoro Coro3y;

HE3apeeCTPOBAHUX JIIKAPCHKUX 3aco0iB, 3 METOK IOCTa4aHHS 3a
pe3ysibTaTaMu  3aKymiBii, IMPOBEACHOT 0C000I0, YINOBHOBAXKEHOI Ha
3MiiCHEHHsl 3aKymliBenb Yy cdepi OXOpOHH 3A0pOB’S, ISl BUKOHAHHSA
porpam Ta 3J1HCHEHHS LIEHTPaJII30BaHUX 3aXOMIB 3 OXOPOHU 370POB’S 3a
KOILTH JIEP’KaBHOTO OIOKETY, a00 3aKyIiBii, MPOBEJACHOI 13 3aydeHHAM
0co0M, YMOBHOBa)XEHOI Ha 3JIMCHEHHS 3aKymiBelb Yy cdepli 0XOpOoHU
3]I0pOB’sl, 32 KOLITH MiICLIEBUX OOJKETIB, 332 YMOBU HAsBHOCTI CYKYITHOCTI
TaKUX OOCTaBHH:

B YKpaiHi BiJICYTHI aJbTE€pPHATHUBHI 3acoOM A NpodiakTUKU Ta/abo
JIKyBaHHS BIJIOBIIHUX 3aXBOPIOBaHb (BIJICYTHI 3apeecTpoBaHi B YKpaiHi
JIKapchKi 3ac00U 13 BIANOBIAHOIO /1IF0U0I0 PEUOBHHOIO);

norpeda y TakuX JIKapCchKUX 3aco0ax B YKpaiHi € 0OMeXeHO, TOOTO
JiKapchkui  3acid mepexalOavyeHuil AT BUKOPUCTaHHS — HE3HAYHOIO
KIJIBKICTIO HAIli€HTIB;

BIJIMOBIAHI JIKAPChKI 3aCO0M B YCTAaHOBICHOMY MOPSIKY IOMYIIEHI J0
3aCTOCYBaHHsI Ha Teputopii oxHiei 3 Takux kpain: Cnomydeni Illrtatm
Awmepuxku, IlIseiinapcbka Kondeneparis, SAnonis, Ascrpainisa, Kanana a6o
3a IEHTPaTi30BaHOIO MPOIEIYPOI0 Yy AepiKaBax - WieHax €BPOIEHCHKOTO
Coro3y Ta 3aCTOCOBYIOTHCS B OJHIH 13 3a3HaUEHUX KpaiH;

BincyrHiii

0ci0, sKi BIJMOBITHO M0 3aKOHY HANpaBIAIOTHCA YKpaiHOK IS ydacTi B
MDKHApOJHIN omeparii 3 miATpUMaHHA MUPY 1 O€3MEeKH Y CKJIaJl HalliOHAJIBHOTO
KOHTMHI€HTY YM HalllOHAJbHOI'O IEPCOHANly, BUKOHYIOTh 3aBJaHHs IiJl 4ac
MPOBEJICHHSI AHTUTEPOPUCTUYHOI omepamii, omnepamii OO0’egHAHUX CHII,
3MIMCHEHHS 3aXO0/IiB 13 3a0e3MeueHHs HaIllOHAIBHOI Oe3IeKH 1 000pOHH, Bijcivi
i ctpumyBaHHs 30poiHOi arpecii Pociiicbkoi ®Penepauii y JloHeupkiii Ta
Jlyrancekiii o6macTsx, mija yac ail HaA3BUYaHOTO CTaHy, 0COOJIHUBOTO MEPIOAY;
HE3apeECTPOBAHUX JIIKAPCHKUX 3acO0IB A JTIKyBaHHS piakicHUX (opdaHHUX)
3aXBOPIOBaHb, PO3POOJICHUX BUKIIOYHO ISl JIIKYBaHHS PiAKiCHUX (OpdaHHUX)
3aXBOPIOBaHb, SIKi B YCTAHOBJICHOMY IOPSIKY JOMYIICHI 10 3aCTOCYBaHHS Ha
teputopii Crnonyuenux lllrariB Amepuku abo JepxaB - 4ieHIB €BpONEHCHKOTo
Coro3y;

HEe3apeeCTPOBAHUX JIIKAPChKUX 3aC001B, 3 METOIO IIOCTaYaHHs 32 pe3yJbTaTaMu
3aKyIHiBIIi, TPOBENEHOI 0CO000, YIIOBHOBAXEHOIO HA 3IHICHEHHS 3aKyIiBeJb Y
chepl OXOpPOHM 3J0pOB’s, JJs BHMKOHAHHS HporpaM Ta 3/iiiCHEHHS
[EHTPAII30BaHUX 3aXOJIB 3 OXOPOHH 3JI0POB’S 3a KOIWITH JIEPIKABHOTO
OromkeTy, ab0 3aKyIiBIll, IPOBEICHOI 13 3aJIy4€HHSAM 0COOH, YIOBHOBaXKEHOI Ha
3MIMCHEHHST 3aKymiBellb y cdepl OXOpOHU 370pOB’S, 3a KOIITH MICIEBUX
OOJIKETIB, 32 YMOBH HasiBHOCTI CYKYIHOCTI TaKUX OOCTaBHUH:

