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No Ha Ne BIJT

Jlep:xaBHa peryjasiTopHa cay:x0a YKpaiHu

MiHiCTEepCTBO OXOPOHH 30pOB’sl YKpaiHU HAJACHUIAE HA MOTOJKEHHS MPOEKT
noctanoBu Kabinety MinictpiB Ykpainu «IIpo 3arBepmxenns [lopsiky BBe3eHHs Ha
TEPUTOPII0 YKpaiHU JTIKAPCHKHUX 3aCO01B» Ta MPOCUTH MOTOJUTH MOTO B HAMKOPOTIII
TEPMIHHU.

Honarok: 35 apk.
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IIpo 3aTeepa:kenns [opsiaky BBe3eHHsI HAa TepuTOpi0 YKpainu
JiKapchbKHX 3ac06iB

Bianosinxo 10 acTunM mocroi cratti 73 3akony Vkpainu «IIpo sikapchki
3aco0m» Kabiner MinicTpiB YkpaiHu mocTa H O BJI A €:

1. 3arBepautu IlopsAnok BBe3eHHS Ha TepUTOPiEd YKpaiHH ITiKapChKHX
3ac001B, 10 JO1A€THCA.

2. Il# moctanoBa HabUpae YMHHOCTI OJHOYACHO 3 BBEJCHHAM B /1il0 3aKOHY
Ykpainu Bij 28 manas 2022 poky Ne 2469-1X «IIpo nmikapchki 3aco6m.

IIpem’ep-miHicTp Ykpainu Hennc HIMUT AJID




3ATBEP/I2KEHO
nocraHoBoro Kabinety MinictpiB Ykpainu
Ne

MNOPAJOK
BBe3€HHS HA TEPUTOPiI0 YKpainu JikapcbKux 3acoliB

3araJjibHi MOJIOKEHHS

1. Ieii Ilopsaok BM3HaYae NpOLEAYpy BBE3EHHS Ha TEPHTOPil0 YKpaiHH Ta
BBEJICHHS B OOIT JIIKAPCHKHMX 3aC0O0IB 3 METOIO JI0JIEPKAHHS BUMOT 3aKOHOIABCTBA L1010
3abe3neyeHHs AKOCTi, Ge3nexu Ta eeKTHBHOCTI JiKapchkuX 3aco0iB i yac ix o6iry.

2.'Y upomy Ilopsaky TepMiHH BXHBAIOTBCS Y TAKOMY 3HAYECHHI:

JILEH30BaHUH TUCTPUO TIOTOP (Jasti — ZUCTPUO I0TOP) - Cy6’ €KT TOCHOIAPIOBAHHS,
SIKWH MIPOBA/IUTH TOCIIOAAPChKY AiSIBHICTH 3 ONTOBOT TOPTiBi JiKapChbKUMH 3aco6aMi i
Mae€ JIiLIEH3110 Ha ONTOBY TOPTiBIIO JiKAPCHKUMH 3aC00aMH;

JLEH30BaHU# iMIopTep (mani — iMIOpPTEp) - Cy6’€KT TrOCHOAAPIOBAHHS, IO
MPOBAUTE JIANBHICTE 3 IMIOPTY JiKAapCHKHX 3ac00iB Ta Mae€ MileH3il0 Ha iMIOpT
JIIKapChKHUX 3aC00iB.

I repminm y usomy Iopsaky, BKUBAIOTECS Y 3HAYEHHAX, HABEIEHNUX y 3aKOHi
Yxpainu «IIpo nixapceki 3acobm» (nai — 3akon) ta JlineH3ifMaux YMOBax MPOBaKEHHS
TrOCMOAAPCHKOI AisUIBHOCTI 3 BAPOOHMITBA JIIKaPCHKHUX 3aC06iB, ONTOBOI Ta PO3APiOHOI
TOPTiBIi JIKApCHKUMH 3acC00aMH, IMIIOPTY JKapchbkuX 3aco0iB (KpPiM AKTHBHHX
(hapMalEeBTUYHUX iHTPEMIEHTIB), 3aTBEPHKEHUX MOCTAHOBOKO Kabinery MinicTpis
Yxpainu Big 30 mucronaga 2016 p. Ne 929 (Odiuiituuit Bicuuk VYkpainu, 2016 p., Ne 99,
ct. 3217) (nani - mueH3iitHi yMOBH).

3. His uporo ITopsnky HOIIMPIOETHCH HA JMIKAPChKi 3aCO0M, IO BBO3STHCS HA
TEPUTOPII0 YKpaiHH, 32 BUKIIOYECHHAM:

JIIKapChKMX 3ac00iB, MO MICTATh GyIb-AKi BHAM KJIITHH JIFOIHHH 260 TBApHHH,
CKIIaNIalOTeCS 3 HUX 200 BUIOTOBJEHI HAa OCHOBI TaKMX KIITHH, IO PEryTIOKTHCS
CIeL1aIbHUM 3aKOHOM;

HE3apEeeCTPOBAHMX JIKAPCHKUX 3aC001B (KpiM JKapChKUX 3aC001B, 110 HapaneIbHO
BBO3ATHCS B YKPaiHy NapaleIbHUMH IMIIOPTEPAMH);

JOCIIXKYBAHUX JIKAPCHKUX 3aCO0IR;

AKTHBHHX (papMaleBTHYHHMX iHIPeIieHTIB Ta mpoxaykuii «in bulk» (kpiM BuMmor,
BHU3HAYEHHUX MyHKTOM 4 1poro [lopsaky).

4. V pasi BBe3eHHA Ha TEPUTOPII0 YKpaiHM AKTHBHMX (hpapMaleBTUUHHX
IHIPEIEHTIB Ta MpoayKuii «in bulk» cy6’ekTH rocnoxaprOBaHHs 3iHCHIOITH BiOIp
3pasKiB /I MPOBECHHS TabOpPAaTOPHOTO KOHTPOMIO iX SKOCTI HAa BiAMOBIAHICTE
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BUMOTaM cretuikaiii SkocTi METOMiB KOHTPONIO SKOCTi JIKapChKOrO 3aco0y 1o
peecTpaliiHoro nocpigyeHHs abo cnewudikaniil peectpaniiiHoro gocke, a6o0 BUMOram
HepxkaBnoi dapmakonei VYkpainu/€Bpomneiicekoi ®apmakonei (aas aKTHBHEX
(bapManeBTHYHUX IHIpeNi€HTIB) CaMOCTIHHO 1 BiAMOBINAIOTH 3a SKICTh 3a3HAYEHUX
JIKapChKUX 3aCO0iB 3TigHO i3 3aKOHOZABCTBOM. JIaGopaTopHHil KOHTPOIb IX AKOCTI
TNPOBOAUTBCS B JIaDOpaTopii aTecToBaHiil/ynmOBHOBaXeHi OpPraHoM Iep)KaBHOIQ
KOHTPOJTIO.

Cy0’extH rocnopmapioBaHHs IIOMIicsSIs 10 15 wYucna MOAmOTh 10 Oprany
ACPHKABHOTO KOHTPOJIIO 33 MICLEM NPOBAIKEHHS TOCHOAAPCHKOT IisIbHOCTI HACTYTIHY
IH(pOpMALIO Ta BIIOMOCTI: JaTy BBE3CHHS aKTUBHUX (hapMALCBTHYHUX {HIPELi€HTIB T4
npozayxuii «in bulk», ix Ha3By, HOMep Ta po3Mip cepii, KibKiCTh, TEPMiH IIPHIATHOCTI,
BHPOOHHKIB, HOMEDP PEECTPAalliHHOrO MOCBIAYEHHS (1S aKTUBHUX (apMaleBTHIHHX
IHIPE/IIEHTIB - 32 HASBHOCTI) Ta OTPUMaHI IPOTATOM KaJIeHAAPHOTO MicCALs JOKYMEHTH
MO0 MPOBEJICHHA J1a00paTOpHOro KOHTpomo (ceprudikaty, crenudikarii, Metonu
KOHTPOJIIO TOIIIO).

Pasom 3 indopmartiero, 3a3HauerHo0 B ab3ali ApyromMy HpOro IIYHKTY, Cy0’eKkTn
FOCIIOAAPIOBAHHS TOJAIOTh [0 OpraHy JEpKaBHOTO KOHTPOJIIO JOKYMEHTH Ta
iHopmallito, mepenbaderi crarrero 46 3akony.

Indopmanis Ta migTBEpIKYIOYI JOKYMEHTH, 3a3Ha4eHi B ab3anax ApyroMmy,
TPETBOMY I[BOTO IYHKTY, NOJAIOTECS B ENIEKTPOHHIH (hOpMi 4epe3 MOIyIIb MPOrpamMHO-
TEXHIYHOTO KOMILTeKCY «/lepkaBHa iH(OpMAI[iiHO-aHATITHYHA CHCTEMa KOHTPOJTIO
SKOCTI JIKApCHKMX 3aco0iB i MeauuHoi MpomyKLii» BeOIoOpTaly €IeKTPOHHOIO
YPAOyBaHHS 3 KOHTPOJIIO SIKOCTI JIIKAPCHKHUX 3aco0iB.

Y pasi BUABJIEHHS 3a pe3y/IbTaTaMu 1aBOPaTOPHOrO aHalll3y HEeSIKICHUX aKTHBHHX
(apMaueBTUHMX IHIPEeNieHTIB Ta mpoayKiii «in bulky, Cy0’€KTH roCTioJaprOBaHHs HE
Mi3HiIIE HiX IMPOTATOM TPHOX pOOOYMX IHIB iH()OPMYIOTE OpraH 1epKaBHOTO KOHTPOIIIO
3a MiCLeM NPOBa/UKEHHS TOCTIOAAPCHKOT MisIBHOCTI PO 3aXOMH, BXKHTI y 3B’A3KY 3
BUSB/ICHHAM HESKICHUX aKTHBHMX (DapMaIeBTHYHHX iHTPENi€HTIB Ta IPOyKuii «in
bulk».

5. Jlikapceki 3acobwW, siki BiAIOBIOHO 10 3aKOHY MiANATAKOTH Jiep>KaBHOMY
KOHTpOJIIO SIKOCTI, BBO3ATBCS HAa TEPUTOPil0 YKPAiHU Ta BBOASATLCS B OOir Cy0’ekTaMMm
TOCIIO1apIOBAHHS BiJNOBIHO JO BUMOT 3aKOHOJABCTBA 3 MMHTAHb NOPSAAKY 341HCHEHHA
ACPXAaBHOIO KOHTPOJIO SKOCTI JIKapChKHUX 3ac00iB, III0 BBO3ATHCH Ha TEPUTOPIK
Ykpainu. JlepkaBHUM KOHTpONIb SKOCTI TAKHX JIIKApCBKUX 3aco0iB 3/ilicHIOETHCH
OpTaHOM NIEPKAaBHOTO KOHTPOIIIO 3a 3asBOI0 Cy0’ekTa rocrmonaproBanus. Iapopmaris
TIpO BBEJEHHS B OOIr cepii Takoro JiKapchKoro 3aco®y BHOCHUTHCS 10 JepxaBHOTO
PEECTPY BBEACHHUX B 00Ir NIKAPCHKMX 3aC00iB, 110 BBO3ATHCA Ha TEPUTOPIIO YKpaiHH,
OpraHOM JI€PKaBHOTO KOHTPOIIO. |

BBenenns B 00ir Takmux JKapCcEKUX 3acobiB Ge3 IIPOBEEHHS [JEPXKABHOI'0
KOHTPOJIIO AKOCTI HE JOMYCKAEThCS.



6. Hapkotnuni (mcuxoTpomHi) mikapckki 3aco0M BBO3STHCS HA TEPUTOPIIO
YKpaiHu Ta BBOJAATECS B 00Ir BilNOBIIHO 10 3aKOHOJABCTBA, Y TOMY YMCIi 3aKoHy
Yxpainu «IIpo HapkoTHYHI 3ac00H, ICHXOTPOIIHI PEYOBMHH 1 PEKYPCOPHY.

7. Ha Teputopiro YkpaiHu JlikapchKi 3aC00H BBO3ATHCS:

1) muctpub’roropamu, mnapanenbHUMH IMIIOPTEPAMHM - 3 AEPKABH - WieHA
€sponeiicekoro Coro3y abo €Bponeicskoi acolianii BiIbHOT TOPTiBII, L]0 € CTOPOHOKO
Yroau npo €BponeicsKy EKOHOMIYHY 30HY;

2)  iMmoprepaMM  — 3 iHIOMX  KpaiH, KpiM  3a3HAYEHHX |y
MIAMYHKTI 1 BOTO ITyHKTY.

BBe3seHHs JikapchKuX 3aco6iB Ha TepuTopil YKkpainu iMnoprepamu

8. IMIopT JlikapchKHX 3ac06iB 3iCHIOETHCS BiAIOBITHO 10 JTEH31HHIX YMOB, 3
ypaxyBaHHAM BUMOT HaJIe)KHOI BUpobHu4oi npaktuku (Good Manufacturing Practice,
GMP) (nani — nanexwua BUpoOGHMYA NPaKTHKa), 3aTBepIKeHoi MO3.

Koxna cepis nikapchkoro 3acoby IOBHHHA CyNpPOBOKYBATHCH cepTH(MIKaTOM
cepii JiKapchKoro 3aco0y, BHAAHHM BHPOOHMKOM, IO BiANOBijaE rajgy3eBoMy
CTaHaapTy «MDKHapoaHI TrapMOHi3oBaHi BHMMOrM wI0f0 cepTudikamii  cepiiy,
3aTBep/KeHOMy MO3, agantoBanomy 110 3akoHozaBcTBa €Bponeiicskoro Coro3y.

Ceprudikawuis cepii nikapchkux 3aco6iB, 10 BBO3ATECA HA TEPHTOPIIO YkpaiHu,
3MIHCHIOETHCS YTIOBHOBAXKEHOK 0COG0K0 iMIOPTEpa IIISXOM MPOBEIEHHS KOHTPOJTIO
BIATOBIIHOCTI cepil JMiKapchKoro 3aco0y, 10 BBO3UTHCH, peecTpalifHOMY IOChE, HA
NiJCTaBl AKOTO JIKAPCHKHMiL 3aci6 3apeecTpoBaHo B YKpaiHi, Ta BUMOTaM HAaIeKHOI
BUPOOHUYOI IIPAKTUKH.

[nopmanito npo immoprepa mae 6yt BHeceHO 10 MaTeplaniB peecTpaLiiHoro
J10Cb€ Ha JIKAPCHKUH 3aci0, 1110 iIMIOPTYEThCS.

9. Immoprep, B paMkax cepTudikaiii koxkHoi cepii JTikapchKuxX 3acobiB, 113 (0)
BBO3SITECS HA TEPUTOPIO YKpaiHH, 3abe3nedye npoBefeHHs 1abopaTopHOTo KOHTPOIIK)
AKOCTI, @ TAKOXK IHIIMX IEepeBipoK, HeoOXimHUX 11 cepTudikaii cepii JIIKapChKOro
3ac00Y BIAMOBINHO O BUMOT HATEKHOI BUPOGHHUHO] IIPAKTUKH.

JlaGopatopHuil KOHTPOJIL SAKOCTI 3/IMCHIOETHCS IMIOPTEPOM y BIacHId abo
KOHTPAaKTHIH  jabopaTopii, aTecTOBaHiil/yIOBHOBaXEHIH OpraHoOM J€PKaBHOTO
KOHTPOJIKO B MOPSAKy, BCcTaHOBIeHOMY MO3, Ta MNOBHMHEH OXOIUIIOBATH BCi
BUIIPOOYBAHHS, HEOOXi/HI [/ MiATBEPKEHHS TOTO, 1110 JIKAPCHKUIL 3aci6 BIAIIOBIIA€
crieuM(iKalisM peecTpaliifHOro J0Che, YHHHOTO Ha JaTy BUITYCKY cepii JIIKapChbKOI®
3aco0y BUPOOHHKOM.

Ceprudikanis cepii mikapcekoro 3acofy, MmOJ0 SKOro Oyn0 npoBeeHO
11ab0paTOpPHUH KOHTPONb Y 3aralbHOERPOIEHCHKIl Mepexl1 odiniiHuX nabopartopii
KOHTPOIIO JiKapchkux 3aco6iB (General European OMCL Network, GEON),
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3[IHCHIOETHCS YIOBHOBAKEHOI 0COOOI0 IMIIOPTEpPa HA MIACTaBi PE3yIbTATIB TAKOIO
1ab0paTOPHOTO KOHTPOIIIO.

