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Bin Ne Ha Ne Big

Jep:xaBHa peryJsiTopHa ciayx0a YKkpaiHu

MiHICTEpCTBO  OXOpPOHH 370pOB’S  YKpaiHHM JIOJaTKOBO [0 JIHCTa
Bixm 22.10.2021 No 24-02/125/99-21 moBTOpHO HaJCHIA€ HA MOTOMKCHHS MPOEKT
3akony Ykpainu «lIpo Meauuni BUpoOW», pO3pOOJICHHI HA BUKOHAHHS YKazy
[Ipesunenta Ykpainu Ne 369/2021 «IIpo pimenns Panu HarioHasibHOI O€3MeKu 1
o0oponn Ykpainu Bif 30 munHs 2021 poky «IIpo cTraH HallOHaNBbHOI CUCTEMHU
OXOPOHHU 3]I0POB’S Ta HEBIJIKJIA/IHI 3aX0AH II0A0 3a0€3NeUeHHs TPOMasiH Y KpaiHu
MEJUYHOIO IOIIOMOTOKOY.

JlomaTok:
MakeT JOKyMEHTIB Ha 26 apkK.,
MOBIJIOMJICHHS PO ONPWIIOAHEHHS Ha 1 apk.
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MIHICTEPCTBO OXOPOHHU 3/I0POB'SI YKPAIHU

HAKAS3

Bifl 7 sy 2047 p. Kuis Ne o s

IIpo Bimpsmxenns Jlsmxka B.K.

3 METOI0 IPOBEACHHS aHali3y MOTOYHOrO PiBHS TOTOBHOCTI 3aKNaiB OXOPOHU
300pOB’sT M. 3amopiokd A0 3ano0iraHHs IOMIUPEHHIO TOCTPOI pecIipaTopHOT
xBopobu COVID-19, cipuunnenoi kopornaBipycom SARS-CoV-2

1. BIABYBAIO pno ™. 3amopixoks 3amopi3pkoi 00JacTi CTPOKOM Ha
2 xanengapHi Ja1 3 18.10.2021 no 19.10.2021.

2. Ha mepion ¢axtuunoro nepebyBanna y BiapsamkenHi 3 20:00 18.10.2021 no
19.10.2021 BukoHaHHsA CBOIX OOOB’A3KIB TOKJIaZal0 Ha TMEPIIOro 3acTyIHHUKA
Minictpa Komapimy O.0.

3. VopasminaHio Oyxraarepcskoro o6miky ta 3BiTHOCTI (I. PeByH) BimmkoayBaTu
BUTPATH Ha BIIPSHKEHHA Y MEXaX KOIITOPHUCHUX IIPU3HAYEHb ITOTOYHOIO POKY.

MiHnicTp M/\/ BixTop JIAHIKO

CCET Epitiplo i P /ZA’ s ade o e
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IMPOECKT
BHocutbcs
KabinetoM MiHicTpiB Ykpainu

H.A. IIMUT AJIb
« » 2021p.

34KOH YKPAIHH

ITpo MeauuHi BUpoOH

Lle# 3aKkoH perymoe NpaBOBiAHOCHHY, TI0B’S3aHi 3 OCOGIMBOCTAMYU BBEICHHS
B 0OOir, HalaHHA Ha PUHKY a0 BBEJECHHA B EKCIUTYaTALi0 MeIUYHHX BUPOOIB,
MEIMYHUX BUPOOIB NI MiarHOCTUKM in Vitro, akKTMBHUX MEIWYHUX BHUPOOIB, ski
IMIUTaHTYIOTh, JOTIOMI>KHUX 3aCO0IB 10 HUX.

Po3nin I
3ATAJIBHI ITOJIOKEHHSA

CrarTa 1. 3aK0HOaBCTBO PO MeAMYHI BUPOOH

3aKOHOJABCTBO PO MEIWYHI BHPOOHM CKIANA€ThCS 3 IBOTO 3aKOHY |
HOPMaTHBHO-NIPABOBUX aKTIB, IO NOWMKPIOIOTECS Ha MIPABOBITHOCHHH Y cdepi obiry
MEAUYHUX BUPOOIB.