B YKpaiHi BIICYTHI albT€pHATUBHI 3acO0U AJis1 TPO(1IaKTUKU Ta/ab0 JTIKyBaHHS
BIJIIOBITHUX 3aXBOPIOBaHb (BIACYTHI 3apeecTpoBaHi B YKpaiHi JKapcbKi
3aco0H 13 BIAMOBIIHOIO JIIFOUO0 PEYOBHHOIO);

norpeba y TakuxX JIKapchbKUX 3acobax B VYKpaiHi € 0OMeXeHO, TOOTO
JKapchbKUl 3acid mependayeHuil 1Jis BUKOPUCTAHHS HE3HAYHOIO KUIBKICTIO
MaIli€HTIB;

BIIMOBIIHI JIIKAPChKI 3ac00M B YCTAaHOBJICHOMY TOPSJKY JOMYIICHI 0
3aCTOCYBaHHA Ha TEPUTOPIi o/HI€T 3 TakuX KpaiH: Cnoxydeni Lltatu Amepuku,
Iseiinapcoka Koudenepauis, Anownis, Ascrpanis, Kanaga abo 3a
LIEHTPaJII30BaHOIO MPOLEAYPOI0 y JiepiKaBax - wieHax €Bpomneilicskoro Coro3y
Ta 3aCTOCOBYIOTHCS B OJHIH 13 3a3HAUEHUX KPaiH;

JAJIsi  TIPOBE/ICHHSI NPOrpaM  pPO3LIMPEHOr0  JOCTYNY MAIEHTIB 10




HE3apeecTPOBAHMX JIKAPChKUX 3ac00iB, 3aTBepa:keHux MO3;

JJIS1 IPOBe/IEHHS MPOrpaM A0CTymy cy0’€KTiB J0CailKeHHs (MAali€eHTIB) 10
JAOCJTIIZKYBAHOTO JIIKAPCHLKOr0 3aco0y micjs 3aBeplieHHs KJIiHIYHOIO0
BHIIPOOYBaHHS.

I11. BBe3eHHs1 He3apeeCTPOBAHUX JIKAPChKMUX 32C00iB, CTAHIAPTHUX
3pa3kKiB, peareHTis

I11. BBe3eHHs1 He3apeECTPOBAHUX JIKAPCHKUX 3aC00iB, CTAHIAPTHUX
3pa3KiB, peareHTis

3.1. HesapeecTpoBaHi JiKapchKi 3acO00M MOXYTh BBO3UTHUCh Ha MHTHY
TEPUTOPII0 YKpalHU y BUIAJKAX:

NPOBENCHHS JOKIIHIYHUX JOCHIKeHb (apManeBTUYHOI  po3poOKH,
30KpemMa MIPOBEICHHS XIMIYHUX, GbI3UYHHX, 010JIOT1YHHX,
MIiKpOOi0JOTiuHNX, (ApMAKOJOTIYHUX, TOKCHUKOJIOTIYHMX Ta  I1HIINX

HAyKOBHX JOCIIIKEHb, a TAKOX JOCHIDKEHHS CTa0lIbHOCTI, pO3pOOKH Ta
anpoOarii aHaJTITHYHAX METOMIB JUISl BHBUYCHHS IX crHenudigHoi
AKTUBHOCTI Ta O€3MEYHOCTI, B TOMY YHCII B MeXax pPO3pOOKH HOBHX
JKapChKUX 3aCO01B;

KIIIHIYHUX BUIIPOOYBAaHb;

JiepKaBHOT peecTpallii JTiKapchKuX 3ac00iB B YKpaiHi;

€KCIIOHYBAaHHS Ha BHMCTaBKaX, sipMapKax, KOH(pEepeHLisX Toulo Oe3 npasa
peaizanii;

MeAMYHOro 3abe3nedeHHs (0e3 mpaBa peasizallii) MiJIpo3AuIiB 30pOMHUX
CUJI IHIIMX JAep:KaB, K1 BIAMOBITHO J0 3aKOHY JOIYIIEHI Ha TEPUTOPI0
VYkpainuy;