10. Ha yac npoxokeHHS KOXHOK CEpiero TikapchbKUX 3ac00iB, 110 BBO3ATHCH Ha
TepuTopito  VkpaiHH, 1abOpaTOpHOrO0 KOHTPOJIO SKOCTI JHKapChbKHX 3acOOiB,
3a3Ha4eHOro B myHKTI 9 wusoro I[lopsaky, mo Bumycky cepii B 06ir immoprep
3000B’s13aHMH 3a0€3N€YNTH 30€piraHHs X JIKAPCHKUX 3aCO0IR y KapaHTHHI.

3a pesysnbTaTamMH JIaOOpPaTOPHOrO KOHTPO/IIO SKOCTI JIiKAPCHKOTO 3acoly, 110
BBO3HUTBCS Ta TEPUTOPiIO YKpaiu (y pasi HOro NpoBeJeHHs y BUIIAJKAX, BU3HAYECHUX
uum Ilopsizkom), ymoBHOBaxkeHa ocoGa imMmoprepa cepTHdikye Ta BHIIYCKae B 06D
CEepI0 TAKOTO JIKAPCHKOro 3aco0y Ta MPOTArOM TPHOX POOOYMX IHIB 3 JHS BHIAH]
cepTHiKaTa cepii JiKapchKOro 3aco0y I04ae 0 OpraHy JepXKaBHOIO KOHTPOIIO JaHi,
BU3HAYCHI MyHKTOM 19 mporo Ilopsizky, y pexumi iHGopMamifiHOro MOBiTOMIEHHS
BIAMOBiAHO 10 MyHKTY 20 meoro IMopsaxy.

V Bunajky, sSKIIO YacTHHA cepii roTOBOT NPOIYKIII IMIIOPTYETHCS MIC/S TOTO, AK
IHIIIA YaCTHHa Li€l 3 camoi cepii Gynia pauimie iMmmoproBana B YkpaiHy, ymlOBHOBa)ke€Ha
0c00a IMIIOpTepa, IKMH OJIEpIKye HACTYIIHY YaCTHHY Cepii, Ma€e IPaBo BUKOPHUCTOBYBATH
pe3ylbTaTH J1abOPaTOPHOIO KOHTPOJII MEpIIOi Y4aCTHHH Cepii IBOrO JKAPCHKONO
3ac00y, MPOBEIECHOTO YIIOBHOBAXEHOI 0COOOI0 iHIIOrO IMIIOpTEpPa, 3 ypaxyBaHHSIM
PU3UK-OPIEHTOBAHOTO ITiIXO0/Y, BiMOBIIHO 1O BUMOT HAJIEKHOI BUPOOHHYOT MPAKTHKH.
Ilpn 1npoMy ynoBHOBakeHa 0co0a iMIIOpTEpa rapaHTye HA IiACTaBi BiAMOBITHMX
MiATBEPKYIOYMX JOKYMEHTIB, LIO:

OOHBI YaCTHHH JilCHO HAIEXKATH 10 i€ caMoi cepii;

HaCTyIHa 4aCTHHA Cepil JIKapChKOro 3aco0y TpaHCIOpTyBanacs 3 JOTPHMAHHAM
YMOB 30€piraHHs, BU3HAYEHUX BUPOOHUKOM;

BUIIPOOYBaHi 3pa3ky € PENPe3eHTATHBHUMH IS cepii B LIJIOMY.

SAkmo ynosHoBaxeHa 0coba iMIopTepa He MOXe rapaHTyBaTH JOTPHMAaHHS YMOB,
3a3HAYCHHX y ab3alax 4eTBEPTOMY — LIOCTOMY LBOTO MyHKTY, TO JHKAapchKi 3acobu
HACTYIHOI YaCTHHH CEPii, 1110 BBO3UTHCS HA TEPUTOPIIO Ykpainu, HanpapJsOTECS 15
IPOBE/ICHHS J1a00PAaTOPHOTO KOHTPOIIO SKOCTI BIATOBIAHO M0 MYHKTY 9 IBOIO
[Mopsiaky.

11. 'V Bunanky BUABJIEHHS HEBIANOBIAHOCTEH M Yac NPOBEIEHHS ceprudikaii
cepii JKapChKOro 3aco6y YNOBHOBAXEHOK 0COBGOI0 IMITOpTEpa, II0 CTOCYIOThCH
HE3HAYHUX BIAXWIEHb y MapKyBaHHI Ta/aG0 JHMCTKY-BKIaHIIY (HEBIANOBIAHOCTI
PEIAaKUi{HOrO XapaKTepy, IO He MOKYTh CIIPHYHHUTH HMIKOIHM JUIS 3/I0pOB’S JIFO/IMHU),
YIOBHOBaXEHA 0c00a iMmopTepa iHdopmye mpo Le Opran AepKaBHOTO KOHTPOIIO 3
3a3Ha4YCHH’M 3aXOJiB, BXXHTHX Ul YCYHEHHS LIUX HEBiAMOBiAHOCTEH 3 ypaxyBaHHIM
PU3UK-OPIEHTOBAHOTO MMiAXOY.

Ilpy HeraTMBHOMY pe3ynbTaTi 1aGOPaTOPHOTO KOHTPONKO SKOCTI JKApCHKHX
3ac00iB a0 B IHIIMX BHUIAAKaX, IO YHEMOXKIHMBIKOTH cepTudikaio cepii/4acTuHH
Cepii, 0 MOIJI0 HEraTHBHO BIUIMHYTHM Ha SKiCTh, VIIOBHOBAXKEHA 0c00a IMIIopTepa
IHPOPMY€E B [€Hb OTPHMAHHS TAKMX DE3y/bTATIB OpraH JEPKABHOTO KOHTPOJIIO T4



BUMHAC JIii, Mepea0adyeHi 3aKOHOJABCTBOM B YACTHHI [OBEPHEHHS MOCTAYabHHKY,
YTHII3aMi], 3HUALIEHHS JTIKapChKUX 3aC00iB TOIIO, a TAKOX KOHTPaKTOM (1oroBopom),
YKIaeHUM 3 1HO3EMHUM BHPOOHMKOM Ta/a00 IIOCTAYaIbHMKOM TaKHX JiKapChKHX
3ac00iB, Ta/ab0 BIIACHMKOM peECTpallii Ha TiKapchKuii 3acif.

12. 'V pasi imnopry nikapcekoro 3acofy i3 kpaiH 3i CTPOrMMHM pery/isTOPHHUMH
opraHam# (SRAS), BHTOTOBJIEHOTO Ta BHIIYLIEHOTO B 0GIr Ha TepHTOpii KpaiHW i3
CTPOTMMH PETYJIATOPHUMHU Opranamu (SRAs), o rapanTye 10TpUMaHHs BUPOOHHKOM
TaKOro JIKapChKOro 3acoby BHMOI Hale)KHOI BHPOOHMYOI IIPAKTHKH, CKBiBATEHTHHX
NPUHHATHM B YKpaiHi, Ta 31iHCHEHHS y KpaiHi-eKCIIOpTepi KOHTPOIIIO, 0 BIJIIOBi12€
BHMOraM ITyHKTY 2 YaCTHHH Iepmioi cTatTi 49 3aKoHy, TiKapchKuii 3aci6 He mimisrae
11ab0paTopHOMY KOHTPOJIIO SIKOCTI Ha TepuTopii YkpaiHy.

Ceprudikanis cepii nikapcskoro 3acoby, Mo iMIOPTYETBCA i3 KpaiH 31 CTpOruMu
PeryISITOpPHUMHE OpraHaMu (SRAS), 3HifCHIOETECS YIOBHOBaKEHO 006010 iMITopTepa
Ha IJCTaBi PE3y/bTATiB J1a0OPaTOPHOTO KOHTPOIK SKOCTI JIIKapCHKOTo  3acoby,
3a3HaUCHMX B CEPTU(IKATI cepii JTiKapchKOro 3acoby BUPOOHHUKA.

BBesenns sikapcbkux 3aco0iB Ha TepuTopi Ykpainu B pamMKax
napajejabHOro iMmmnopry

13. BBe3eHHs Ha TepUTOpi0 YKpaiHu 3 JepXKaBH - uieHa €sponeicekoro Corwosy
ado €Bpomneiicekoi acomiamii  BiABHOI TOPriBIl, L0 € CTOPOHOKW Yromu npo
€BpOINEHCEKY €KOHOMIYHY 30HY, JIIKapChKHX 3ac00iB, SKi Oynmu mpusHaueHi (Ha sKi
BHaHO [03BUI HAa MapKeTHHI B KpaiHi-eKCroprepi) Ta BumywieHi B 06ir uis
3aCTOCYBAaHHS Ha TEPUTOPll KpaiHH-eKCIIopTepa, 3 SKOi BBO3WTHCH B Vkpainy
MKapChKUH 3aci6, MoXKe 3iliCHIOBATHCA $K MapasiesbHHMiA IMIIOPT TapajesHUM
IMIIOPTEPOM BIAIOBIAHO 10 JilEH3iHUX YMOB, HA MiACTABI J03BOJIy Ha MapaJie/IbHHUM
IMIIOPT, BHMJ@HOTO OPraHOM JEP)KABHOIO KOHTPOJIIO BIiATOBIAHO 10 HOPSIKY,
3aTBepxkeHoro MO3.

14. YioBHOBaXkeHa 0co6a apaliensHOro iMIIopTepa 3ailcHIoE cepTHdiKaliio cepii
JIIKapChKUX 3ac006iB, 110 MapaieabHO BBO3HTLCS Ha TEPUTOPIO YKpaiHH, BIANOBLIHO 10
JILEH3IHHAX YMOB Ta BUMOT HAJIEXKHOI BUPOOHHYO] MPaKTUKH.

Ha wac nposenenns ceprudikauii cepii mapanensuuit IMIIopTep 3000B’si3aHu
3a0e3reynTH 30epiraHHs TakuX JiKapChbKUX 3aCOBIB y KapaHTHHI.

YTIOBHOBa)€Ha 0002 MAPAIEIBHOTO IMIIOPTEPa IIPOTATOM TPBOX pOOOYHX JTHIB 3
IHs BHIA4l cepTugikara cepil MiKapcekoro 3acoby Iomae 1o Opra’y Jep>KaBHOT0Q
KOHTPOJIIO JaHi, BU3HAa4eHi IMyHKTOM 19 mporo Ilopsanxy, y pesxumi 1H(OpMALIIIHOTO
TMOBIJOMJIEHHS BiINOBIAHO A0 myHKTY 20 1s0ro [Topsaky.

15. YV Bunankax BUSIBIEHHS PH3HKIB, IO MOTJIH HETaTHBHO BIUIMHYTU HA SAKICTH
JIKapChKOTo 3acoby, BiAMOBifanbHa 0c06a MaPaIeIbHOrO IMIioptepa iHpopMye B JeHb
OTPUMAHHS TaKWX PpE3y/lbTAaTiB OpraH JEpKaBHOIO KOHTPOJIK Ta BYHHSIE [ii,
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nepedaveHl 3aKOHOJABCTBOM B YACTHMHI IMOBEPHEHHS MOCTAYAlbHMKY, YTHII3aIli,
3HHUIIEHHS JIIKAPCHKUX 3aC00iB TOIIO, @ TAKOX KOHTPAKTOM (JOrOBOPOM), YK/IAAEHHM 3
IHO3EMHHM BHPOOHMKOM Ta/ab0 MOCTa4YaIbHUKOM TaKMX JIKapChKUX 3aco0iB, Ta/a6o
BJIACHMKOM J03BOJTY Ha MapajelIbHUM IMITOPT JIIKapChKOTO 3aco0y.

BBe3enust sikapcbkux 3aco6iB Ha TepuTopio Ykpainu a1ucTpu6’oTopamu

16. BBe3seHHs ikapchkuX 3aco0iB, BUPOOJIEHMX Ta BHIIYLIGHHX B O6Ir s
CKCIIOPTY B VYKpaiHy yIIOBHOBa)XCHOI 0CO0OK BHPOOHHMKA, AKMil IIPOBAINTE
BIJMOBIJHY JILIEH30BaHY NisUTBHICTh HA TEPUTOPIi JepiKaBH - wieHa €BPOMEHCHKOIO
Coro3y abo €sponeiicskoi acowiamii BiIbHOT TOPriBmi, MO € CTOPOHOKW Yroau npo
€BporeicEKy EKOHOMIYHY 30HY, 3IHCHIOETBCS TUCTPUG FOTOPAMH.

17. Biarosinanena ocoba THcTpHb 10TOpa 3iCHIOE TePEBIPKY SKOCTI J1KapChKUX
3aco0iB cepii, o BBO3UThCs. OGCAT Takoi MepeBipKH BCTAHOBIIOETHCS TilEH3IHHIMMU
YMOBaMH.

Ha wac nmpoBeneHHs mepeBipku, 3a3HaueHoi B aO3ari MEepLIOMY LOTO IyHKTY,
JMCTPHO IOTOP 3000B’s13aHMH 3a0€3ME€UNTH PO3MILIEHHS TAaKUX JIKAPCHKHUX 3aCO6iB v
KapaHTHHI.

3a pe3ynpTaTaMM NPOBENEHOI IEpeBipKM BiAMOBiZaNbHA 0c06a aucTpuO’roTOpa
JI03BOJISIE peasi3alio BBE3EHOI cepil JIikapchKoro 3acofy Ta MpoTsroMm TPHOX poOOUMX
JHIB 3 JHA 3aBEPIICHHS IEPEBIPKH IOA€ 10 OPraHy Aep)KABHOTO KOHTPOJIIO JaHi,
BH3Ha4eHI MyHKTOM 19 nporo ITopsaky, y pexumi iHGopMamiiiHOro MoBimoMIeHHs
BIANOBIAHO 10 myHKTY 20 msoro Iopsaxy.

18. V BHmazKy BHsBICHHS HEBIANOBIZHOCTEH mig yac MPOBENCHHS MEPEBIPOK
BIZIOBIJAJIBHOIO 0COO0K AMCTPHG H0TOPA, MO0 CTOCYIOTHCS HE3HAYHHX BiIXMICHD y
MapKyBaHH1 Ta/ab0 NUCTKy-BKJIAAHILY (HEBIANOBIAHOCT peaaKiiiHOro XapakTepy, 110
HE MOXYyTb CHPUYMHWTH IIKOAM IS 310POB’S JIFOOWHH), BiANOBigaJbHA 0c00a
JUCTPUO’I0TOpa iH(OpMYye HPO Lie OpraH JepiKaBHOTO KOHTPOJIKO 3 3a3HaYCHHAM
3aXOJIB, BXUTHX /IS YCYHEHHS LMX HEBIANOBIAHOCTEH 3 ypaxyBaHHAM pM3UK-
OPIEHTOBAHOTO MiAXO/Y.