Crarrs 2. BusHaueHHs TepMiniB

1. Y usomy 3akoHi TepMiHH BXKHBAIOTECS B TAKOMY 3HAYEHHI:

aKTHBHMH MeIWYHUH BHPI6 — Oynb-skui MexuuHuit BHpi6, po6oTa sKoro
3aIOXKUTh BiJl HAasABHOCTI JUKEpela eNeKTPHYHOI eHeprii a6o OyIb-sSKOro iHLIOro
Jokepena eHeprii, kpiM 6Ge3nocepelHbO TeHEpOBAHOI JIIOACLKUM OPraHi3MOM aGo
CHJIOIO TSDKIHHA (TpaBiTallii);

aKTUBHWH MEJMYHUH BUpIO, AKUH IMIUIAaHTYIOTh — aKTHBHUI MeIU4YHHN BHPIO,
MPU3HAYEHMH 17151 IOBHOTO ab0 4aCTKOBOTO BBE/ICHHS B TIJIO MAlli€HTa XipyprivHUM
YM IHIIUM MEIWYHHUM MIISXOM a00 4Yepe3 NpPUPOTHMI OTBip, MO MOBHHEH
3IHIIATUCS B TiJl Mics 3aKiHYEHHS NPOLEAYPH BBEIEHHS;

BUPiO, MpHU3HAYEHWH IS OLIHKH XapaKTEPUCTHK — BHpiO, NpH3HAYCHUH
BUPOOHMKOM [UI1 TIPOBEAEHHS Hal HUM OJHOTO abo Oinblie JOCITiKEHD
XapaKTePUCTUK BUPOOy B saboparopisx, M0 MPOBOAATE MEAMYHI aHami3u, abo B
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IHIIMX HATEXHNAX YMOBAX 3@ MEXaMH HOTO BIACHUX NPUMIIIIeHb,

AUCTaHUIMHKUIA ayIUT — IPOBEAEHHS OMIHKK BiMOBIIHOCTI MEIMYHHIX BHpPOOIB,
U0 3IHCHIOETBCS OpPraHOM 3 OLIHKM  BIANOBIAHOCTI 3 BUKOPHUCTaHHAM
iHQOPMAIIHHNX Ta KOMYHIKAWIHHIX TEXHOJIOTII;

JOTIOMDKHHMH 3aci6 — BHPI6, 10 He € MEAUYHUM BHPOGOM, alie IpU3HAYECHU I
BUPOOHHKOM CHEMIATbHO 7S 3aCTOCYBAHHS Pa3oM 3 MeIWYHHM BUpOOOM is
HaJIEXXHOTO0 BUKOPHUCTAHHSA TaKOr0 BUPOOY 3a MPU3HAYEHHSM;

IHCTPYKIIisA i3 3aCTOCYBaHHA — iHPOPMALlisi, KA HAJAEThCH BUPOOHUKOM JIjIst
iHpOpMyBaHHA KOpHCTyBaya BUPoOy MpO HOTrO MpaBHIIbHE BHKOPHMCTaHHS Ta IO
Oyab-sKi 3am06iXHI 3aX0aH, AKi CITiA BXKHUTH;

KIHIYHI  1OCHiMKeHHS — Oymb-fKe CHCTEMaTHYHe NOCITIIKEHHS, IO
3MIHCHIOETBCS Tl YaC BUKOPHCTAHHS MEIMYHOTO BUPOGY 33 HPHU3HAYEHHSIM OIHIM
abo KiIbKOMA CIOXXHBAaYaMH, METOO SKOTO € OLiHKa 6e3neKH a6o eKCILTyaTaliiHuX
XapakTEepUCTUK BHPOOY;

KOMOiHOBaHMH BHpPIO — BHpI6, TepameBTHYHA Mist SKOTO AOCATAETHCS 32
PaxyHOK MO€IHAHHI MEOUYHOTO BUPOOY Ta JIiIKapChKOTro 3acoby;