1HIMBIyaTbHOTO BUKOPUCTAHHS TPOMAISTHAMH,

CTUXIMHOTO IMXa, KaracTpod, emiIeMiYHOrO0 3aXBOPIOBAaHHS TOMIO 3a
OKpeMHUM pillleHHAM MiHICTepcTBa OXOpOHM 3JI0pOoB’s YKpaiHu 3a
HAsSBHOCTI  JIOKYMEHTIB, 1[0 MiATBEP/KYIOTh 1X peecTpamito i
BUKOPHUCTAHHS B KpaiHaX, 3BIJIKH BBO3SATHCS MIPEIIapaTH,

3 METOK MEJWYHOTO 3abe3meueHHsS (MEIUYHOTO  3aCTOCYBAHHS)
BiliCBKOBOCITYKOOBI[IB Ta OCI0 psAIOBOrO 1 HAYaIbHUIBKOTO CKIAAy Ta
IHIMUX 0Ci0, K1 BIAMOBIAHO 10 3aKOHY HAMPABISIOTHCA YKPAiHOK IS
y4yacTi B MDKHApOJHIH oneparlii 3 miaATpUMaHHs MUpPY 1 Oe3neku y ckiaji
HAI[IOHAJILHOTO KOHTHHTECHTY UM HAIlIOHAJILHOTO TEPCOHATY, BUKOHYIOTH
3aBJaHHS MiJ 4Yac TMPOBEACHHS AHTUTEPOPUCTHYHOI omeparlii, omeparii

3.1. HesapeectpoBaHi JKapchki 3acO0M MOXYTh BBO3HTHCh Ha MHUTHY
TEPUTOPII0 YKpaiHH y BHITaIKAX:

MPOBEACHHS JOKIIHIYHUX JOCITIKeHb (DapMaleBTHYHOI pO3poOKH, 30KpeMa
MPOBEACHHSA  XIMIYHUX,  (QI3UYHHX,  OIOJIOTIYHMX,  MIKpOOiOJIOTIYHUX,
(hapMaKoJIOTIYHUX, TOKCHKOJIOTIYHUX Ta 1HIIUX HAYKOBUX JTOCIIKCHb, & TAKOX
JOCITIDKEHHS CTa0lIbHOCTI, pO3pOOKH Ta ampoOarlii aHaIITHYHUX METOJIIB IS
BUBYCHHS iX CIEIU(iuHOI aKTUBHOCTI Ta OE3MEYHOCTI, B TOMY YHCII B MEXax
PpO3p0OKH HOBHUX JIIKAPCHKUX 3aCO01B;

KJIIHIYHUX BUIIPOOYBaHb;

Jep KaBHOT peecTpallii TiKkapchKuX 3aco0iB B YKpaiHi;

€KCIIOHYBaHHS Ha BHCTaBKaX, SpMapkKax, KoH(pepeHIisXx Touo 0e3 mnpaBa
peauizartii;

MeauyHoro 3abe3nedeHHs (06e3 mpaBa peanizaiii) MiAPO3AUTIB 30pOMHHUX CHIT
IHIIKX JeprKaB, sSKi BIMOBIIHO 10 3aKOHY JOMYIIEHI HAa TEPUTOPit0 YKpaiHu;

iH,Z[I/IBiI[yaJ'IBHOFO BUKOPUCTAHHA I'POMAAsTHAMMU,

CTUXIHHOIO JIuXa, KaracTpod, eniieMIYHOro 3aXBOPIOBAHHS TOILO 32 OKPEMHUM
pimeHHsiM  MiHICTepcTBa OXOPOHM  3JI0pOB’Sl  YKpaiHM 3a HasgBHOCTI
JOKYMEHTIB, IO MiATBEPIXKYIOTh iX peecTpallito i BUKOPUCTaHHS B KpaiHax,
3BIKM BBO3SATHCS IIpENapary;

3  METOK  MEIMYHOro  3a0e3nedyeHHs  (MEIUYHOTO  3aCTOCYBaHHS)
BIICBKOBOCTYKOOBIIIB Ta 0Ci0 PsIOBOrO 1 HAYAIBHUIBKOTO CKJIAAy Ta 1HIIMX
oci0, sIKi BIAMOBIIHO O 3aKOHY HaIlpaBIISIIOTHCS YKpaiHOKO s ydacTi B
MDKHApOJIHIN onepartii 3 miATpUMaHHA MUPY 1 O€3MEeKH Y CKJIajli HalliOHAJIbHOTO
KOHTHHTCHTY Y HaIlIOHAJBHOTO MEPCOHANTY, BHKOHYIOTH 3aBJaHHS IIiJ[ Yac
IPOBECHHSl AHTUTEPOPUCTHYHOI omepaliii, onepanii OO6’eiHaHUX CHJI,