Y BMIIA[KaX BUSBIEHHS DHM3MKIB, IO MOINIM HEraTHBHO BIUIMHYTH HA SIKiCTH
JIKapChKOTO 3aco0y, BIANOBimanbHAa o0coba nucTpuO’roTopa iHGOpMyE B eHb
OTPUMAHHA TaKWUX pE3YyNIbTATiB OpraH MAep)KaBHOTO KOHTPOJKO Ta BYHHSE il
nepen0ayeHi 3aKOHOIABCTBOM B 4YACTHHI ITOBEPHEHHS IIOCTAa4YaIbHUKY, YTHIIi3alil,
SHUILIEHHS JTIKAPCHKUX 3aC00IB TOLIO, & TAKOXK KOHTPAKTOM (DOroBOpOM), YKIaJEHUM 3
IHO3EMHMM BHPOOHHKOM Ta/ab0 MOCTAYATBHUKOM TaKHUX JIKapchKHUX 3aco0iB, Ta/abo
BJJAaCHUKOM PEECTpallii Ha JiKapChKHii 3acif.
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Oxpemi nuTaHHs BBe3eHHS Ta 30iCHEHHS KOHTPOIIO IKOCTI JIKAPChKHX
32¢00iB, 1[0 BBO3ATHCA 260 MapajieIbHO BBO3SATHCH HA TEPHTOPiI0 YKpaiHu

19. ani moxo BBeaeHHs B 0Gir cepii Jikapchkoro 3aco6y, 10 BBO3MTHCS Ha
TEPUTOPI0 YKpalHM, BKIIOYAIOTh BiIOMOCTI Ipo:

Ha3BY JIKAPCHKOTO 3aco0y, N03yBaHHs, (OpMy BUITYCKY (JIIKApPChKY bopmy), BuA
YIaKOBKH;

HOMEp JI€PIKaBHOI peecTpaLii JiKapchbKoro 3acoly, 10 BBO3UThCS, 200 J03BOIY HA
napajieIbHUH IMIIOPT JIIKapChKOTo 3aco0y;

HOMeED cepii, po3mip cepii Ta KiIbKiCTb JIIKAPCHKHX 3aC00iB, 10 BBO3ATHCA i3 Lri€]
cepii, iH(popMaIito Mpo BBe3eHHs (TIEpIIe, TTIOBTOPHE);

Jlata 3aKIHYEHHS TepPMiHy [IPHIATHOCTI Cepii TiKapchKOro 3aco0y;

BJIaCHHKa peectpauii abo N03BONy Ha MapalelbHHH iMIIODPT, HOTo azpecy Ta
KOHTAaKTHI JaHi;

BHUPOOHHMKA JIIKAPCBKOTO 3ac00y, iforo HaliMeHyBaHHS, aJipecy Ta KOHTaKTHI JaHi;

cy0’ekTIB rocronaproBanHs (iMmoprepis, JMCTPUO’I0TOPIB), BiANMOBIJAIBHUX 3a
BBEJICHHS B 00Ir JIIKapChKMX 3aco6iB Ha TepuTopii YKpainu, ixHi aJpecy Ta KOHTAKTHI
JlaHi, y TOMy YMCIi iHQOpMALiO Mpo YIIOBHOBa)XX€HY (B1AIOBIaNbHY) 0COOY, SKOIO
Oy1o HamaHo J03BiN Ha O6Ir KaHOI cepii.

20. Bigomocri, 3a3Ha4eHi y myHkTi 19 11s0ro0 Ilopsinky, BHOCATECS 110 Jlep»aBHOTO
PEECTPY BBEACHUX B 00Ir MIKapChKUX 3aCO0IB, 110 BBO3SATHCS Ha TEpUTOPit0 YKpaiuu,
OPraHOM JICpKaBHOIO KOHTPOJIO HE Mi3Hillle HAacTymHOro po6oYoro gHA 3 OHS
HAJIXO/DKCHHSA 110 HBOTO iH(OPMAUIHHOIO TMOBIJOMJIEHHS 3 LMMH BiZOMOCTSAMH,
OTPHUMAHOI'0 4e€pe3 eNeKTPOHHUHM KaOiHEeT BiJ YIOBHOBAXXEHOI OCOOH iMIopTepa
(mapanensHOro IMIOpTEPa), BiANOBIAAIEHOT 0COOH AUCTpuO’roTOpAa.

YnoBHOBaXkeHa 0coba immoprepa (HMapaienbHOrO IMIIOpTEpa), BIAIIOBIJAIBHA
ocoba nucTpub’Topa BiANOBigaE 3a TIOBHOTY Ta JOCTOBIPHICTH BIAOMOCTEH, MTOOAHUX
y pexumi 1H(POPMALIIHHOIO TIOBIJOMJICHHS.

21. Tlix 4ac 3miHCHEHHS KOHTPOJMIO SKOCTI cepii JIIKapCHKOTo 3acoly iMropTep,
JAUCTPUO’IOTOpP TepeBipsIOTh HAHECEHHS 3acobiB Oe3Nekd Ha JIKapCchKi 3acobu
BIZTOBI/IHO 710 BUMOT CTaTTi 57 3akony Ykpainu «I1po mikapchbki 3aco0m».

22. Jlns 3a6e3ne4eHHs HATIEKHOTO 3/iHCHEHHS AEpPKABHOTO KOHTPOJIO SAKOCTI
JIIKapChKUX 3aCO0iB, 10 BBO3ATHCS HA TEPUTOPIIO Ykpainn, [lepsxmutciyx6a nomgae
OpraHy Nep)KaBHOTO KOHTPONIO IH(OpMAIil Hpo BBE3eHI Ha TepUTOpil0 YKpainm
JIKapChbKi 3ac00M B OPAKY Ta 32 GOPMOI0, BU3HAYEHHMH Hakazom MO3 ta Minodiny.

23. BuMoru 1momo mpoBedeHHs 11abOpPaTOPHOTO KOHTPOJIIO SKOCT1 JIIKapChbKHX
3ac00iB, Bu3HaueHi uum Ilopsakom, He 3aCTOCOBYHOTECS A0 JIKapCHKUX 3aC00iB:



8

1) BUPOOHMUTBO Ta KOHTPOJIB SKOCTI Cepii AKMX 3MIIHCHIOCTBCS y KpaiHax i3
CTPOTUMH PETYJIATOPHUMH opraHamu (SRAs);

2) moo Axux 3MIHCHEHO Jep)XaBHII KOHTPOJIB SKOCTi Y BUIaKaX, BCTAHOBJIEHHX
3aKOHOJIaBCTBOM.

24. OpraH [epaBHOTO KOHTPOJIX y BCTAHOBJIEHOMY 3aKOHOJABCTBOM TMODSIKY
MOXe 3a0J0KyBaTH BHECEHHs iHopMamii nmpo cepilo Jikapchkoro 3acoly 10
JlepkaBHOro peecTpy BBemeHHX B 0OIr IHKApChKMX 3acobiB, IO BBO3ATHC Ha
TEPUTOPi0 YKpalHH, Y TAKMX BUIIANKAX:

1) HasABHOCTI iCTOTHMX TepameBTHYHMX BiIMIHHOCTEH BiJl 3apeecTPOBAHOTO B
YkpaiHi JlikapchKoro 3acofy;

2) BIICYTHOCTI IaHHX TIPO PEECTPALIIIO JIIKAPCHKOTO 3aco0y B /lep:kaBHOMY peectpi
JTIKapCBKUX 3aC00iB;

3) BIACYTHOCTI 1aHuX y JlepKaBHOMY Pe€eCTpi TiKapchKUX 3aco6iB, 1m0 napajiesiabHo
BBO3ATHCS HA TEPUTOPII0 YKpaiHU.

25.V pa3i npuiHATTS pillleHHs npo 6J0KyBaHHS BHECEHHS 1H(opMallii, 3a3Ha4EHO]
B nyHKTL 19 uporo Iopsaky, no JlepaBHOTO peecTpy BBEIEHHX B 06ir TIKapChKHUX
3ac00iB, IO BBO3ATHCS HAa TEPHTOPi0 YKpaiHH, OpraH AepiKaBHOTO KOHTPOIIIO He
Mi3HIIEe HACTYMHOTO POGOYOro [Hs 3 AHA NMPUHHATTA TAKOrO pIIIEHHS MOBigOMIIsIE
Cy0’€exTa rocrogapioBaHHs i3 OOIPYHTYBAHHAM IPHYHH TAKOTO OJIOKYBaHHS.

PimeHHs oprady sepkaBHOr0 KOHTPOIO NPO GIOKYBAHHS BHECEHHS 1H(opMarjii
10 JlepaBHOrO PEECTPY BBEACHHMX B OOIr JKApCHKHX 3acOGiB, 110 BBO3STHCS HA
TEPUTOPil0 VYKpaiHH, MoOxke OyTH OCKapKCHE B YCTaHOBJICHOMY 3aKOHOJaBCTBOM

MOPSLIKY.

26. BifnoBiganeHiCTh 33 NOPYIIEHHS NPOLEAYPU BBE3EHHS JTIKapChKHUX 3ac00iB HA
TEPUTOPIKO0 YKpaiHH BU3HAYACTHCS 3aKOHOM.

~



IOSACHIOBAJIBHA 3AIIUCKA
A0 npoexkTy nmocraHosu Kabinery MinicTpiB Ykpainu
«IIpo 3aTeepaxenns [lopsky BBe3eHHs HA TEPUTOPIO
Ykpainu JikapcbKuXx 3aco0iB»

1. Meta

IIpoext nocranosu Kabinery MinictpiB Ykpaiuu «IIpo 3atBepmkenns [Topsaky
BBC3CHHS HA TEPUTOPiIO YKpaiHH JIIKapChKUX 3ac00iB» (Iali — NMPOEKT IOCTAHOBH)
PO3pOOIICHO 3 METOKO BPETYJIHOBAHHS TIPOLECAYPH BBE3CHHS JTIKAPCHKUX 3ac00iB (Kpim
AKTUBHMX (DApDMALEBTUYHMX IHIPEHICHTIB) Ha TEPUTOPil0 VYKpaiHH 3 METOK
JOJEpXKaHHA BHUMOI 3aKOHOJABCTBAa 100 3a0e3ledeHHs SKOCTi, Oe3leKkH Ta
€(EeKTUBHOCTI JIIKapChKHX 3ac00iB I yac iX obiry.

2. O6rpynTyBaHHS HeOOXiTHOCTI NPHITHATTA aKTa

IIpoexT mocTanoBn po3pobneHo Ha BUKOHAHHS J0pydeHHs IIpem’ep-miHicTpa
Ykpainu murans [I.A. Big 05.08.2024 Ne 24427/1/1-24, nignysxry 1.3 NyHKTY |
IJIaHy OpraHi3auii MiATOTOBKM IPOEKTIB aKTiB Ta BHKOHAHHSA IHIIMX 3aBIaHb,
HeoOXiHMX /ust 3abesnedenHs peamizauii 3akony Ykpainu Big 16 mumus 2024 poky
Ne 3860-1X «IIpo BHECEHHS 3MiH [0 JESKUX 3aKOHIB YKpaiHH MIOMIO napajieabHOro
IMIIOPTY JIKapChKHX 3ac00iB» Ta YaCTMHM LIOCTOI CTaTTi 73 3akoHy YKpaiHM Bij
28 mmast 2022 poky Ne 2469-IX «IIpo nikapeski 3aco6my» (qai — 3aKkoH).

I'apmoHisaiis 3aKkoHOgaBCTBa YKpaiHM mwoA0 0Biry nikapchkuX 3acobiB €
HEOOXIJHOK YMOBOIO BHKOHAHHS MIKHAPOAHMX 3060B’Si3aHb HAIIO] JIEpXaBu 3
KOMIUICKCHHM ypaxyBaHHAM mosoxenb [lupextusu 2001/83/€C €sponeiichkoro
ITapnamenty Ta Pagu Bix 06 nucronmana 2001 poxy mono Konexcy CniBroBapucTsa
CTOCOBHO JIKapChKHX 3aC00iB, IPU3HAYEHUX /IS 3aCTOCYBAHHS JTFOIHHOIO.

Tax, crartsa 51 Qupextusu 2001/83/€C €pporneiicskoro ITapnamenty ta Pagu
Bix 06 nucromana 2001 poxy mogo Koxmekcy ChoiBTOBapHUCTBa CTOCOBHO JIIKAPCHKUX
3ac001B, [IPU3HAYEHHUX TS 32CTOCYBAHHSA JIIOIMHOIO, Ilepenbayac, 30KpemMa, 1io:

ACPXKaBHU-YICHH BXKHMBAKOTh BCIX HEOOXIOHMX 3aX0IiB ISl 3a0e3ledYeHHsT TOro.
o0 y BUMAJIKY, KO JiKApChKi PENapaTi MOXOIATh 3 TPETIX KpaiH, HE3aJIeXHO BiJl
TOTO, 49 Mpenapar OyB BHUroToBieHHMH y CHUIBHOTI, 106 KOXKHA MaprTis IPOOYKITii
TNpOHIIA y [epXKaBi-4IeHi MOBHMH SIKICHHI aHANi3 IOHAWMEHINE BCIX AKTHBHUX
PEYOBHH Ta BCI 1HILI BUBYEHHS a0 nepeBipKH, HEoOXiqHi I 3a0e3MeYeHHS IKOCTi
JIKAPCHKHX NPENAapaTiB BiINIOBIAHO 0 BUMOT J03BOIY IIPO BUTOTOBJICHHS:;

mapTii JKAPCHKUX Ipenaparis, ski MpoHIIH IIEPEBIPKH Y JIEpKaBi-uyIeHi,
3BUIBHSAIOTBCA BiJl IIEPEBIPOK B iHIIIN JepikaBi-uiieHi, SKIO BOHH BUITYCKAIOThCS Ha
PHHOK B IHILIH IepiKaBi-4iieHi, CYPOBOIKYIOThCS 3BiITAMH IIPO IEPEBIPKH, IiANKCaH]
YIIOBHOBaXXEHOIO 0C00010;

Y BCIX BHIIaKaXx Ta, 30KpeMa, SKIIO JTiKapChKi npenapaTyd BUITYCKAIOThCH Y
NpOAaX, YMOBHOBAXKEHA 0COOA MOBMHHA 3aCBITYATH y peecTpi abo PiBHOLIHHOMY
OOKYMEHTI, HaJaHOMY 3 II€I0 METOK, IO KOXHA MapTis OPOAYKLIi BiAnoBinae
TIOJIOKEHHAM LI€T CTATTi; iHOpMaLis y BUIE3raqaHOMy peecTpi a6o PIBHOLIIHHOMY
MOMY JOKYMEHTI Ma€ NOCTIMHO MOHOBJIIOBATHUCH IO MIp1 TOTO, SIK 3JIHCHIOIOTBCH
omepaiii, Ta Ui MOKyMEHTH MalTh OyTH y PO3NOPSIDKEHH] TIPEACTABHHKIB



KOMIIETEHTHOIO OpraHy IMpOTArOM [IE€PIOAY, IO BH3HAYEHUH Yy IOCTAHOBAX
3a1[IKABJIEHOI Jep)KaBU-1IeHa Ta y Oy/b-SKOMY BHMIAAKy IIOHAHMEHIIe MPOTSIroM
I'SITA POKIB.

Taki cami migxoau mOA0 BBE3ECHHS JIIKapChKUX 3ac00iB Ha TEPUTOPi0 YKpaiHu
Ta iX 00iry BU3HAYEHO 3aKOHOM.

Ha cworogni BiZHOCHHM, TOB’S3aHi i3 BBE3CHHSAM Ha TEPHUTOPiD YKpaiHH
JIIKapCBKHUX 3aC001B, PETYIOIOThCS, B TOMY 4ucii, [lopsakom 31ilicHeHHS Iep/KaBHOTO
KOHTPOJIIO SKOCTI JIKapChKUX 3acobiB, IO BBO3STHCH B YKpaiHy, 3aTBEPIKEHHM
nocranoBoro  Kabinety MinicTpiB  Vkpaini Bix 14 Bepecms 2005 p.
Ne 902 (y penmakuii nocramoBu KabGinery Minictpie VYkpaiuum Bin 8 ceprms
2012 p. Ne 793), sxuii NIpUHHATO BiAMOBIAHO 10 BUMOT 3aKOHY YKpaiHu Bix 4 KBiTHS
1996 p. Ne 123/96-BP «IIpo mikapceki 3acobu». [Ipu mpoMy icHyroumii B YkpaiHi
MOPSIOK OpraHisallii KOHTPOMIO SKOCTI JIKapChKMX 3aco6iB, 110 BBO3ATHCS HA
TEpUTOPit0 YKpaiHu, notpebye NpHBENCHHS y BIAMOBIAHICTS 10 BUMOT 3aKOHY Ta
Hupextusu 2001/83/€C E€sponeiicskoro [Napiaamenty Ta Pamu Bix 06 muctonana 2001
poxy mozno Koxekcy CriBToBapHCTBa CTOCOBHO JIKAPCHKHX 3aCO0iB, MPH3HAYCHUX
AJIs 3aCTOCYBAHHA JIIOMHOIO, B YaCTHHI IIPOLEIYPH BBE3CHHS JTIKAPCHKMX 3ac00iB Ha
TEPUTOPiI0 YKpaiHW Ta BHITYCKY iX B OOIr.

Kpim Toro, micns BBeIeHHs B [ii0 3aKoHy Gyae BU3HAHO TAKWUM, IO BTPATHR
YHHHICTb, 3aKoH Ykpainu Bix 4 kBiTHs 1996 p. Ne 123/96-BP «IIpo JIKapChKi 3aCO0m».

Y 3B’43Ky 3 nuM myHKTOM 6 posaimy XII «Ilepexiani monoskeHHs» 3akoHy Ha
Kabiner MinicTpiB Vkpainu nmokinaneHo o6GOB’S30K 10 BBEIEHHS B IilO 3akoHy
NPHUBECTH CBOI HOPMATHBHO-IIPABOBI aKTH Y BIANOBIAHICTB i3 3aKOHOM.