MEIMYHHK BUPI6 — y 3aranbHOMY 3HAYeHHi OyIb-fKWil iHCTpYMEHT, amapar,
Npuiaj, MNPUCTpii, nporpamHe 3abesnmedyeHHs, Marepian a6o iHmmi BHpi6, WO
3aCTOCOBYIOTBCA AK OKPEMO, TaK i B MOEAHAHHI Mixk c060I0 (BKIIOYAIOUH NPOrpaMHe
3abe3rieucHHs, mnepenbadeHe BHPOGHMKOM IS 3aCTOCYBAHHS CIEIHANbHO JUIS
MIaTHOCTMYHUX Ta/ab0 TepameBTUYHMX IiNell Ta HeOOXigHe I HAJEKHOTO
YHKIiOHYBaHHS MeAMYHOTO BUPOGY), NpH3HAYeHi BUPOGHUKOM JUIs 3aCTOCYBaHHSA 3
METOK0 3a0e3MeYeHHs NiarHOCTHKH, TPo(dilaKTUKH, MOHITOPHHTY, IiKYBaHHS a6o
TMONIETIIEHHS nepebiry XBopoOM MalieHTa B pasi 3aXBOPIOBAHHA, MiarHOCTHKH,
MOHITOPHHTY, IiKYBaHHS, TMONErUICHHs CTaHy TMalieHTa B pasi TpaBMH um
iHBamigHOCTi a60 iX KOMIEHcalii, TOCIiIKEHHS, 3aMiHHM, BHIO3MIHIOBaHHS abo
MATPUMYBaHHA aHatoMii 4n  disionoriunoro mpormecy, KOHTPOJIIO  TIpoliecy
3aTUIHEHHS Ta OCHOBHA IlepeabadyyBaHa Mis AKMX B opraHismi aGo Ha OpraHizm
JIOMMHHU HC JOCATAETBCA 32 INOMOMOroK (PapMakoJIOTiYHHUX, IMYHOJIONIYHHX abo
MeTaboiYHNX 3ac006iB, ae QYHKUIOHYBaHHIO SKUX TaKi 3aCOOH MOXYTb CIIPHSTH;

MEAWYHWI BUPIO Ui MIarHOCTWKHM in Vitro — MeOuMuYHWii BUpi6, 30KpeMa
peareHT, Kamibparop, KOHTPONBHMH Marepian, Habip, IHCTPYMEHT, amapaTypa,
obnanHaHHa abo cHCTeMa, IO 3aCTOCOBYIOTHCA K OKPEMO, TAaK i B MOECHHAHHI Mix
co0010 1 10 MpU3HAYeHi BUPOGHMKOM JUISl 3aCTOCYBAHHS in Vitro i HOCTiKEHHS
3pasKiB, 30KpeMa 3paskiB KpOBi | TKAHWH, OTPUMAHMX 3 OpTAHI3MY JIOAMHH
BUKITIOYHO (200 3 OCHOBHOO METOI0) JUISl OepXKaHHs iHpopMalii:

CTOCOBHO (i3i010riYHOr0 a60 MaTOJOTiYHOTO CTaHy;

CTOCOBHO BPOAXEHOI aHOMaJIii;

AJIst BA3HAYEHHA O€3MEKH 1 CyMICHOCTI 3 TOTEHIIiaIbHAUMHU PELUTTIEHTAMUY;

JUIsl MOHITOPHHTY TEpANeBTHYHHX 3aXOMiB;

MEINYHHI BUPIO U CAMOKOHTPOITIO — BUPIO, MPHU3HAYEHHI BUPOOHUKOM IS
CaMOCTIHHOTO BUKOPHCTaHHS B TOMAMIHIX YMOBAX;

MEIUYHUHA BUPIO, TIPU3HAYEHUH [T KIHIYHHX JOCITIIKEHb — MEIUIHU BUPI6
(kpiM MeOMYHMX BHUPOOIB MM HIaTHOCTMKM in  Vitro), mNpH3Ha4YeHWd s
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BUKOPUCTAHHS MEIWYHMM IPAUIBHHUKOM, KM Ma€ BiANOBIAHY KBamidikamiroo, mif
Yac MPOBEIEHHS KIIHIYHUX JOCIIKEHbD,

HenpodeciiiHuil kopucTyBad — ocoba, sika He Mae o¢iliiiHOi MiAroTOBKU B
TIEBHIH ranysi 9u 3 MeBHOI QUCLMILIIHY;

OIHKA  XapaKTEepUCTHK —  Oyab-sKe  CUCTEMATHYHE  JOCHIJKEHHS
XapaKTEPUCTHK B J1a00OpaTopisxX, IO MPOBOISATH MEOWYHI aHaNi3W, abo B IHIINX
HAJIC)KHUX YMOBax 3a MeEXXaMu BIIACHUX MPUMILIEHh BUPOOHHKA METOIO SKOTO €
ouinka Oe3meku abo eKCIUTyaTauiHHUX XapakTEpPUCTHK MEOWYHOTO BUpOOy s
JUArHOCTHKH In Vitro;

npodeciiHe BUKOPUCTAHHS — BUKOPHCTAHHS MEAWYHUM IEPCOHAJIOM 3aKiIary
OXOpOHM 3IO0pOB’S, KUl Mae€ cIelialbHy OCBITY Ta IPOWIIOB MHiATOTOBKY IIOMIO
NPOLEAYD 13 BUKOPUCTaHHIM MEAWYHUX BUPOOIB Ta IHCTPYMEHTAPIIO 10 HUX;