OO0’enHaHMX CHJI, 3OIHCHEHHS 3axO/iB 13 3a0e3leyeHHS HalllOHAJbHOT
Oe3mexu i 060poHH, Biacidi 1 cTpuMyBaHHA 30poiiHO1 arpecii Pociiicbkoi
Oenepanii 'y Joneupkid Ta JlyraHcekiii oOmacTsax, mig  d9ac il
Ha/I3BHYAITHOTO CTaHy, 0COOIMBOTO MEPioay;

JiKyBaHHS  piAKicHUX  (opdaHHHMX) 3aXBOpPIOBaHb 3a  PIIICHHSM
MinictepcTBa 0XOpOoHH 3110poB’st Ykpainu. lle moyioskeHHS CTOCYeTbCs
JUIIE JIKApChKUX 3ac00iB, PO3POOJICHHX BHKIIOYHO JJIs JIIKYBaHHS
piakicHux (opgaHHUX) 3aXBOPIOBaHb, SIKI B YCTAaHOBJICHOMY MOPSAKY
JIOTYILIEHI 10 3acTocyBaHHs Ha TeputTopii Cnonyyenux lllratiB Amepuku
abo JnepxkaB - wieHIB €Bpornelickkoro Coro3y, HE3aIeKHO BiJ TOTO, YH
3apeecTpoBaHi BOHHU SIK JIIKAPChKI 3acO0M KOMIIETEHTHHMMH OpTraHaMu
Crnomyuenux IlItatiB Amepuku abo €Bporneiicekoro Corosy;

NOCTa4aHHS 3a  pe3yidbTaTaMd  3aKyHiBii, MPOBEICHOI  0C000I0,
YIIOBHOBaXCHOIO Ha 3[1HICHEHHs 3aKymiBelb y chepl OXOPOHU 310pOB’H,
JUIs BUKOHAHHS TpOTrpaM Ta 3AIMCHEHHS IIEHTPATi30BaHUX 3aXOMIiB 3
OXOpPOHHM 3/I0pPOB’S 3a KOIITH JIepP:KaBHOTO OKeTy, abo 3aKymiBii,
MPOBEACHOI 13 3alydeHHSM OCOOW, YIOBHOBAKEHOI Ha 31HCHEHHSA
3aKyImiBelb y cepi OXOpOHH 3J0POB’s, 3a KOIITH MiclieBUX Oro/pkeTiB. Lle
CTOCYETbCS JIMILIE JIIKApChbKUX 3aco0iB, fAK1 BKiIto4eH1 1o Ilepemiky
HE3apeeCcTPOBaHUX TKapChbKUX 3ac00iB (3a M1KHApOAHUMHU
HENaTEeHTOBAaHMMHU Ha3BaMH), $KI MOXXYTb BBO3UTUCS Ha TEPUTOPIIO
VYkpaiHM 3 METOI0 MMOCTAa4aHHS 3a pe3yJbTaTaMu 3aKyHiBIi, NMPOBEIEHOT
0c00010, YITOBHOBA)KEHOIO HA 3/IICHEHHS 3aKyIiBeldb Yy cdepl 0XOpOHHU
3JI0pOB’s, JJIsl BMKOHAHHS MporpamM Ta 3A1MCHEHHS LEHTpali30BaHUX
3aX0/1B 3 OXOPOHHM 3/I0pOB’S 3a KOILUTH Jep>KaBHOTro OroxkeTy, abo
3aKyHiBi, TMPOBEICHOI 13 3alydeHHSM OCOOM, YIIOBHOBAXKEHOI Ha
3MIMCHEHHS 3aKyMiBeNb Y chepl OXOPOHH 3/I0POB’S, 32 KOIITH MICIIEBUX
Oro/KeTiB, 3aTBepkeHoro Kadinerom MiHicTpiB YKpaiHu.

Bincyrhii

3MIMCHEHHS 3aXO0/IiB 13 3a0e3MeUeHHs HaIllOHAIBHOI Oe31eKku 1 000pOHH, Bijcivi
i crpumyBaHHs 30poiHOi arpecii Pociiicbkoi ®@enepauii y JloHeupkiii Ta
Jlyrancekiii 065acTsx, mia yac ail HaA3BUYaHOTO CTaHy, OCOOJIUBOIO MEPioay;