BpaxoByrooun BHKIaneHe, BIZHOCHHH, IOB’S3aHi i3 BBE3CHHSM HA TEPUTOPIO
YKpaiHH JKapChKuX 3aco0iB, MOTPeOyIOTh HPHHHSTTS HOBOTO aKTa KabGinery
MiHicTpiB YKpaiHu BiNOBIZHO 10 HOBHX BUMOT, Iepen6aueHnX 3aKOHOM.

3. OcHoBHi M0/107KeHHS POEKTY aKTa
IIpoexToM mOCTaHOBH mepenGayeHo 3aTBEpHKEHHS [Topsinky BBe3eHHs Ha
TEPUTOPIO YKpaiHu JKapCLKHUX 3ac00iB.

4. [IpaBoei acnexkrn

Y naHiii cepi CyCIibHUX BiTHOCHH JiFOTh TaKi HOPMAaTHBHO-TIPABOBI aKTH:

3aKOHM YKpainn «OCHOBM 3aKOHOZABCTBA IIPO OXOPOHY 30POB’S», Bil 4 KBITHs
1996 poky Ne 123/96-BP «Ilpo mikapchki 3acoGu», Big 28 mumms 2022 POKY
Ne 2469-IX «IIpo mikapceki 3aco0m»;

ITopsinok 31ifCHEHHs JepKABHOTO KOHTPOJIO SIKOCTI JIKAPCHKHX 3ac06iB, IO
BBO3ATbCA B YKpaiHy, 3aTBepKeHui moctanoBoro Kabinery MimicTpis Vkpaini Big
14 Bepechs 2005 p. Ne 902 (y penaxuii nocraHosu KaGinery MinictpiB Ykpaiuu Bif 8
ceprHst 2012 p. Ne 793).

S. @iHAHCOBO-eKOHOMIYHE OOIPYHTYBaHHS
Peanizauis npoexTy HOCTaHOBH He MOTpebye HOHATKOBOTO (iHaHCYBaHHA 3
AEPXKaBHOIrO Ta/ab0 MICIEBUX OHOMKETIB.



6. ITo3unis 3ainTepecoBaHUX CTOPIH

IIpoekt mocTaHOBM mOTpedye MpPOBENeHHS IyOMiYHMX KOHCYIbTAI[iH 3
I'POMAJICHKICTIO.

[IpO€EXT 1NOCTaHOBM HE CTOCYETHCS MHUTaHb (PYHKIIOHYBAHHS MIiCLIEBOIO
CaMOBpPSIIyBaHHs, IIpaB Ta IHTEPECIB TEPUTOPIATBHUX TPOMaJ, MICLEBOro Ta
PETiOHAIbHOTO PO3BHTKY, COLIAIBHO-TPYAOBOI cepu, mpas oci® 3 iHBaIiAHICTIO,
(pyHKIiOHYBaHHA i 3acTOCYBaHHS YKpaiHCBKOI MOBHM SK JIEpP/KABHOi, a TOMY HE
noTpedye MOrOMKEHHs i3 IIPEICTABHHKAMH BCEYKDATHCBKHX acoOLlialliii OpraHiB
MICLICBOr0 CaMOBpsyBaHHA 4H BiAIIOBIZHHUX OPraHiB MICIEBOrO CaMOBPSIyBaHHI,
YIOBHOB)XXEHUMH MPECTABHUKAMH BCEYKPAIHCBKMX MPOQCILUIOK, X 00’€IHaHb Ta
BCEYKPaATHChKUX 00’€IHaHb OpraHi3alii po6oTonaBLiB, YpsaI0BHM YIIOBHOBAKEHNM 3
mpaB oci® 3 iHBaiNHICTIO T2 BCEYKPAiHCBKMX I'POMAICBKMX OpraHisamiii ocif 3
IHBAIIIIHICTIO, iX CIiNIOK, YTIOBHOBaXKEHHM i3 3aXHCTY Jep’KaBHOI MOBH.

IIpoext nocranosm noTpebye moromkeHHs 3 MinicTepcTBoMm dinancis Ykpainu,
MinicTepcTBOM ekoHOMiku Ykpainu, MiHicTepcTBoM 1MdpoBoi TpaHcdopmarii
Ykpainu, [lepKaBHOIO pETYIATOPHOK Ciyx6010 Ykpainu, YIIOBHOBaKEHUM
Bepxosnoi Panu 3 npas mromuxun, [epxaBHoro cayx6or Vipainu 3 JIKapChKUX
3ac00IB Ta KOHTPOJIIO 32 HAPKOTHKAMH, Jlep)KaBHOIO MUTHOIO CITyk6010 YKpaiHu.

IIpoekT nocranosu noTpebye npoBeieH s MPaBoBOi ekcriepTH3n MiHiCTEPCTEOM
roctuuli Ykpainu.

IIpoekT moctaHOBM He CTOCYeThCs cdepd HAYKOBOI Ta HAyKOBO-TEXHiYHOI
AISAIBHOCTI, Y 3B’3Ky 3 uuM Ha po3rasa Haykosoro xomiteTy HarioHansHOI pagy 3
[IUTaHb PO3BUTKY HAYKH 1 TEXHOJIOTIH HE HAJCHIIABCSL.

7. Ouinka BigmoBigHoCTI

Y HPOEKTI [OCTAHOBU BiJICYTHI MOJOXKEHHS, MO CTOCYIOTHCS MPAB Ta CBOOOJI,
rapanToBaHMX KOHBEHLIEI0 MpO 3aXKCT NPaB JTIOAUHY i OCHOBOIOIOKHHX CBOGOL:
BIUIMBAIOTh HAa 3a0€3NeYeHHs DPIBHHMX IIPAB TA2 MOMJIMBOCTEH JKiHOK 1 HOJIOBIKiB;
MICTSTh PH3HKH BYMHEHHS KOPYNLIHHMX TMpPaBOMNOPYIIEHb Ta PaBOIIOPYILEHB,
TOB’SI33HMX 3 KOPYTIII€I0; CTBOPIOOTE ITiICTaBH TS TUCKPHMIHALL.

I'pomanceka  aHTHKOpymLiliHA, TrpoMajichka aHTUAMCKPUMIHALIIMHA Ta
rPOMa/ICbKa I'€HICPHO-IIPABOBA EKCIICPTU3U HE MPOBOIMIINCA.

IIpoext nocranosy mnorpebye HampapieHHS 10 HamioHATBEHOTO AreHTCTBA 3
MUTaHb 3ano0iraHHs KOPYIUil /I8 BH3HAYEHHS HEOOXiJHOCTI [IPOBEICHHS
AHTUKOPYNIIIHHOT eKCIIEPTH3H.

IIpoext axta mnorpebye HalpaBJIeHHs 10 YpsanoBoro odicy xoopauHanii
€BPOINCHCHKOI Ta €BPOATIAHTUYHOI IHTErpanii Ka61HeTy MinicTpie Vkpainu s
TMPOBE/CHHS CKCIEPTH3M Ha BIANOBIIHICTE 3000B’s3aHHAM YKpainm y coepi
€BPOTICHCHKOI  iHTerpaiii, y TOMy 4YMCai MiXKHAPOJHO-IPABOBAM Ta npaBy
€Bponeiicskoro Corosy (acquis €C).



8. IIporxo3 pe3yabraTin

Peanizalisi MpOEKTy IMOCTAHOBH MaTHMe BILUIMB Ha 370POB’S, MOKpPAILEHHS YH
TMOTIPINEHHS CTaHy 370POB’S HaceleHHs ab0 HOro OKpeMMX TIpyI, Ha PUHKOBE
CEePENOBHILE, 3a0€3NEeYEHHs 3aXUCTy NPaB Ta IHTEPECIB CY0 €KTIB rOCIOJAPIOBAHHS,
rpOMa/isiH 1 1epIKaBH.

Peamizaiis NpoeKTy MOCTaHOBM HE MaTHME BIUIMB HAa DPO3BMTOK PETiOHIB,
MiZABHIIEHHS YM 3HHIKCHHS CIHPOMOXKHOCTI TEPUTOPIialbHMX TPOMAj; PUHOK Mpalli,
piBeHb 3aHHATOCTI HACENECHHS; €KOJOTII0 Ta HABKOIMINHE MPUPOIHE CEPEIOBHIIE,
00CSAI' NPUPOJHHX pecypciB, piBeHb 3a0pyiHEHHS aTMOC(HEPHOro MOBITPS, BOMIH,
3eMeJlb, 30KpeMa 3a0pyJHEHHS YTBOPEHHMH BiIX0JaMH, 1HIII CYCITUIBHI BIJHOCHHH.

BruimB Ha iHTepecu ycix 3aiHTepecoBaHHX cTOpIH:
B peanizauii

3alHTepecoBaHa aKTa Ha .
: ITosicHEeHHS O4YIKYBaHOTO PE3Y/IBTATY
CTOpOHA 3alHTEPECOBaHY
CTOPOHY
IIpuiHATTS NPOEKTY ITOCTAHOBH
MaTHUMe MO3UTUBHUI J03BOJIMTb MIABUIIMTYU TOCTYII
I'pomansuu BILIMB HACeJICHHS 10 SKICHUX JIIKAPChKHX
3ac001B, 1110 BBO3SITHCS HA TEPHTOPIIO
YKpainu

IIpuiHATTS NPOEKTY MOCTAHOBU
JO3BOJIMTH 3a0€3NEHYUTH ITiIBUILIECHHS
JOOCTYIHOCTI JIKApChKHUX 3aCO0IB IS

. | HacCeJIeHHs 32 PaXyHOK BCTAHOBJICHHS
Hepxasa e IR Cy4YaCHHX BUMOT LIIOJ0 1X BBE3EHHS B
S YKpaiHy Ta yIOCKOHAJICHHS IPOLEAYPU
KOHTPOJIIO 1X SIKOCTI, @ TAKOX
CIIPUSATHME BUKOHAHHIO Y KpaiHOKO
CBOIX €BpoiHTErpamiiHuX 30008’ 13aHb
BceraHoBneHHs 9iTKHX Ta Mpo30opux
BHMOT 111010 BBE3EHHS JIIKAPCHKUX
3ac00iB Ha TepUTOpil0 YKpaiuu 3
YyPaxyBaHHSIM BUMOT €BpONEHCHEKOr0
MaTHMe MO3UTUBHHUM 3aKOHO/IaBCTBA 13 CIIPOIIEHHAM
BILTHUB NpOLIEyPH BBE3CHHS CIIPUATUME
I1IBHIIEHHIO e()EeKTUBHOCTI JisJIBHOCTI
Cy0’€KTIB rocrioaproBaHHs, 11O
3/1iHCHIOIOTh BBE3EHHS JIIKAPChKUX
3aco0iB B YKpainy

Cy06’extu
roCroIapro-
BaHHS

MinicTp oxoponu 310poB’s Ykpainn / Bikrop JISILLIKO
« » 2024 p.




JOBIAKA
100 BiAMOBiAHOCTI 3000B'A3aHHAM YKpainu y cdepi esponeiichKkoi inTerpaii
Ta npaBy €sponeiicbkoro Corsy (acquis €C) npoexty nocranosu Kadinery
Miuicrpie Ykpainu «IIpo 3aTBepkenns [lopsaKy BBe3eHHsI Ha TEPHTOPIIO
Yxpainu JgikapcsKux 3acobiB»

[IpoekT akta po3pobiaeHo MiHicTepcTBOM 0XOPOHH 310poB s YKpaiHH.

1. Ha/texHicTh MpoeKTy akTa 10 cdep, NPaBOBIIHOCHHH B SKHX PeryJIi00ThCs
npasom €sponeiicbkoro Coro3y (acquis €C)

IIpo€eKT akTa 3a mpeaMETOM MpPaBOBOIO PETYIIOBAHHS HacCTKOBO HAIEKUTH 10
cepy, mwo oxommoerses [upextusoio 2001/83/€C €pporeiicskoro [Tapnamenty T4
Panu Bin 06 nuctomana 2001 poxy npo Kogeke CriBToBapHCTBa 1010 J1KapChKUX
3ac001B MIPH3HAYEHMX JUTS 3aCTOCYBAHHS JIFOAMHOK (1aji — JJupeKTuBa).

Bignosigno 1m0 nonoxeHs crarti 51 JIupekTHBM JlepKaBH-4iI€HH MOBMHHI
BJKMBATH BCIX HAJIE)KHMX 3aXO0.iB [Is 3a6e3MeYeHHs TOro, 100 3a3Ha4eHa y cTarTi 48
HvupexTuBu kBanidikoBana ocoba, 63 0OMeXEHHS ii BIIHOCHH 3 BIACHHKOM JIO3BOITY
Ha BHUPOOHHMITBO, y KOHTEKCTI mepeabayeHHX CTATTeI0 52 JMpexkTuBU mpoueayp
BI/INMOBIgaIa 3a 3a0e3neyeHHs

Y BHIA/IKY JIKapChKHX 3aC00iB, BATOTOBJIEHHX Y BiMOBIIHHX JepiKaBax-4jieHax,
o0 KOXXKHa MapTist JikapchkuX 3aco6iB Gylia BUrOTOBIEHA i nepeBipeHa BiJIOBiAHO
/10 MMHHOTO 3aKOHOJABCTBA TAKOI JAepKaBU-YJIEHA Ta 3TiJHO 3 BAMOTAMHU JO3BOJY HA
peanizanii;

Y BHNAJKY JIKapChKUX 3ac00iB, IO MOXOASTH 3 TPETiX KpaiH, HE3AIEKHO Bij
TOrO, 4H OyB 3aci® BUroToBieHui y CiBTOBapHCTBI, 1106 KOXKHA BUPOOHMYA mapTis
MPOXOJWIA y [epXKaBi-4IeH] MOBHUN AKICHUH aHAJ3, KUTLKICHUMI aHaTi3 MpUHANMHI
BCIX Nil04MX Ped4OBMH i Bci iHw TecTyBamHs aGo TmepeBipku, HeOBXimHi mUIs
3a0e3NeYeHHs SIKOCTI JIIKapChKHX 3aco6iB BiNOBIZIHO [0 BHUMOI J03BOJy Ha
peanizaiio.

Ilaptii nikapcekux 3acoGiB, sIKi MPOHNLTH Takui KOHTPOJL Y Jiep KaBi-4JIeHi,
HEOOXIHO 3BUILHUTH BiJl KOHTPOJIIO, SKIIO BOHH peai3yloThCs B IHIIN J€pKaBi-
YICHI Ta CYNpPOBO/DKYIOTBCS 3BITAMU MpPO pe3y/IbTATH KOHTPOJIIO, MiANMHCAHUMHU
KBani(hiKoBaHO 0c060L0.

¥ pasi, KO JTiKapchKi 3acO6HU IMIIOPTYIOTH i3 TPEThOi Kpaiuwy, i CniBTOBapHCTBO
Pa3oM 3 KpaiHOK- €KCIIOPTEPOM BIKHJIH BCIX BiAMOBITHUX 3aXOJIIB /IS 320e3MeUeHHS
TOro, mo6 BHPOOHMK JKapChKOTO 3acoby 3acTOCOBYBaB CTaHJapTH HAaJIEXKHOI
BUPOOHMYO! PAKTHKM IIOHAMMEHIIE eKBiBAICHTHI 10 CTAHIADPTIB, BCTAHOBJIECHHX
CrisToBapycTBOM, Ta TOro, MO6 Y KpaiHi-ekcroprepi OyB MpOBEAEHHH KOHTPOIIb,
3a3Ha4eHMH y yHKTi (b) nepmoro minnaparpada maparpada 1, kBaJipikoBaHa 0coba
MoXe OyTH 3BiJbHEHa BiJ 060B’I3KY NMPOROUTH TAKHiA KOHTPOJIb.