JiKyBaHHS pinkicHuUX (opdaHHUX) 3aXBOPIOBaHb 3a pimeHHAM MiHicTepcTBa
OXOpOHH 310poB’st Ykpainu. lle MONOXKEeHHS CTOCYEThCS JIUIIE JIIKAPCHKUX
3aco0iB, PO3POOJICHUX BUKIIOYHO IS JIIKYBaHHS pIAKICHUX (opdaHHUX)
3aXBOPIOBaHb, SIKI B YCTAHOBJICHOMY IMOPSIKY JOMYIIECHI 10 3aCTOCYBaHHS Ha
tepuropii Cnonyuenux llltariB Amepuku abo gepxaB - 4ieHIB €BpONEHCHKOTo
Coro3y, HE3aJIeKHO BiJ TOrO, YA 3apEECTPOBAaHI BOHM SIK JIKAPCHKI 3aCO0M
KomrereHTHUMH ~ opranamu  Cronmyuenux  IlratiB  Amepuku  abo
E€spornericbkoro Coro3sy;

MOCTa4YaHHs 32 Pe3yJIbTaTaMU 3aKYIiBIIi, TPOBEACHOI 0CO00I0, YITOBHOBAKEHOIO
Ha 3JIACHEHHS 3aKkymiBeldb y cdepi OXOpOHM 370pOB’S, JUIsi BUKOHAHHS
mporpaM Ta 3AIHCHEHHS LEHTPATi30BaHUX 3aXOiB 3 OXOPOHH 3I0POB’S 3a
KOIITH JIep>KaBHOTO OIO/pKeTy, a0o 3aKymiBii, MPOBEACHOI 13 3aIy4CHHSIM
0co0H, YITOBHOBA)XEHOT Ha 3/IIHCHEHHS 3aKyMiBelb y chepl OXOPOHHU 370POB 4,
3a KOIITH MicleBux OrojkeTiB. Lle cTocyeThbes nuie JiKapchKUX 3aco0iB, AKi
BkimoueHl 7o Ilepenmiky He3apeecTpoBaHMX JIIKapChbKHX 3acob0iB  (3a
MDKHApOJHUMH HEMAaTeHTOBAaHMMHU Ha3BaMM), SKI MOXYThb BBO3HUTHCS Ha
TEPUTOPII0 YKpaiHM 3 METOI IIOCTayaHHS 3a pe3yJbTaTaMM 3aKyHiBii,
poBeieHOi 0c00010, YIMOBHOBAXKEHOIO Ha 31MCHEHHS 3aKymiBenlb Yy cdepi
OXOpPOHH 37I0POB’s, JUIsl BUKOHAHHS IPOrpaM Ta 3/1HCHEHHS LEHTpPaIi30BaHUX
3aX0[IiB 3 OXOPOHU 37I0pPOB’sl 3a KOLITHU JEpkKABHOTO Or0/KeTy, abo 3aKymiBili,
MIPOBEJIEHOT 13 3Ty4EHHSIM 0COOH, YITOBHOBa)KEHOT Ha 3/111ICHEHHS 3aKYIiBEIb y
cdepi OXOpPOHHU 370POB’sl, 32 KOIUTH MICLEBUX OIOKETIB, 3aTBEPKEHOTO
Kabinerom MiHicTpiB Ykpainu,

IJIA NnpoBEaACHHSA nmporpam PO3IIMPEHOT0 l'[alIiCHTiB
He3apeecTPOBaHMX JiKkapcbkux 3aco0iB, MO3;

JAOCTYIY o

IJIsl TIPOBEJACHHSI NMporpaM JOCTymy cy0’€KTiB JOcCTi:keHHsl (NMALIEHTIB) 10
AOCJHIIKYBAHOTO  JIKAPCHKOr0  3aco00y micad  3aBeplIeHHA  KJIIHIYHOIO
BUNPOOYBaHHSI.




3.3. MutHe oQOopMIEHHS HE3apEECTPOBAHMX JIKAPCHKUX 3aco0iB,
NPU3HAYCHUX IS 1HIUBIIyaJbHOTO BUKOPUCTAHHS TPOMaJsSHAMH, SIKi HE
HaJIeXkKaTh J10 0COOUCTUX pedel TPOMaIsiH, 3IIHCHIOETHCS MICHS OTPUMaHHS
MUTHUMH OpraHaMd JIHCTa-TIOBiIOMJICHHS MiHicTepcTBa  OXOPOHU
310poB'st  YKpaiHu 3rimHo 3 jpoxaTkoM 1 go mporo Ilopsaky 1momo
MO>KJIMBOCTI BBE3CHHSI Ha MHUTHY TEPUTOPIIO0 YKpaiHH HE3apeecTPOBAHHUX
JKapChKUX 3aco0iB, CTaHAAPTHHUX 3pa3KiB, pearcHTIB ab0 BiJAMOBIIHOTO
€JIEKTPOHHOTO MOBIIOMIICHHS.

BBe3eHHs rpoMagiHaMKu Ha MUTHY TEPUTOPII0 YKpaiHU HE3apeecTPOBAHUX
JIKapchbKUX 3aco0iB, MPU3HAYEHHUX JUISl 1HAMBIAYalbHOTO BUKOPHCTAHHS,
K1 HaJeXaTh 10 OCOOMCTHX pedeld rpoMajsH (MepeMillyloThCsl B PYUHIN
MOKJIaXi Ta/abo B CYMPOBOKYBaHOMY ab0 HECYNPOBOKYBAaHOMY Oaraxi
IPOMaJTHIHA), MOXKIIMBO B TAKUX 00CATax: y KUIBKOCTI, IO HE TIEPEBUIILYE
II’SITU YIIAKOBOK KOXKHOT'O HaHMEHYBaHHS Ha 0JJHY 0c00y (KpiM JIIKapChbKHX
3ac00iB, 10 MICTSATh HAPKOTUYHI UM TICUXOTPOIHI PEUOBHHHM); B KIIBKOCTI,
10 HE IMEpeBMILYe 3a3HAUE€HY B HAABHOMY B OCOOM peLEeNTi Ha Takuil
JTiKapCchKUW 3acid, BHUJIAHOMY Ha 1IM’sl Il€i O0COOM Ta 3acBiUEHOMY
[IEYaTKOIO JIiKapst Ta/abo 3aKyiagy OXOPOHH 310POB’sL.

MutHe  odoOpMIIEHHS ~ HE3apeECTPOBAaHMX  JIIKAPChKUX  3aco0iB,
NpU3HAYEHUX Ui 1HIUBIAYyaJlbHOTO BHUKOPUCTAHHS TIpOMaJsHAMHM, SKi
HaJIekaTh J10 OCOOMCTHX peuell rpoMajsH (IEepeMilyloThCS B PYy4HIN
HOKJIaX1 Ta/abo B CyNpOBOIKYBaHOMY ab0 HECYNpPOBOIKYBAaHOMY Oaraxi
rPOMa/ISIHUHA), 31HCHIOEThCSI 0€3 OTPUMaHHS MUTHUMM OpraHamH JiucTa-
NoBiIOMJIEeHHS ~ MiHiCTepcTBa OXOpPOHM  370pOB's  YKpaiHH 11070
MOYKJIMBOCTI BBE3E€HHS Ha MUTHY TEPHUTOPII0 YKpaiHW HE3apeecTpOBAHHUX
JIKapChKUX 3aco0iB, CTaHJAPTHUX 3pa3KiB, peareHTiB abo BiJIOBIIHOTO
€JIEKTPOHHOTO ITOB1IOMJICHHSI.

BBesenns HezapeecTpoBaHUX B YKpaiHi JIIKAPCHKUX 3aC001B, MPU3HAYEHUX
JUISE TIPOBEJICHHS KIIHIYHMX BHUNPOOYBaHb, 3AIACHIOETHCS 3a HAsSBHOCTI
pimeHHss MiHicTepcTBa OXOPOHHM 3/0pOB's YKpaiHH Mpo MpPOBEACHHS
KIIHIYHUX  BUNpoOyBaHb, MpHHHATOrO0  BiAmOBiAHO 10 I[lopsaky
IPOBEJICHHS KJIIHIYHUX BUOPOOYBaHb JIIKAPCHKUX 3ac00IB Ta €KCIEPTH3U

3.3. MutHe oOQOpMIEHHS HE3apeECTPOBAHUX JIIKAPCHKUX  3aco0iB,
NPU3HAYCHUX JUISL 1HOUBIAYyaJbHOTO BHUKOPHUCTaHHA TpOMaJsSHAMH, SKI HE
HaJIeXKaTh J0 OCOOMCTHX peded TPOMaJsiH, 3MIMCHIOETHCS MICIS OTPUMAaHHS
MUTHHMU OpraHaMH JIMCTa-TOBiOMIIEHHS MIiHICTEpCTBa OXOPOHHU 370POB'S
VYkpainu 3rigHo 3 gogatkom 1 g0 mporo I[Topsaky 1010 MOXKIMBOCTI BBE3EHHS
Ha MHUTHY TEpPUTOpil0 YKpaiHU HE3apeeCTpPOBAHUX JIKAPCHKUX 3ac00iB,
CTaHIApPTHHX  3pa3KiB, peareHTiB ab0  BIAMOBIZHOTO  EJIEKTPOHHOTO
MOB1JOMJICHHS.