Y BCIX BUIaAKax Ta, 30KpeMa, SKIIO JHKApchKi 3aco6H BUITYCKAKOThCA 1S
Npozaxy, KBaniikoBaHa ocoba IMOBUHHA 3aCBiTYUTH y peecTpi abo €KBIBAJICHTHOMY
AOKYMEHTI, Ha/JlaHOMY 3 ILI€I0 METOK, M0 KOXKHA BMpPOOHWYA MapTisA BigOBigae
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NMONOKEHHAM i€l CTarTTi; 3a3Ha4yeHuii peecTp a0 EKBIBAIEHTHHH JOKYMEHT
HEOOXIZHO DPEry/fApHO OHOBIIOBATH B MIpy 3/iliCHEHHsS Omepailili Ta HajaBaTH y
PO3MOPSAKEHHS ar€HTIB KOMIIETEHTHOTO OpraHy MPOTATOM IepPiojy, BUSHAYEHOTO Y
MOIOXKEHHAX BIAMOBIAHOI JepXKaBU-WIeHa, ale, ¥ OyAb-KOMY BHIAJKY, IPOTAIOM
I[OHAWMEHILE I’ ATH POKIB.

2. 3o000B'si3anns Ykpainu y cdepi eBponeiichkoi interpauii (y Tomy wumcui
Mi’KHApOIHO-TIPaBOBi)

IIpoekT akTa 32 TIpEIMETOM TIPABOBOIO pETYMIOBAHHS HE CTOCYETHCH
MiXKHAPOIHO-TIPaBOBHX 3000B's13aHb YKpainu y cdepi eBponeiicsKoi IHTETparii.

3. lIporpamni 1oxymenTH y cepi eBponeiichkoi inTerpanii

IIporpamui 1oKyMeHTH y cdepi eBporneiicskoi interpanii [Ipesunenta Ykpainu
Ta/abo Kabinery MinicTpiB VkpaiHu wmwoao mpeaMera IpaBoBOoro perymaroBaHHs
npoexTy moctaHoBH Kabinery Minictpis Vkpainu «IIpo 3artsepmxenns Ilopsmky
BBE3CHHS HA TEPUTOPiI0 YKpaiHH JiKapChKuUX 3ac00iB» BiICYTHI.

4. [TopiBHA/ILHO-NIPABOBMH aHAJI3

IIpoext nocranosu Kabinery Minictpis Yipainu «IIpo 3aTBepukeHHs [opsioxy
BBE3CHHS HA TEPUTOPil0 YKpaiHM JiKapChKMX 3aco0iB» 3a MPEIMETOM IIPaBOBOIO
PETYIIIOBAHHS HE CTOCYETBCS MIKHApOIHO-NPABOBHX 3000B's3aHs Ykpainu y coepi
€BPONEHCHKOI IHTErpawii, TOMy MOPiBHSILHO-IPABOBHIH AHANI3 HE [POBOIUBCA.

5. OuikyBaHi pe3y.bTaTn

puiinsrrs nocranosn KaGinery Minictpis Vkpainu «[Ipo 3atBepmxenss
llopsinky BBeseHHs Ha TepuTOpil0 VYKpaiHM JKapchKUX 3aco0iB» JO3BOIIHATE
330e3MCYNTH MiJBUIIEHHS OCTYIHOCTI INKApChKAX 3aco0iB /IS HACEICHHS 3a
PaxyHOK BCTaHOBJICHHS CYYacHMX BHMOT INOAO iX BBE3¢HHS B YKpaiHy Ta
YAOCKOHAJICHHS MPOLEAYPU KOHTPOJIIO IX SKOCTI.

6. Y3arajibHeHHi#l BHCHOBOK

IIpoekT akTa 3a mpegMETOM MPABOBOTO PEryIIOBAHHS YACTKOBO HAEKHTEH 10
ctepu, mo oxommoerses Jupextunoro 2001/83/€C, Ta He CYNEpEeYuTsh iH.

IIpOEKT akTa HEe CTOCYEThCH MiKHAPOJHO-TIPABOBHX 3000B'S3aHb Ykpainu y
ctepi eBponeHchKoi iHTErpaii.

MinicTp oxoponn 310poB’s
Ykpainn Bikrtop JIALIKO

2024 p.




AHAJII3 PEI'YJISITOPHOI'O BIIJIUBY
o npoekTy nocranoBu Kabinery MinicrpiB Vipainu «IIpo 3aTBep1keHHs
Iopsinky BBe3eHHsI HAa TepUTOPi0 Y Kpainu JiKapchKHX 32c06iB»

I. BusnavenHs npodaemu

IIpoext nocranosn KabGinery Minictpis Ykpainu «IIpo 3arBepxeHHs [lopsaky
BBE3CHHS HA TEPUTOPIKO YKpATHH JIIKAPCHKUX 3aC00iB» (1aJ1i — IPOEKT aKTa) po3poliIeHo
3 MCTOIO BPETyJIIOBAHHs IIPOLENYPH BBE3CHHS JIIKAPCHKUX 3aC00iB (KpiM aKTHBHHX
(hapmMaueBTHYHMX iHrpefieHTIB) Ha TepuTOpil0 YKpaiHM Ta JO/IEPIKaHHs BHMOT
3aKOHOJABCTBA WIOJO 3a0€3MeYeHHs AKOCTi, Oe3NekH Ta ePEeKTHBHOCTI JHKAPCHKHX
3aco0iB mif yac ix o0iry.

BinnosinHo mo wactuHM mocrtoi crarri 73 3akoHy VYkpaiHum Big 28 numHs
2022 poky Ne 2469-IX «IIpo nikapchki 3aco6m» (mami — 3aKoH) MOpPSIIOK BBE3€HHS Ha
TEPHTOPII0 YKpaiHM JKapChKMX 3aco0iB BCTAHOBMIOEThCS KaGineTom MinicTpis
VYkpainmn.

l'apMoHi3awis 3akoHOmaBcTBa VYKpaiHMm momo o6iry JTIKapcbKUX 3aco0iB €
HEOOXITHOK YMOBOK BHUKOHAHHS MDKHApOJHHMX 3000B’S3aHb HAmoi Oep)KaBU 3
KOMILICKCHUM = ypaXyBaHHAM mnonoxeHb [Jupektusu 2001/83/€C  €Bponeiicskoro
[lapnamenty ta Pagu Big 06 mucromama 2001 poky momao Konekcy CriBToBapucTBa
CTOCOBHO JIIKAPChKHX 3ac001B, MPU3HAYCHUX IS 3aCTOCYBAHHS JIFOJHHOIO.

Tax, crarts 51 Jlupextusu 2001/83/€C €poneiicbkoro ITapnamenTty Ta Paau Big
06 mucronana 2001 poky momo Komexcy CrniiBTOBapHCTBA CTOCOBHO JTiIKapCHKUX 3aCO0iB,
TIPU3HAYCHHUX I 3aCTOCYBAHHS JIIOAMHOI0, Tlepeabadae, 30KpemMa, 110:

ACPXKaBH-YJIEHH BXXHUBAIOTh BCIX HEOOXIIHUX 3aX0/iB I 3a6e3MeYcHHS TOTO, 100
Yy BHNAJKY, AKIIO JIKAPCBKi MPEMapaTH MOXOASTh 3 TPETIX KPaiH, HE3ATEKHO Bix TOTO,
4¥ npenapat 0yB BHroTosieHuii y CriiipHOTI, 1106 KOjKHA MapTis NPOAYKIIl MpoWIIa y
JIepXKaBi-4IeH] MOBHUH AKICHMH aHANI3 LIOHANMEHIIE BCIX AKTHBHMX PEYOBUH Ta BCl
iHUIl BMBYECHHS 200 NepeBipKM, HEOOXigHI IS 3a0e3MCYeHHS SKOCTI JTIKapChKUX
[IpenapaTiB BiATIOBIAHO 10 BUMOT JI03BOJIY IIPO BUTOTOBJIEHHS;

napTii JIKapchKMX MperapatiB, fKi poHmum IEPEBIPDKH y JepikaBi-uileHi,
3BUIBHSIKOTBCA BIJ NMEPEBIPOK B iHIIIH JepiaBi-wieHi, SKIO BOHM BHITYCKAIOThCS Ha
PHHOK B IHIUIN A€pXKaBi-uleHi, CYPOBOIKYIOTECS 3BITAMH PO MEPEBIPKH, MMiIUCAHI
YIIOBHOBaXKEHOIO 0CO00I0;

Y BCIX BUIIaJKaX Ta, 30KpeMa, AKIIO JTiKapChki IIpernapaTu BUIIYCKAIOThCS Y MPOJAK,
YHMOBHOBaX€EHA 0c00a MOBUHHA 3aCBIUMTH y peecTpi abo PIBHOILIIHHOMY JIOKYMEHTI,
HaJlaHOMy 3 LIEI0 METOM, M0 KOXXHA MApTis MPOAYKLil BiANOBiIAE MOIOKEHHIM 1iei
CTaTTi; iHpOpMallis y BHIIE3ragaHoMy peecTpi abo PIBHOLIIHHOMY HOMY [JOKYMEHTI Ma€
MOCTIHHO MOHOBJIIOBATUCH MO Mipi TOTO, SIK 3MiHCHIOIOTECS orepaii, Ta i JOKyMEHTH
MaloTh OyTH y pO3NOPS/KEHHI IPEeICTABHUKIB KOMIETEHTHOIO OpraHy IpOTATrOM
Mepiojy, 0 BU3HAYEHUH y IIOCTAHOBAX 3aL{iKABICHO] JIepKaBU-4JIeHa Ta Y Oyab-AKOMY
BUMAJIKY IIOHAWMEHIIE MPOTATOM I1’SITH POKIB.

Taki cami miaxoau MOKO BBE3EHHS MKAPCHKHX 3aCOGIB HA TEPUTOPII0 YKpaiHu Ta
iX 00iry BH3Ha9€HO 3aKOHOM.

Ha ceorommi BimHOCHHM, mnOB’s3ami i3 BBe3eHHSM Ha TEPUTOPIID YKpaiuu
JIIKapChKHUX 3aC00iB, PETyIIOITECS, B ToMy 4Hcai, [TopsakoM 3xilicHEeHHs Aep)KaBHOTO
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KOHTPOJIIO AKOCTi JiKapChKUX 3ac0GiB, IO BBO3AThCA B YKpaiHy, 3aTBEP/IKEHUM
nocraHoBoro  Kabinery  Minictpie  Vkpaini Bin 14  Bepecus 2005 p.
Ne 902 (y penmakmii mocranoBu KabGinetry Minictpis VYkpainn Big 8 cepnus
2012 p. Ne 793), sikuit npuHHATO BiAMOBIAHO 10 BUMOT 3akoHy Ykpainu Big 4 KBITHH
1996 p. Ne 123/96-BP «Ilpo mixapcski 3aco6m». Ilpi mpoMy iCHYHOuUMii B YkpaiHi
TOPS0K OpraHi3allii KOHTPOIIIO AKOCTI JIIKapChKUX 3ac00iB, 110 BRO3ATHCA Ha TEPUTOPIKD
Ykpainnu, norpebye npuBencHHA Y BIANOBIJHICTE OO BHMOr 3aKOHY Ta Jupextury
2001/83/€C Erponeiicskoro IlapnamenTy Ta Pagu Big 06 mucronama 2001 POKY 1010
Kogekcy CmiBTOBapucTBa CTOCOBHO JIKapChKUX  3ac00iB, NPU3HAYCHUX LIS
3aCTOCYBaHHS JIOMUHOIO, B YAaCTHHI NPOLEAYPH BBE3CHHs JIIKAPCHKMX 3acobiB Ha
TEPUTOPIir0 YKpaiHHU Ta BUICKY iX B 0Oir.

KpiMm Toro, micis BBegeHHS B miro 3akoHy Oyme BHM3HAHO TaKuUM, IIO BTPATUB
YHMHHICTb, 3aKOH YKpainu Bix 4 kBiTHs 1996 p. Ne 123/96-BP «IIpo nixapceki 3ac00m».

Y 3B’s3Ky 3 MM myHKTOM 6 posminy XII «Ilepexinni monoxxeHHs» 3akoHY Ha
Kabiner MinicTpiB Vkpainu nokianeHo 060B’s130K 10 BBEICHHS B 1110 3aKOHY IPHUBECTH
CBOI HOPMATUBHO-TIPABOBI aKTH y BiIITOBIAHICTS i3 3aKOHOM.

BpaxoBytoum BHKIIajeHe, BiHOCHHM, IOB’S3aHi i3 BBE3CHHSM Ha TEPUTOPIIO
YKpaiHu JIiKapchKHX 3ac001B, IOTPEGYIOTh IPHIHATTS HOBOTO aKTa Kabinery Minictpis
VYKpaiHu BiAMOBIAHO 10 HOBHX BHMOT, iepea0aYeHux 3aKOHOM.

3 ypaxyBaHHAM NOTpeOM peaizamii IONOKEHD 3aKOHY MiATOTOBIEHO MPOEKT
noctaHoBu Kabinetry Minictpis Vkpaiau, mpo BPETYJILOBYE IOPAOOK BBE3CHHS
JIKapChKUX 3aco0iB Ha TepuTopilo Ykpainu Ta BHUITYCKY iX B 00ir. [IpuiiHATTS 11bOTO
NpoexTy nocraHoBu Kabinery MiHicTpiB VKpaiHM [03BONMTH 36iTBIIUTH JOCTYTI
HaceleHHs YKpaiHy 10 AKICHHX, G€3MeYHuX Ta JOCTYIHUX JNIKapchKUX 3aco0iB, y TOMy
YHCIT THX, IO 32CTOCOBYIOTBCS HA TEPUTOPIi €sponeiicekoro Coro3y.

OcHOBHI rpynu, Ha siKi IPO6IEMA CIIPABIISE BILTUB:

I'pynu (migrpymm) Taxk Hi
I'pomansiau + -
HlepxaBa + =
Cy6’exTH rocmnoaaproBaHHs, + -

]
_|_

y TOMy 4Hchl cy0’exTH
MaJIoro MiANPUEMHHUITBA

Ha choroani BperymoBaHHS 3a3HaueHHX NpOOIEMHMX NHTaHb He MOke OyTH
3[IIICHEHO 3a JOMIOMOTOI0:

PHHKOBHMX MEXaHI3MIB, OCKiTBKM TaKki NHMTaHHA peryiiOlOThCS BHUKIIOUHO
HOPMaTUBHO-IIPABOBHUMHM aKTAMU;

JUIOYUX PETYNATOPHUX aKTiB, OCKUIBKH Y YMHHHX HOPMATHBHO-IIPABOBUX aKTaX
BIZICYyTHE BPETY/IOBaHHS IIPOLENYPH BBE3CHHS JIKAPCBKMX 3acO0iB Ha TEPHTOPIKO
YKpaium  mikapchKMX  3ac00iB  JILEH30BAHHMHU IMIIOpTEpamMH,  JIiLIEH30BaHUMHU
JACTPUO FOTOPaMH, MilIeH30BAHUMH MAPATIeTEHIMH IMITOPTEPaMH.



IL. Lini nepxaBHOro pery.aoBanus

OCHOBHMMH LiJIAMHU ePKaBHOTO PETryIIOBAHHS €:

BPCTYIOBaHHsA NPOUEAYPH BBE3CHHS JTIKApChKUX 3ac00iB Ha TepuTOpir Ykpainu
BIATIOBIIHO 10 BUMOT 3aKOHy Ta 3 ypaxyBaHHAM MOIOKEHb Hupextusu 2001/83/€C
€sponeiicskoro Ilapnamenty Ta Pagu sin 06 nucromana 2001 poky mozno Konexcy
CniBTOBapHCTBA CTOCOBHO JIKAapCBKUX 3ac00iB, MpPU3HAYEHUX I 3aCTOCYBaHHS
JIOIUHOIO;

CTBOPCHHA YMOB, L0 FAPAHTYIOTh HEIOMYIICHHS HAAXOKEHHS HA PHHOK Ykpainu
HESKICHHX, HEOE3EUHHX Ta Hee(peKTHBHUX JIIKapChKHX 3aC00iB;

TOKPAIICHHs  JIOCTYIly HACElCHHS N0 AKICHMX, OE3MEYHMX Ta JOCTYIIHHX
JIKapChKUX 3aC00iB.

I11. Busnavyenns 1a oninka AJIbTEPHATHBHUX CNIOCO0IB T0CATHEHHS HijTei

1. BU3Ha4YeHHs aJIbTEpPHATUBHUX CIIOCOOIR

Bun ansrepuaTusu Onuc anbTepHATUBH
Ansrepuarusa 1. Taka ATbTEpHATMBA  HE  CIpHSE
. JIOCATHEHHIO e J1epIKaBHOTO
363963‘{33'“1 CHTYalll, fKa ICHYE | herymopanHs, MepenbaueHix y posaimi II
Ha 11CH vac. LIBOTO aHaJI3y, a came He Oyze 3abe3neyeHo:
1) HaJIe)KHOTO (yHKLIOHYBaHHS

NIpoUEeypH BBE3CHHS JIIKAPCHKHUX 3aCO0IB Ha
TEPUTOPi0 YKpaiHW y BiANMOBiZHOCTI 10
BHMOT 3aKOHY Ta 3 YPaXyBaHHSAM I1OJIOXKEHb
Jupextusu 2001/83/€C  E€ppomeiicskoro
[Tapnamenty ta Paju Biz 06 nucronama 2001
poky moxo Kozekcy CniroBapuctsa
CTOCOBHO JIIKAPCHKHUX 3aC00iB, [IPU3HAYEHHUX
IJ151 3aCTOCYBAHHS JTIOJHHOIO;

2) CHpOLIEHHS CHCTEMM KOHTPOJIO MpH
BBE3CHHI JIIKAPCHKUX 3aCOGIB HA TEPHTOPIIO
Ykpainu;

3) 30iIbIIEHHS [JOCTYNy HacCeleHHS
YKpaiHM 710 e(EeKTHBHMX Ta JOCTYMHHX
JKapChKUX 3aco6iB, y TOMy YHCII THX, LIO
3aCTOCOBYIOTBCS Ha TEPUTOPIi
€sponeiicekoro Coro3y.

A cawme:

LISl I€PIKaBH:

3aKOHO/JABCTBO YKpaiHu y cdepi iMIopTy
JIIKapChKHX 3ac00iB Ta 1X MOJAIBIIOro 0biry
Ha _ Tepurtopii  Vkpaium  He  Oyme
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rapMOHI30BaHO 3 3aKOHO/JJaBCTBOM
E€sponeiicekoro Corosy;
IJ1S1 TPOMAJISIH:

30LIBIIYBATUMETCS [OCTYII HACeIeHHS
YkpaiHd [0 SKiCHHX, Oe3lmeYHux Ta
JOCTYIHHUX JIIKAPCHKHX 3acobiB, y ToMy
YHCII1 THX, IO 3aCTOCOBYIOTHCS HA TEPUTOPIi
€sponeiicskoro Coro3y;

IS Cy0’€KTIB TOCTIOJAPIOBAHHS:

1) cwuryauis, mo € Ha choroami
3AIMIINTECS HE3MIHHOKO, Y TOMY YHCII
[IpoLeypa BBE3€HHs JIKapChKUX 3ac00iB Ha
TEPUTOPIO YKpaiHH 3aJMIIUTLCH CKIIAZHOK
Ta JOBTOTPHBAJIOKO.

[lozutuBHi cTOpoHM y  36epexeHHi
CHTYalIlli, 0 iCHYE BiJCYTHI.

AJbTepHaTHBA 2.

ITpuiHATTS NpoEKTY akTa.

Taxka aJIbTepHATHBA 3a0€31eYuThH
HOPDMATHBHE BPEryJIOBAHHS MpPOLELYDPH
BBE3CHHSI JIIKAPCHKHX 3aC00iB Ha TEPUTOPIIO
VKpaiHH y BiANMOBIJHOCTI 10 BHMOT 3akoHy
Ta 3  ypaxyBaHHSIM  3aKOHO/ABCTBa
€sponeiickkoro  Cowo3y, y ToMmMy wgucii
Hupextusu  2001/83/€C  Epomeiicskoro
IMapnamenty ta Pagu Bizg 06 mucronama 2001
poky mono Kogekcy ChiBToBapHcTBa
CTOCOBHO JIIKAPCBKHX 3aC001B, IPH3HAYEHHX
IUTS 3aCTOCYBaHHS JIFOJHHOIO.

[IpHAHATTA LBOTO NPOEKTY IOCTAHOBH
CIIPUATHME BUPIILIEHHIO PSI1y [TUTaHb:

1) BperyoBaHHS NpOUEqypH BBE3CHHS
JIKapCHKUX 3ac00IB HA TEPHUTOPIIO VYkpainu
BIAMOBIHO 10 BHMOTr 3aKOHY T4 3
YPaxyBaHHAM  TOJNOXKEHb  JIUpeKTUBU
2001/83/€C E€sponeticbkoro ITapnamenty
Ta Panu Bin 06 muctomana 2001 poky mozo
Konekcy CniBToBapucrsa CTOCOBHO
JIKapChKUX 3ac00iB, NpH3HAYEHHX /Is
3aCTOCYBAHHS JIFOAHHOIO;

2) 301/1bIIyBaTHMETHCS JOCTYII
HACEeJICHHs YKpPaiHU JI0 SKiCHUX, Oe3MeYHux
T2 JIOCTYNHMX JIIKapChKHX 3ac00iB, y TOMy
9HCITI THX, IO 3aCTOCOBYIOTHCS Ha TepUTOPIT
€sponeiicekoro Corosy;




3) cHpoIEeHHAS MPOLE/ Py KOHTPOIIO TIPH
BBE3EHHI JIKapChbKUX 3aC00iB HA TEPUTOPIIO
Ykpainu.

3anpoBajkeHHs. TaKOro peryIroBaHHS
JO3BOJIUTD:

JIepKaBi: rapMOHI3yBaTH 3aKOHOJABCTBO
Vkpainu y cdepi iMmopry mikapchKuMX
3ac00iB Ta iXx mnogampmoro o6iry Ha
TepuTOopili VYKpaiHM i3 3aKOHOZABCTBOM
€sponeiicekoro Cow3y T1a 3abe3neyutn
TPOMAJISIH  SKICHUMH, eGhEeKTHBHUMHU Ta
Oe3neYyHNMU TIKapCEKUMU 3aC00aMHU;

Cy0’€KTaM rocIioJaprOBaHHs: BBO3UTH Ha
TEPUTOPil0 VYKpaiHW Jikapceki 3aco0u 3a
OHOBJICHOIO, CIIPOLICHOK0 Ta MPUBEACHOI Y
BIJUITOBIAHICTE i (4} 3aKOHO/IaBCTRA
€sponeiicekoro Cor3y nporeayporo;

rpoMajisHaM: OTPUMYBAaTH SfKICHI Ta
edekTHBHI NiKapchki 3aco6u, y TOMy 4ucIi
Ti, IO 3aCTOCOBYIOThCS Ha TEpUTOPIl
€sponeiicskoro Coro3y.

2. Ouinka BuOpanux IBTEPHATUBHUX CIIOCOOIB JJOCATHEHHS LIiIeil

1. Oninka BruMBy Ha cepy inTepeciB nepkasu

Buna
aJlbTEPHATHBHU

Buroau

Burparu

AnbpTepHaTHBa |.

30epexxeHHs
CHUTYyallii, sKa
ICHy€ Ha 1ei
Jac.

BigcyTHi, OCKilIBKH He
Oyne 3abe3rnedeno:

1) nmieBoro MmexaHizmy
eeKTHBHOTO 3anobiraHHs
Ta IPOTUIIT o0iry
HESKICHUX Ta
HEE(DEKTUBHHUX JHIKAPCHKHX
3aco01B;

2) HaJIe)XHe
(byHKIIOHYBaHHS
IIpoLeaypu BBE3CHHS

JIKapChKUX  3acobiR  Ha
TepUTOpil0  Ykpainu vy
BIIMOBIJHOCTI 7O BHMOT
3aKOHy Ta 3 ypaxyBaHHSIM
MOJIOXKEHb HupexTusu
2001/83/€C

Butparu BigcyrHi.




€Bporneiicskoro

[Tapnamenty ta Pajgu Bim 06
mactomaga 2001 poky
oo Konekcy
CriBTOBapuCTBa CTOCOBHO
TMKAapChKUX 3ac001B,
[PU3HAYEHUX IS

3aCTOCYBaHHA JIKDJHUHOKO,

3) NOKpaIEHHs A0CTyIy
HACEJICHHA JI0 SKICHHUX Ta
€(DEKTUBHUX JTIKAPCHKUX
3ac001B, TOMy YHCIII THX,
110 3aCTOCOBYIOTHCS HA
TEpUTOpii €BpOneHcrKOro
Coroay.

AnbTepHaTHBa 2.

IpuitasTrs IIDOEKTY
MIOCTAHOBY JI03BOJIUTH:

1) BPETYIIOBATH
IIpoLEnypy BBE3CHHS
JIKapChbKUX  3ac0o0iB  Ha
TEPUTOPIIO Ykpainu
BIAMOBIZHO [0  BUMOT
3aKkoHy Ta 3 ypaxyBaHHSM
IT0JIOXKEHb JyipexTuBu
2001/83/€C
€Bponeicekoro
ITapnamenTy Ta Pagu Big 06
micromaga 2001 poky
10710 Kognekcy
CHiBTOBapuCTBA CTOCOBHO
J1KapChKHX 3aco0iB,
[IPU3HAYCHUX IS

3aCTOCYBAHHS JIIOJUHOIO;

2) CIOPOCTHUTH MEXaHi3M
KOHTPOJIIO TP BBE3EHHI
JTIKapChbKAX 3aco0iB  Ha
TEPUTOPIIO YKpaiHu;

3) mnoKpauuTy JOCTYT
HacCelIeHHA J0 JIKAapChKHX
3aCc00IB, y TOMY YHCIII THX,
0 3aCTOCOBYIOTHCS Ha
TEPUTOPIi €BpONENCHKOTO
Coroay.

[onarkoBi BuTpatH BiacyTHI.
Bukonanus perynstopHoro akra

3a0e3nevyeTbcss  y  Mexax
KOIITOPDUCHUX  BUTpaT s
OpraHiB  BHKOHABYOIi BJIA[IH,

nepedadeHux y OroLKeTi.




— -

2. OuiHka BILIMBY Ha cepy iHTEPECIB IPOMAMISH.

Bun ansTepHaTuBu Buroau Burpatu
' i OCKUIbKM | Bwutparu BincyTHi
AnbrepHarnBa 1. Bixcyri, Wi p ACYT
JOCTYIl HaceJeHHS [0
AKICHUX TKapPChKHX
3ac00IB 3alMILUTECA Ha
ICHYFOYOMY piBHI.
G p——
AnbTepHaTHBa 2. IpuiiusTTs npoekTy axrta | Burpatu BigcyThi
CIPUATHME

3a0€3NEYEHHI0  JOCTYIy
HacCeJIeHHs 10 SKICHUX Ta
€(pEKTHBHUX JIIKAPCHKHX
3ac00iB, y TOMY YHCJIi THX,
OI0 3aCTOCOBYIOTHCS Ha
TepUTOpIi €BpOMNEHCHLKOro
Corosy.

3. OuiHka BMBY Ha cepy iHTepeciB cy6’ekTin rOCIIOAAPIOBAHHS.

IIpoexT akrta 3auinae iHTepecH Cy6’eKTiB TOCIIOAPIOBaHHsA, K1 MPOBAIATH
TOCMONAPCHKY Mis/IbHICTB, 30KpeMa iMIOPTY JKAapchKUX 3aco6iB (KpIM aKTHBHHMX
apmaueBTHYHNX iHTpemieHTIR), y TOMY YHCII MapajelbHOTO iMIOPTY, OMTOBOI
TOPIiBIIi.

Ioka3zuuk Beanki | Cepeani | Mauni Mikpo Pazom
KiuibkicTs cy6’exTiB 45 440 104 0 589
TOCIIOJapIOBaHHs, SIKi
3MHCHIOIOTH
rOCIIOJapChKY

AISUTBHICTD 3 IMIIOPTY
JKapChKHUX 3aC00iB
(KpiM aKTHBHHX
(apmManeBTHYHUX
IHTPEIIEHTIB),
OIITOBOI TOPTIBIi
TKapChKUMM
3acobamu, 110
OIANAaKTh i A0
pEryoBaHHS
(ouHHUIB)
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ITnroma Bara rpynu y
3arajbHii KUTBKOCTI,
BIJICOTKIB

7% 75% 18%

0%

100 %

[na nposedenns yux pospaxynkie euxopucmoeyéanucs Oami 6i0nosioHo 0o
Oanux 3e6imy [epowcnixcayoncbu 3a 2023 pix, 3eiono 3 saxumu, 30Kpema, KinbKicme
Cy0 '€kmié 20Cn00apPIOBAHHA, WO Marmb NiyeHsii Ha nPoBadIICceHH 20Cn00apcvLKoi
QisnbHOCMI 3 iMROpmMY JNiKapcykux 3acobie (Kkpim akmugHux gapmayesmuynux
IHepedieHmig), onmoeoi mopzieni nikapcekumu 3acobamu ckiadac: 3 iMnopmy
AKAPCLKUX 3acobieé (Kpim akmueHux @apmayesmuunux incpedienmia) — 215; 3
Onmoeoi mopeieni (anmeuni ckraou) nikapcokux 3acobie — 374; 6cv020 cyb ‘ekmig

2ocnodapiosanns — 589’

Bung
aJIbTePHATHBHU

Buroau

Butparu

AneTepHaTHBa 1.

BigcytHi, ockinbku He
Oyne 3abe3rneueHo:

1) HAaJIEIKHOI0
(byHKIiOHYBaHHS TIpoLEnypH
BBE3EHHA JIIKAPCHKUX 3aCO0iIB
Ha TepuTopito VYkpaiHu vy
BIAMOBIAHOCTI O  BHMOT
3akOHYy Ta 3 ypaxyBaHHAM
ITOJIOXKEHb Hupextusu
2001/83/€C €sponeiicskoro
ITapnamenty Ta Pagu Big
06 mucromama 2001 POKY

1010 Kozgekcy
CmiBTOBapHCTBA  CTOCOBHO
TKapCBKUX 3aco0iB,
NPU3HAYCHUX VIS

3aCTOCYBaHHS JTIOJUHOIO;
2) mNOKpameHHA [IOCTYmy
HAaceJIeHHs [0 SKICHHX Ta
eeKTHBHIX JKapChKHX
3ac001B, y TOMY YHCJIi THX, 1[0
3aCTOCOBYIOTBCS Ha TEPUTOPIl
€sponeiicskoro Coro3y.

Butparu BigcyTsi

AnbTepHaTHBa 2.

IlpuiiHaTTss npoekTy  akTa
CHPUSITUME:

HasigHi
KOIIITIB

BUTPaTH 4Yacy Ta
JUIA _ OTPUMAaHHs

Ihttps:f’fwww.dls.,t?_ov.u_a_a_/activitv results/%d0%b7%d0%b2%d 1 %96%d 1%82-%d0%bf%d 1%80%d

0%be-%d0%bf%d 1 %96%d0%b4%d1%81%d1%83 %0d0%bc%d0%ba%d0%b8-%d0%b4%d1%96%
d1%81%d0%bb%d 1 %8¢ %d0%bd%d0%be%d1%81%d 1 %082%d1%96-%d0%b4%d0%b5%d 1 %80

%d0%b6%d0%b0%d0%b2%d0%bd-6/




1) BPETYIIOBAaHHIO
IpoLeaypH BBE3CHHS
JIKapChKUX  3aco0iB  Ha
TEPUTOPIIO Yxpainu

BIIMIOBIAHO 10 BUMOI' 3aKOHY
Ta 3 YPaxyBaHHIM TOJOXEHB
Hupextusu 2001/83/€C
€sponelicbkoro [Tapaamenty
ta Pagm Big 06 nucronanma
2001 poxy momo Konekcy
CmiBTOBapucTBa  CTOCOBHO
JIKapChKHX 3aco0isB,
NpU3HAYEHUX ISt
3aCTOCYBAHHS JIIOUHOIO;

2) CTIpOLIEHHIO HPOLIEAYPH
KOHTPOJIIO IIpY  BBE3€HHI
JTIKapChKHUX  3acobiB  Ha
TEPUTOPIIO YKpaiHy;

3) TOKpamieHHIO JoCTymy
HaceleHHsd [0  SKICHHUX,
OesneyHux Ta  JOCTYNMHHX
JIKapChKUX 3aco0iB, y TOMY
YUCIII THX, 1110
3aCTOCOBYIOTHCS Ha TEPUTOPIi
€sponeiicskoro Coroay.

NEepBHHHOI 1H(opMamii mpo

BUMOTH PEryJISTOPHOTO
aKTa.

Butpaty, noB’s3aHi 3
HEOOX1HICTIO

O3HAaMOMJICHHS 3
NOJIOKCHHAMHU ITPOEKTY
aKTa (pO3paxOBYIOThCH LIS

BCIX cy0’ekTiB
TOCIIOJApIOBAHHS, HA SIKUX
MOLIHPIOETHCS a1

perymoBaHHs): 1 roguHum *
48 rpu/roa * 1 npauiBHUK.