BBe3eHHsT TpoMajsHaMU Ha MHUTHY TEPHUTOpII0 YKpaiHM He3apeecTpOBaHHX
JMKApChKUX 3ac001B, MPU3HAYEHHUX MJIsl 1HAWBIyalbHOTO BUKOPUCTAHHS, SKi
HaJIeKATh JI0 OCOOMCTUX peyel TpoMasiH (TIepEMIIIYIOThCS B PyUYHiil MOKIaxi
Ta/ab0 B CyNpPOBOXKYBaHOMY  ab0  HECYNpOBOIKyBaHOMY  Oaraxi
IpPOMaJSTHIHA), MOXJIMBO B TaKUX 00CATax: y KUIBKOCTi, IO HE IMEPEBHIIYE
I’ITH YIMAKOBOK KOXKHOTO HailMEHYBaHHS Ha OJHY 0COO0y (KpiM JKapChbKHX
3ac00iB, 10 MICTATh HAPKOTUYHI UM TICUXOTPOIHI PEYOBHHN); B KIJIBKOCTI, IO
HE MEPEeBUINy€e 3a3HAUCHY B HAasSBHOMY B OCOOM pEIENTi Ha TaKUW JiKapChKUN
3aci0, BUJIaHOMY Ha 1M’s I1i€Tl 0COOM Ta 3aCBiIUEHOMY MEYaTKOIO JIiKaps Ta/abo
3aKJIaJly OXOPOHH 3]I0POB’sl.

MuTHe 0QOpMIIEHHS HE3apEECTPOBAHUX JIIKAPCHKUX 3aC001B, MPU3HAYCHUX IS
1H/MBITyalbHOTO BUKOPUCTaHHSA TpOMaJsHaMH, sIKI Halexarb 10 OCOOMCTHX
pedeir rpoMaisH (MepeMIUIylOTbCsl B pydyHId MOKJaxi Ta/abo B
CYIpPOBOJUKYBAaHOMY a00 HECYNpOBOJKYBaHOMY Oaraxki TIpoMajsiHMHA),
3MIACHIOETCS 0€3 OTpUMaHHS MHUTHUMU OpraHaMH JIMCTa-IOB1JOMJICHHS
MiHicTepcTBa OXOPOHM 3A0pOB'St YKpaiHM IIOJJO MOXKJIMBOCTI BBE3E€HHS Ha

MUTHY TEpUTOpiI0 YKpaiHM HE3apeecTPOBAHMX  JIKAPChKUX  3aco0iB,
CTaHJApTHUX  3pa3KiB, peareHTiB a00  BIANOBIAHOTO  EJIEKTPOHHOTO
MOB1OMIJIEHHS.

BBesenns HezapeecTpoBaHUX B YKpaiHi JIKapChbKUX 3ac001B, MPU3HAYEHUX AJIs
MPOBEICHHS KITIHIYHUX BUNPOOYBaHb, 3A1HCHIOETHCS 32 HAsIBHOCTI pillIEHHS
MiHicTepcTBa OXOPOHU 370pOB'st YKpaiHu PO NPOBEACHHS KIIIHIYHUX
BUIIPOOYBaHb, MPUHHATOrO BiAMOBIAHO 10 [opsaaKy mpoBeaeHHs KITIHIYHIX
BUNPOOYBaHb JIIKAPCHKUX 3aCO0IB Ta EKCIEPTHU3H MaTepialiB KJIIHIYHUX




MarepiamiB  KJIIHIYHUX  BUIPOOyBaHb,  3aTBEPPKCHOTO  HaKa3oM
MinictepcTBa 0XOpOoHH 3710poB's YKpainu Big 23 BepecHs 2009 poky Ne
690, 3apeectpoBaHoro B MiHicTtepcTBi toctuilii Ykpainu 29 >xoBtHs 2009
poky 3a Ne 1010/17026 (y pemakuii Hakasy y penakuii Haxazy
MiHictepcTBa 0XOpOoHHU 3710poB's Ykpainu 12 mumus 2012 poky Ne 523),
SKUM JIO3BOJIIETHCS TPOBEJCHHS KJIIHIYHUX BHUMPOOYBAaHb JIIKAPCHKUX
3ac00iB.

Bincyrhiii

BUIIPOOYBaHb, 3aTBEPHKCHOT0 HaKa30M MiHICTEpCTBa OXOPOHH 3JI0POB's
VYkpainu Big 23 BepecHs 2009 poky Ne 690, 3apeectpoBanoro B MiHicTepcTBi
roctuilii Ykpainu 29 sxoBtHs 2009 poky 3a Ne 1010/17026 (y penakiiii Haka3y y
penakuii Haka3y MiHicTepcTBa 0XOpOHH 370poB's Ykpainu 12 mumas 2012
poky Ne 523), sIKUM JT03BOJISIETHCS MPOBEACHHS KIIIHIYHUX BUIIPOOYBaHb
JTIKapChKUX 3aC001B.