Cymapni BuTpaty 3a ansTepHaTHBaMU Cyma BUTpaT, rpuBeHs

AnbTepHaTnBa 1.

Butparu nepxasu 0 rpu
Burpartu c/r Benukoro Ta cepenuporo 0 rpu
HIIIIPHUEMHUIITBA

Butparu ¢/r Manoro nignpuemunnTea 0 rpu
AnbTepHaTHBa 2.

Butpatu nepxasu 0 rpu
Butpatu c/r Benukoro Ta cepeauboro 23 280 rpu

NiANPUEMHHIITBA
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Burparu ¢/r manoro MIANPUEMHHULTBA 4 992 rpu

IV. Bubip Haii6insmr onTHMAaILHOT0 2/1bTEPHATHBHOIO crocoly
AOCATHEHHS IiJIeH

3a pesynbTaTaMH OIpPALIOBAHHA ATHTEPHATUBHHX CMOCOOIB 1OCSATHEHHS LiTCH
ZAACPKABHOTO PETYIIOBAHHA 3A1HCHEHO BHOID ONTHMANBHOTO aTBTEPHATHBHOIO croco0y
3 YpaxyBaHHAM CHCTEMHU OAJILHOT OLIHKY CTYNEHS HOCATHEHHS BU3HAYEHUX I[LICI.

Bapricte 6aniB BU3HA4a€ThCA 33 HOTMPHOAIBHOK CHCTEMOIO OIHKH CTYICHS
NOCATHCHHS BU3HAYCHHX IIUIEH, 1€;

4 - ULTl IPUAHSATTS NPOEKTY aKTa, SKi MOXYTh OyTH JOOCSATHYTI MOBHOK MIPOK)
(npobniema binbie icHyBaTH He Gyae);

3 - Uil NPUAHATTA MPOEKTY aKTa, sIKi MOXKYTh OYTH JOCATHYTI Maibke IOBHOK)
MIpOIO (yCi BaXUIHBI acnieKTH MpoGiemu iCHYBaTH He OyIyTh);

2 - uull DpPUHHATTS TPOEKTY aKTa, SKi MOXYTh OyTH HOCSTHYTI YaCTKOBQ
(mpoGsiema 3HAYHO 3MEHIIMTBCS, AEsSKi BaXIMBI Ta KPUTHYHI aclieKTH Mpo6JieMH
3aIMILATECS HEBUPIMICHUMH ),

I - Lim NpUAHATTS NPOEKTY aKTa, SKi He MOXYTh Oytu nocsarayti (npobiaema
TIPOJOBXYE ICHYBATH).

PeliTunr ban Komenrapi moxo npucsoeHns
Pe3yJIbTATHBHOCTI | pe3yJbTATHBHOC BiAnoBiHOrO 6aJ1a
(nocsirHeHHs e Ti (3a

mijg yac Y0THPHUOATBHOIO
BHDPilIEHHS CHCTEMOIO
npoodJeMu) OLIIHKM)

ini  NpuHMHATTS NpOEKTy akTa He
AnbpTepHaTuBa 1. 1 MOJKYTb OyTH TOCATHYTI, OCKLIBKH He Oye
3abe3neyeHo:

1) BperymoBaHHS IpOLENyPH BBE3CHHS
JIIKapCHKHX 3aC00IB Ha TepUTOpiKO Yipainu
Y BIINOBIIHOCTI 0 BUMOr 3aKoHy Ta 3
YPaxXyBaHHAM  IOJIOXe€Hb  J[MpeKTHBM
2001/83/€C €sponeiicskoro Ilapnamenty
ta Pagu Bix 06 mucronama 2001 POKY 1110J10
Konexcy  CmiBTOBapucTBa  CTOCOBHO
MIKapChKHX 3aco0iB, NPU3HAYEHHX I
3aCTOCYBAHHS JIOJUHOIO;

2) MOKpaIIeHHs J0CTYIy HACENEHHS /10
AKICHHX Ta e(EeKTMBHHX JIKapCHKHX
3ac00iB, y TOMy 4HMCII THX, IO
3aCTOCOBYHOThCS Ha TEpUTOPIl
E€sponeiicekoro Corwsy.

[IpuAHATTS  LBOTO  TNPOEKTY aKkTa
Anbrepuarusa 2. 4 CIPHUSATHME:




1) BperyaoBaHHIO HODPSAKY BBE3ECHHS

JKApCHKUX ~ 3aCO0IB  Ha  TEpHTOPIIO
VYkpainuy;
2) MOKpAILEHHIO JOCTYITy HACEIEHHS [0
AKICHMX, O€3NeYHux Ta  JOCTYIHHX
JTIKapCBKUX 3aCO0iB, y TOMY YMCJI THX, IO |
| 3aCTOCOBYIOTHCS Ha TEepUTOPIT
| EBponeiicbkoro Coro3y. !
PeliTHHT Buroau Burtparu (mincymok) | O6rpynTyBanus
pe3yibTaTHBHOC | (MiACYMOK) BiANOBIAHOTO
Ti Micus
aJbTePHATHBH Y
PEeHTHHTY
AnvrepHatuBa 1. | [lus nepxaBu: Jlns nepxaBn: [aHa
Bincythi BICYTHI albTepHATHBA HE
3a0e3neuye
s rpomansin: Jl1s rpomansin: noTpedu y

Bigcythi BIZICYTHI. PO3B’s3aHHI
1pobaeMu Ta
Jlnst cy6’exriB s cy6’exTiB NOCSATHEHHS
TOCHOJAPOBAHHS: | FOCIOAAPIOBAHHS: BCTAHOBJICHHX
Biacyrni BIJICYTHI uinei y Posaini 11
[IbOr0 AHai3y.
AnbrepHatuBa 2. | s aepaxaBu: s nepxaBu: Taka
albTepHaTHBA €
JUISL 1IePXKABH: HonaTkoBi BUTpaTu HaMOLIBIII
3aKOHOJaBCTBO | BiACYTHI. BukoHanHs OINITHMAJILHOIO,
Ykpaiun y cdepi | peryaaTopHOro akta | OCKiIbKH
IMIIOpTY 3a0e3neyyerses y JI03BOJIUTH
JKapChKHX MEXax KOIITOPUCHUX | BCTAHOBUTH
3aC00IB  Ta  iX | BUTpaT /1s OpraHis IIOPSAOK
[OJJAJIBIIOrO 00Iry | BUKOHABYOI BJIAIH, BBE3EHHS Ha
Ha TEPUTOPIi | nepenbaueHux y TEPUTOPIIO
Ykpainu Oyne | Gromxeri. VYkpainu
rapMOHI30BaHO 3 J1KapChKUX
3aKOHO/IaBCTBOM | 3aco0iB
€Bponeicexoro TEH30BaHUMHU
Corosy; IMIIOPTEpaMH,
TIOJIIITYBATUME TLEH30BaHUMH
ThCA CHUTyalis i3 AUCTpHO r0TOpaM
3a0e3neyeHHs Y, JIIEH30BAHUMH

TpOMaIsiH
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AKICHUMH,
e(pEeKTHBHUMHU
Oe3neyHnMu
TKapCEKUMHU
3aco0amu, y TOMYy
YUCIT TAaKUMH, W10
3aCTOCOBYIOTHCS
Ha TEpUTOPIT
€Bponeicekoro
Corozy.

Ta

st rpomansin:
[puitasTrs
TIPOEKTY aKTa
CIIPHSITUME
3a0e3neyeHHo
JIOCTYTly HaceJICHHS
10 AKICHHX Ta
e(PEKTHBHHUX
JIKapChKUX
3aco0i1B.

Jas cy6’exriB
roCIOAapHOBAHHS:
IpuitaaTTs
IPOEKTY
CIIPUSATHME:
BBE3EHHIO Ha
TEPUTOPIIO
YkpaiHu Jikapcbki
3acobu 3a
OHOBJICHOIO Ta
CIIPOILEHOI0
IIPOLEAYPOIO,
IPUBECHOIO Y
BiIIOBIIHICTE 10
3aKOHO/1aBCTBa
€Bponelcrkoro
Coro3y.

aKTa

Jist rpomansin:
Butparu Bincyrtsi

s cy6’exTiB
roOCNoJapIOBaHHA:

HasgHi BuTpats wacy

Ta KOIITIB

JJI51

OTPUMaHHA EPBUHHOI

iH(opMmarrii
BHMOI'H
PETYIATOPHOTO aKTa.
Burparun, nos’s3ani
HEOOXIAHICTIO
O3HAaUOMIJIEHHS 3
MOJIOKEHHAMHU
IIPOEKTY

npo

3

aKTa

(po3paxoByroThCs s

BCIX

cy0’exTiB

roCriolaproBaHHsA, Ha

AKUX
ISl PEery/IIOBaHHS):
roguHu *
48 rpu/rog *
IIpaLliBHHK.

HNOIIHUPIOETHCS

1

1

napajieabHUMHU
IMIIOPTEPAMH.
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PeliTHHT

AprymenTn mono
nepeBaru obpanoi
ANbTEePHATHBH/NIPHYHHH
BIIMOBH BiJ
AJIbTEPHATHBH

Ouinka pH3HKy 30BHIIIHIX
YHHHUKIB HA [ii0
3aNpPONOHOBAHOIO

PeryJiiTOpHOro aKra

AnprepHaTuBa 1.

IlepeBaru BincyrHi. Taka
IbTEPHATHUBA HE CIPUATUME
JOCATHEHHIO LLIeH
JEPXKABHOTO PEry/I0OBaHHS.
3anuiaetscs npodaema
HEOCTAaTHRO1
BPETyJIbOBAHOCTI IIPOLIEAYPH
BBE3€HHS JIIKAPCHKUX
3aC001B Ha TEPHUTOPIIO
Ykpainn.

BiamosigHo no miei
alTbTEPHATHBY HOPMAaTUBHE
BPETYJIFOBAHHS [IOPSIIKY
BBE3CHHSA JIIKAPCHKUX 3aC00iB Ha
TEPUTOPII0 YKpaiHU JIHIIAETECS
HEJTOCKOHAITHM.

AlnbTepHaTHBa 2.

Taka anbrepHaTuBa €
HaWOLIBII ONTHMAIIBFHOIO,
OCKLIBKH CIIPHSIE
JOCATHEHHIO I{LJIEeH

BincyTHi.

Butpatu, noB’s3ani 3
HEOOX1AHICTIO 03HAMOMHTHCH 3
TIOJIOXKEHHAMH NIPOEKTY aKTa.

JEP)KABHOTO PETYITIOBAHHS Y
chepi BBE3eHHS NiKapChKUX
3ac001B Ha TEPUTOPIIO
Yxpainu.

V. Mexanism Ta 3axo/m, siki 3a6e3neuarts po3B’sizanns BM3Ha4eHOI npod.ieMu
p

Jia gocsrHeHHsS 1inel, BH3HAYCHMX y Po3gini II uworo AHalizy, IPOEKTOM
TIOCTAHOBH TEPEN0AYEHO MEXAHI3M PO3B A3aHHS MPOOIEMH, HABEICHO] y Po3zaini I nsoro
AHanizy.

3a3sHaveHi Ui JOCATAIOTHCS MUIAXOM npuiHATTS [Tops/iKy BBe3€HHS HA TEPUTOPIIO
YkpaiHu JiKapchkuX 3acobiB, SKAM BPETYIbOBAHO IMPOLEAYPY BBE3CHHS JIKAPCHKHUX
3ac00iB Ha TepuTOpil0 VYKpaiHM ITilIEeH30BAHUMH IMIOpTepaMH, JTiLEH30BAHHMH
JMCTPUO IOTOPaMH, JILIEH30BAHUMH MapasebHUMU IMIIOPTEPaMH, a TaKOX OKpeMi
UTAHHS 3[ICHCHHA KOHTPONIO SIKOCTI JIKAPCHKMX 3ac06iB, IO BBO3STECS 260
TTapaJieIbHO BBO3ATHCA Ha TEPUTOPi0 YKpaiHu.

3ampornoHOBaHe MPOEKTOM MOCTAHOBH PeryIOBAHHS CIPUSTUME BUPIIICHHIO PAY
MUTaHB:

1) BperymoBaHHIO NpoNEaypH BBe3eHHS JIKapChKMX 3aCO0IB Ha TEPHTOPIIO
YKpaiHH BiAMOBIZHO 1O BHUMOT 3aKOHY Ta 3 YPaxyBaHHSIM IOJIOKEHb JIupekTuBH
2001/83/€C E€sponeiickkoro IlapnamenTy Ta Pagu Bin 06 nucromana 2001 POKY I0JI0
Koznekcy CniBToBapuctBa cTocOBHO JKapChbKUX 3aco0iB, NpU3HAYEHHX A
3aCTOCYBaHHS JIFOAUHOIO;

2) 3anpoBaPKEHHIO CIIPOLICHOT Ta NPHUBEIEHOI Y BIANOBIIHICTS 10 32aKOHOAABCTBA
Esporneiicekoro Corw3sy nporenypu KOHTPOJIIO TIPH BBE3€HHI JIKAPCHKUX 3acO0IB Ha
TEPUTOPII0 YKpainu;
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3) MOKpAWIEHHIO JOCTYIy HACelIeHHs A0 SAKICHUX, OEe3NedYHMX Ta AOCTYIHHX
MKapChKMX 3aco0iB, y TOMY 4HCIi THX, WO 3aCTOCOBYIOTHCS Ha TEPHTOPIi
€sponelicekoro Corosy.

3anpoBa/KEHHS TAKOTO PETYIIIOBAHHS JO3BOJIUTS!

JIepKaBi: rapMOHi3yBaTH 3aKOHOJABCTBO YKpAiHH y cdepi iMIOpTY JiKapChKHX
3ac00iB Ta iX mnojamemoro o6iry Ha TepuTopii VYKpaiHM i3 3aKOHOZABCTBOM
€sporeiicekoro Coro3y Ta 3a0e3nedyutd IPOMaisH AKICHMMY, e()EKTHBHHMH T4
Oe31eYHIMH JTIKapCHKUMH 3aC00aMu;

Cy0’€eKTaM rocrioaproBaHHs: BBO3UTH HAa TEPUTOPiKO YKpaiHM JiKapchKi 3aco6u 34
OHOBJICHOIO, CIPOLICHOK Ta IIPHBEACHOKO Yy BIANOBIAHICTE [0 3aKOHOIABCTBA
€Bpornelicskoro Cor3y Mporeyporo;

rpoMajJsiHaM: OTPUMATH JOCTYIIHI, AKiCHI Ta e(eKTUBHI JTIKAPChKI 3aCO0H.

3axoqu, SKi TOBHHEH 3IHACHHTH Oprad BJIaJd IS BIIPOBAKEHHS L[HOTQ
PEryJIATOPHOIO aKTa:

MIPOBCCTH TIOTO/UKCHHS MPOEKTY akTa 3 MinicTepcTBoM (inancis Vkpainw,
MiHicTepcTBOM ekoHOMiKH Ykpainu, MinicTepcTBoM wHDPOBOI TpaHcdopmarii
Ykpainu, [lep>kaBHOIO PETYIATOPHOIO CiTy)6010 YKpainy, Y IOBHOBaKeHUM BepxoBHoi
Pann 3 npas monunm, [epxasHow ciyx6oro Vkpainu 3 JTIKapChbKUX 3aco0iB Ta
KOHTpOJIIO 32 HADKOTHKAMH, & TAKOXK HAIIPABUTH IPOEKT akTa 10 MiHicTepcTBa FOCTHL]
YXpaidu 11 MpOBECHHS [PAaBOBOI EKCIIEPTU3H;

3a0e3MeYNTH IPOBEICHHS My OII9HUX KOHCYIbTALIi ILUIIXOM PO3MIILCHHS IPOEKTY
aKTa Ha o(iniiinomy BebcaiiTi MiHicTepcTBa OXOpOHH 310pOB’s Vkpainu;

TI01aTH NMPOEKT aKTa Ha po3risn Kabinery Minictpis Vkpainm.

CyG’exktam rocmopmaproBaHHs y pa3i  Heo6XimHOCTI BIIPOBA/KEHHSI BHUMOT
JIEPAKABHOIO PEryIIOBaHHA HEOOX1AHO:

03HaHOMHTHCS 3 BUMOTaMH PETYJII0BAaHHSA (MOIIYK Ta ONPALFOBAHHS PETYJIATOPHOTO
aKTy B Mepexi [HTepHeT);

[IPOBECTH HABYaHHA INEPCOHANY WIOJAO0 HEIOIYLICHHS [OPYIUEHHS BHUMOT
3aKOHO/IaBCTBA.

VI. OniHka BMKOHAHHS BHMOI PEryJfTOPHOTO aKTA 3aJ€KHO Bil pecypcis,
SIKHMH PO3NOPS/KAIOTECH OPraHM BHUKOHABYOl BJIAaAM YM OPraHH MicCLeBOro
camMoBpsilyBaHHs, Qi3n4Hi Ta OpUANYHI 0co0H, AKI MOBHHHI BIIPOBA’KYBATH 200
BHKOHYBATH Ili BUMOI'H

PerymoBanHs He nependauae HEOOXiTHOCTI J0ATKOBHX BUTpPAT 3 OOKY OprasiB
BHUKOHABYOI BJIa/IH YH OPraHiB MIiCIIEBOrO CAMOBPSYBAHHS, TOMY PO3DAaXyHKH 3Ti/THO 3
nonaTkoM 3 10 MeTonuky npoBeneHHs AHAI3Y He IIPOBOIAIHCE.

Pospaxynku BuTpar CcyG’eKTiB rocmogapioBaHHS BENTHKOrO i CEpeIHbOro
MANPUEMHULTBA HABEIEHO B AOJATKY | /10 [BOTO Amnanisy.

BpaxoByroun, mo nutoma Bara cy6’eKTiB Maioro MIINPUEMHUNTBA (MaluMX Ta
MIKPOTIiIIIPUEMCTB Pa3oM) y 3araibHiil KUTbKOCTI Cy0’€KTIB rociofapiOBaHHs, Ha SIKHUX
[IOIIMPIOETBCA  PEryJIOBaHHsA, ckiagae 14,5% BigcoTkwy, pO3paxyHOK BHUTpaT Ha
3allpOBA/UKCHHS NCPIKABHOIO PETyNIIOBaHHA Ul Cy0’€KTiB Manoro MiANpHEMHHITBA
3riIH0 3 gojatkoM 4 1o  Metoauku npoBeneHHss Amnanizy (Tect Manoro
IMANPUEMHHLTBA) HE 3/11HCHIOBABCH.
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Koperyroui (mom'sikmysansni) 3axomm s MIKPO-, MaJioro, CepeJHhOTO0 Ta
BE/IMKOTO TMiANPHEMHHUITBA IIOO 3alPOTNIOHOBAHOTO PEryIIOBAHHS He po3pobsHcs,
TaK 5K 3alpOBA/DKEHHS 3a3HAYCHHX 3aXO/iB Oyje CHPUATH MOCHIEHHIO KOHTPOJIO 33
AKICTIO JIKaPCHKUX 3aC001B, CTBOPEHHIO YMOB, 110 FaPaHTYIOTh HAIXOKEHHS Ha PHHOK
YKpaiHu AKiCHHX, e€(eKTUBHHX Ta Oe3NeYHMX IiKapchKHX 3aco0iB, IO BMPOGJIEH|
BIZMOBIAHO 10 BUMOT CTAaHAPTIB, 110 € 3al0PYKOIO 3aXHCTY 3JJ0POB'S 1 )KUTTS TPOMAISH
Ta Oe3neKH AEep)KaBU B LIJIOMY.

OuiHKa BMKOHAHHS BHUMOI DETY/IIOBAHHS, @ Came, BHIOJ i BUTpAT CyO0’eKTiB
TOCIIOAApIOBaHHA Ta J€pxkaBH 3lificHena B paMkax Posgimy Il mporo AHamizy
(BusHaueHHs Ta OLIHKA aJIbTEPHATUBHUX CIIOCO6IB HOCATHEHHS L1JIEH).

VIIL. O6rpyHTyBaHHS 3alPONIOHOBAHOTO CTPOKY Aii PeryJiiTOpHoOro axkra

IIporoHyeThess BCTaHOBHTH HeoOMeXeHHH CTPOK i PEryJIATOPHOIO aKTa,
OCKUTBKH BiH PETYIIIOE BIJHOCHHH, SIKi MAIOTh IIPOJIOHTOBAHMIA XapakTep.

Tepmin HaOpaHHS YWHHOCTI PEryNATOPHHM aKTOM — 3 [HS onmyOiKyBaHHS
TIPOEKTY aKTa, & TEPMiH BBEACHHS B IO - OJJHOYACHO 3 BBEAEHHSIM B IO 3aKoHy, KU
BBOJUTBCA B Air0 vepe3 30 MiCALIB micis 3aBepIIEHHS BOEHHOTO CTaHy, BBEJEHOIO
Ykazom Ilpesunenta Vkpainu «IIpo BBeIEHHS BOEHHOTO CTaHy B YKpaiHi» BiJ
24 motoro 2022 poky Ne 64/2022, 3aTBEpIKEHOTO 3aKOHOM Ykpaiau «IIpo
3aTBep/ukeHHs Yka3y Ilpesunenta Yipainu «IIpo BBeIEHHS BOCHHOTO CTaHy B YKpaiHi»
1] 24 motoro 2022 poky Ne 2102-IX.

3MiHa CTPOKy Aii NMPOEKTY akTa MOKIMBA B pa3i 3MiHHU MIDKHapOIHO-NIPAaBOBHX
aKTIB, pEeKOMEeH Ak BIAMOBIIHUX MIKHapOIHUX oprasizamin qH
HOPMATHBHO-IIPABOBUX aKTIB YKpaiHH BHIIOI IOPHAMYHOI CHIM, Ha BHKOHAHHS SKHX
PO3pO0JICHHH LieH MPOEKT aKTa.

VIII. Bu3naveHHsl NOKa3HUKIB pe3yIbTATHBHOCTI i peryJisiTOpHOro aKkTa

IIporHO3HMMY 3HAYEHHSIMH IOKA3HUKIB PE3yIIbTATHBHOCTI PEryJsATOPHOIO aKTa €:

KUIBKICTB CY6’€KTIB TOCIIOJapIOBAHHS, HA SKUX NOMIMPIOBATUMETHCS Mist IIPOEKTY
akra: 589;

CyMapHi BHTDAaTH Cy0’€KTiB TOCHOZAPIOBAHHS BENMKOTO Ta CEPEAHBOTO
MINPUEMHUNTBA CKIagaroTh 23 280 rpH;

CyMapHi BHTPaTH CY0’€KTiB TrOCHOJAPIOBAHHA MAJOro 1 ATIPUEMHHUIITBA
CKIIanaroTh 4 992 rpy;

KOIUTH Ta 49ac, W0 BHUTPAYaTUMYThCs Cy0O’€KTaMH TOCIOJapiOBaHHA Ta/abo
bi3uunuME 0cobaMH, OB’ A3aHi 3 03HAHOMIIEHHSAM 3 BUMOTAMU [IPOEKTY aKTa:

1 ronuna* 48 rpH./mens * 1 npauiBHUK.

PiBenb noiHpOpMOBAHOCTI i3 OCHOBHHMH MOJIOKEHHIMH IIPOEKTY PETYIATOPHOTO
aKTa — BMCOKHH, OCKUIBKM TNpPOEKT aKTa pO3MILIEHO Ha odiliitHoMy BeGcaifTi
MiHiCTepCTBa OXOPOHH 340POB’st VKpaiHH 718 rPOMaICEKOTO 0OrOBOpPEHHS.

PesynbraTuBHiCTB NpoekTy akta Gyze BinCTiIKOBYBATHCE LLISXOM aHaIi3y TaKux
KLUIBKICHUX TIOKA3HHUKIB:

KIBKICTh CKapr/3BEPHEHE BiJ Cy0 €KTIiB rOCIOAAPIOBAHHS, OB S3aHHX i3 Ti€K0
PETyJIATOPHOIO aKTa,;

KUIBKICTB 3aJly9eHHX Cy0 €KTIB TOCIIOIAPIOBAHH;
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KUIBKICTh BBE3CHHX Ta BUIYIIEHMX B 00Ir Ha TEPUTOpPIl YKpaiHU NiKapChKHUX
3aco0iB.

IX. Bu3nayenns 3axoxgiB, 3a /0MOMOrol SIKMX 3iCHIOBATHMETHCSH
BIACTeXXeHHH Pe3y/IbTATHBHOCTI /il pery/IsiTOpHOro aKTa

BincTexeHHs pe3yNbTATUBHOCTI NPOEKTY aKTA 3iHCHIOBATHMETHCS MLUITXOM
MpOBeleHHst 0a30BOro, NOBTOPHOrO Ta MEPIOJMYHOTO BIiACTEXEHb CTATHCTUYHHX
TIOKa3HUKIB PE3yIbTATHBHOCT] aKTa, BASHAYEHHX IiJ] 4aC POBE/ICHHS AHanizy.

basoBe BifcTeXeHHA pe3y/IbTATHBHOCTI PEryIATOPHOrO aKTa Gyme 3iHCHEHO
MiCJ1s. HaOpaHHs YMHHOCTI NIPOEKTOM aKTa, aje He Ii3HiIIe JIHA, 3 SKOT'O ITOYHUHAETHCH
IPOBE/ICHHS TIOBTOPHOTO BiICTEXKEHHS PE3yIbTATHBHOCTI POEKTY aKTA LILTAXOM aHAITI3Y
CTATUCTUYHHUX JAHHUX.

IloBTOpHE BifcTeXeHHS Oyne NPOBOAMTHCH Yepe3 ik 3 Hs HaOpaHHs YUHHOCTI
Ta BBEJICHHS B [II0 NPOEKTY aKTa IIUIIXOM aHAJI3y CTATHCTHYHUX JaHUX MIOPIBHSHO 3
0a30BHM BIACTEKEHHSIM.

Ilepioquune BiACTEKEHHA pE3yIBTATHBHOCTI pEryJasTopHOro akra Oyje
3AIACHIOBATHCh Pa3 Ha KOXKHI TPM POKH, MOYMHAIOYM 3 JHA 3aKiHYCHHS 3aX0JIB 3
TIOBTOPHOTO BIACTEXEHHS PE3y/IbTATUBHOCTI MPOEKTY aKTa.

MeTon npoBe/IeHHs BiACTE)KEHHS PE3yIbTATHBHOCT] — CTATUCTHYHHMIA,

llineoBi rpymu, ski OymyTe 3amydatucs 10 IIPOBEAECHHSA JOCTIIKEHHS!
MinicTepcTBO 0XOpOHH 310pOB’s Ykpainu, HepxaBna cnyx6a Vkpainu 3 mikapchKux
3aC00IB Ta KOHTPOTIO 332 HAPKOTHKAMH.

MiHicTp oxoponu 370poB’s Ykpainn BixTop JIAIIIKO

2024 p.




JlomaTok 1
110 AHaJli3y peryasiTOPHOrO BIUIUBY

BUTPATH

Ha 0/IHOro0 Cy0’€KTa rocnoiapOBaHHs BEJIHKOIO i CEpeIHbLOro
NiANPHEMHHUITBA, AKi BAHUKAIOTH BHACIIIOK /il pery/IiTOpHOro aKkTa

IlopsiakoBuii
HOMep

Butpatu 3a 3a m’aTh

nepumMi | pokis
piK

Butpaty Ha npuaOaHHS OCHOBHHMX (OHIIB, - -
00J1a1HaHHA Ta NPWIAJiB, CEPBICHE
00CIIyroBYBaHHS, HaBYaHHS/ 11 IBUIIICHHSI
KBaJTi(iKallii NepcoHaTy TOLIO, TPHBEHb

[Tonatky Ta 360pu (3MiHa po3mipy - -
[10/]aTK1B/300piB, BAHUKHEHHS HEOOXiIHOCTI
y CILIATi OJATKiB/300piB), IPUBEHb

Butpaty, noB’s3aHi i3 BeieHHAM 00Ky, - -
MITOTOBKOIO Ta IOJAHHAM 3BITHOCTI
J€p)KaBHUM OpraHaM, TPUBEHb

BuTpaty, noB’s3aHi 3 aAMiHICTPyBaHHAM - -
3aXOJIB [€PKABHOTO HAIIISIAY (KOHTPOIIIO)
(mepeBipok, ITpadhHUX CAHKILIH, BAKOHAHHS
pilleHb/ IPUIUCIB TOLIO), TPHBEHb

IPUBEHb

Butpaty Ha OTpUMAaHHS aMiHICTPATHBHAX - -
oCIIyr (J03BOJIIB, JIILICH31H, cepTH(IKATIB,
ATeCTaTIB, IOrOKCHb, BUCHOBKIB,
IIPOBEACHHS HE3aJIC)KHUX/000B I3KOBUX
eKxcrepTus, cepTudikailii, atecramii Tomo) Ta
IHIIMX MOCITYT (IIPOBE/IeHHs HAYKOBHX,
IHILUX €KCIIEPTU3, CTPAXyBaHHs TOIIO),

Butparu Ha 060poTHI akTHBM (MaTepiaiy, - -
KaHIE/ISIPChKI TOBApH TOLIO), PUBEHD

[IEPCOHAITY, TPUBEHD

Butpaty, 1oB’s3aHi i3 HaliMOM J101aTKOBOTO - -

[HIIE (YTOYHUTH), TPUBEHB:
OMpUMAHHs  nepeunHol  ingpopmayii  npold8 rpu. (48 rpH.
BUMO2U peynioeanHs ™

+ 7 + 8), rpuBeHb

PA3OM (cyma psmki: 1 +2+3+4+5+6 [48rpn. |48 IPH.




2 IlpogoB:xenns goaarka |

10 KiIBKICTB Cy0’€KTIB TOCIIOAapOBaHHS 485 485
BEJIMKOI'O Ta CEPEIHBOIO MIANPUEMHHUIITBA,
Ha AKX Oy/ie MOIIMPEHO PeryIoBaHHS,
OJUHUIIb

11 CymapHi BUTpaTH cy0 €KTIB 23 280 23 280
roCIoaplOBaHHs BETMKOTO Ta CEPEIHBOTO IPH. IDH.

NIANPUEMHHULTBA, HA BAKOHAHHS

€ryJIIOBaHHSA (BapTiCTh PETYJIFOBAHHS)
(psimok 9 x psimok 10), rpuBeHb

*ons o3navomaenns 3 akmom nompibno 1 200una. Qi 06paxyHKy 3a OCHOBY
bepembca MiHiManbHA 3apOGIiMHa niama, 6UHAYERA Y NO200UHHOMY PO3IMIDI, WO
610n08ioHo 0o 3axoHy Ypainu «Ilpo [epowcasnuii 6100xcem Yipainu na 2024 pixy
cmanosume 48 2pH/200.
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1 4 MOBIOOMNEHHA npo MPoELTY KafiHeTy ioTpie YikpaiHe «f1po aaTeepomeHHR
MNoprpky Ha TERHTOPD YrpaiHm i

NMOBIOOMITEHHSA npo onpuntogHeHHSA
NPOEKTY noctaHoBU KabiHeTy MiHicTpiB
VKpaiHu «lMpo 3aTBepo)XeHHS Mopanky
BBE3€HHS Ha TepuUTopiIto YKpaiHu
NiKapcbKux 3aco6iB»

MNposkT NocTaHoen KMY

NCACHIOBANBHA SANKMCKA
AHAINI3 PEMYNATOPHOMC BANKWBY
flopatok 1 [0 AHaniay perynATORHOMND BRNUBY

NCPAOOK

NoOBIOOMNEHHA
Npo oNpUTIORHEHHA MPOEKTY NOCcTaHOBKM KabiHeTy MiHicTRie YKpaiHn
«MNpo saTeepAxeHHA MOpAOKY BEE3EHHA HA TEPHUTORID

YKpaiHW NiKapCbkKUx 3acobiss

MiHiCTEpCTEOM OXOpPOHW 3OCPOER YKpaiHW Ha rpomafchke OSrOBOPEHHR MPONOHYETBCH MPOEKT
nocTaHoBW KaBiHeTy MIHICTpIB YkpaiHy «MNpo 3aTRepOMeHHA MOopAnKY BEEIEHHR Ha TepuTopin
YKpaiHW NiKapceKUX 3acobies (Oani - NPOEKT NOCTEHOBK).

H £ Nowyk