BBe3eHHs1 He3apeecTPOBAHMX JIKAPCHKUX 32c00iB HA MHUTHY TepHUTOPil0
Ykpainu, npu3HadYeHUuX Ui NPOBeIeHHsI MPOrpaM pPo3LIHPEHOr0 JA0CTYILY
NALIEHTIB 10 He3apeecTPOBAHUX JIKapchbKUX 3aco0iB a00 mNpoBeneHHs
Nporpam A0CTymny cy0’eKTiB JOCHilKeHHs (MALI€HTIB) 10 JOCTIIKYBAHOTO
JiKapcbKoro 3aco0y micisi 3aBeplIeHHs KJIHIYHOrO BHNPOOyBaHHS,
3MICHIOETHCS 32 HAasIBHOCTI pillleHHsT NPO 3aTBepPAKEHHSI INPorpam
po3umpenoro nocryny MO3, 1o € 103B0JI0M IJIf1 iX BBE3€HHSI.

IV. Ilopsinok oOTpUMAaHHS NOBiAOMJICHHS 11010 MOK/JIUBOCTi BBe3eHHS
HA MUTHY TEPUTOPil0 YKpaiHU He3apeeCTPOBAHMX JIiKAPChKUX
3ac00iB, CTAHAPTHHX 3Pa3KiB TAa peareHTiB

V. llopsinok oTpUMAHHS MOBiTOMJIEHHSI 1010 MOKJIHBOCTi BBe3eHHSI
HA MUTHY TEPUTOPil0 YKpPaiHN He3apeeCTPOBAHMUX JiKapChKUX 3aC00iB,
CTAHJAAPTHHX 3Pa3KiB Ta peareHTiB

4.1. V BciXx BHNAJKax, KpIM BBE3E€HHS HE3apEECTPOBAHMX JIKAPCHKUX
3ac00iB Uil IHOWBIAYaldbHOTO BUKOPHCTAHHS TpOMajsHAMH, Jis
MeAMYHOro 3abe3nedeHHs (0e3 mpaBa peasizallii) MiJIpo3AuIiB 30pOMHUX
CHJI 1HIIUX JEp’KaB, sKi BIJINOBIHO A0 3aKOHY JOMYIIEHI Ha TEPUTOPIIO
Vkpainu, Uil TpOBENEHHS KIIHIYHMX  BUIPOOYBaHb, CY0'€eKTOM
rOCHOJapIOBaHHs a00 YIMOBHOBAXXEHOIO HUM oco0oro a0 MiHicTepcTBa
OXOpPOHM 3JI0pOB'st YKpaiHM TOJA€ThCS 3asiBa, CKJIaJCHA Y JTOBLIbHIN
¢dopmi, Ta BiIOMOCTI ITPO BBE3EHHS HE3apEECTPOBAHUX JIIKAPCHKUX 3aC00iB,
CTaHJApTHHX 3pPa3KiB, PEAareHTIB 3T1HO 3 J0JaTKOM 2 110 11b0T0 [lopsnky.

4.1. Cy0'ekTOoM rocnoaaproBaHHsi a00 YNOBHOBa:KeHOI) HUM 0C00010 /10
MO3 nopaerncs 3asiBa, CKJIajeHa y AOBUIBHiN (opmi, Ta BitomocTi npo
BBE3€HHsI He3apeeCTPOBAHUX JIKAPCHKUX 3ac00iB, CTAHAAPTHUX 3Pa3KiB,
peareHTiB 3rigHo 3 pomatkom 2 1o nsoro Ilopsinky, KpiM BHIAJKiB,
BBe3eHHSI He3ape€CTPOBAHMX JIKapChbKUX 3ac00iB A IHIAMBiIyaJIbHOIO
BUKOPHUCTAHHS TPOMaJAsiHAMHU; JJIsl MeAUYHOro 3ade3nedyeHHs (0e3 mpasa
peaJiizauii) miapo3aiiiiB 30poHUX CHJI IHIIMX Jep:KaB, sIKi BiAMOBiIHO /10
3aKOHY JAONYIICHI HA TEPUTOPil0 YKpaiHW; JJIsi NPOBEeJCHHHA KJIHIYHHMX
BUIIPOOYBaHb; 1JIs1 IPOBEJACHHS MPOrPaM pPO3LIMPEHOro A0CTYIY NALIEHTIB
A0 He3apPeeCTPOBAHUX JIKAPCbKHX 3ac00iB Ta NPOBEICHHS MNporpam
A0CTYyNy Cy0’€KTiB  Joc/aikeHHs1 (Mami€eHTIB) [0 JOCHiAKYBaHOIO
JIKapChKOro 3aco0y micjsi 3aBeplieHHs] KJIIHIYHOT0 BUNIPOOYBAHHSL.Y.

MiHicTp 0XOpOHH 310pOB’A YKpaiHu
« _» 20 p.
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