cy0’ektn Qanbcudikauii — ropumuyHi abo GizuuHi 0cobM, mpUYETHI A0
BUTOTOBJICHHS, NIPUAOAaHHs, TIEpEBE3CHHS, TIEpecHIanHs, 30epiraHHs 3 METOI0 30yTy
a0o 36yT dpasnbcrikoBaHOTO MEIUYHOTO BUPOOY;

danbcudikoBaHuit MenuuHUH BHpPI6 — yYMHCHO MiApo6ieHuit Ta/a6o
IIPOMAapKOBaHUM, BHACIIZOK 4YOTO CTBOPIOETBCS XWUOHE VSBJIEGHHS Tpo: HOro
IIEHTHYHICTh, IIaKyBaHHS, MapKyBaHHf, Ha3BYy, KOMIUIEKTHICTb, JIKEpEIo
MIOXOJKEHHS, Y TOMY YHCHI JaHi [Ipo BUpPOOHMKA, AepKaBy BUPOOHHIITBA, ACPKABY
NOXOJKEHHsT abo ICTOPit0 CTBOPEHHH, Y TOMY YHCII JaHI Ta JOKYMEHTH TIpO
BUKOPHUCTAaHI IIJISIXH MIOCTABOK.

TepMiH «iIikapceKHil 3aci0» BXWUBA€ThCS Y 3HAYCHHI, HaBEJAECHOMY Yy 3aKoHi
Ykpainn «IIpo mikapceki 3acobu», TepMIH «OloIMIUIaHTaTH» — Yy 3Ha4YeHHI,
HaBeleHOMY y 3akoH1 Ykpainu «IIpo 3acTocyBaHHS TpaHCIUTaHTAllii aHATOMIYHWX
MaTepialliB JIOOMHI», TEPMIHH «IOTOBIp», «IOTOBip, YKIAACHWM Ha BimcTaHi»,
«IOTOBIp, YKIaACHUH TMO03a TOProBEILHUMH ab0 OQICHUMH MPUMIIICHHIMNY,
«32c00M IMCTAHLIHOTO 3B’ A3KY», «CIIOXKHBAW» — Y 3HAUCHHSX, HABEJICHUX Y 3aKOHi
Ykpainun «lIpo 3axuct mpaB CHOXHUBadiB», TEPMIHU «KOPUCTYBau», «HeOe3neyHa
Hexap4oBa NPOAYKLIs» — Y 3HAUEHHAX, HaBeleHUX y 3akoHi Ykpainu «lIpo 3aranbHy
0e3NeyHICTh HeXapuoBOi MPOAYKUID», TEPMIHM «BHUPOOHHK», «BBEIEHHS B 00ITY,
«BBEJICHHS B €KCIUTyaTalllo», «HaJaHHs Ha PUHKY», «OLlIHKa BiAMOBIAHOCTI», «OpraH
3 OLIHKH BIATMOBITHOCTI», «OpTaH, 10 IPU3HAYAEY, «POIMOBCIOKYBAY», «TEXHIUHUN
perinamMeHT», «yIroBHOBaXXCHUM MPEACTABHUK» — Y 3HAYCHHSX, HABEAEHUX Yy 3aKOHI
VYkpainn «IIpo TexHiYHI peraraMeHTH Ta OWIHKY BIAMOBIZHOCTI», TEPMIHH
«JIep>)KaBHUH KOHTPOJIb MPOAYKLI», «AepKaBHUH PUHKOBHI HAINsIa» — y 3HaYEHHSIX,
HaBeleHNX Yy 3akoHl Ykpainu «IIpo pep»aBHHH PHHKOBHMH Harjisx 1 KOHTPOJb
HEXap4OBOi MPOAYKUID», TEPMIHM «3aKjal OXOpPOHH 3J0pOB’S», «MEINYHA
JOTIOMOra» — y 3Ha4eHHSX, HaBelleHuX y 3akoHi YkpaiHu «OCHOBHM 3aKOHOIABCTBA
VYkpaiHi Ipo 0XOPOHY 3A0POB’ .

Crarrsa 3. Cdepa aii 3akony

1. Hdis 3akoHy MOUIMPIOETBCS HA MEAWYHI BHpOOM, MEAWYHI BuUpoOU Hns
JIarHOCTHKM in Vitro, akTHBHI MeOWYHI BUPOOH, SKi IMIUIAHTYIOThH, IJONOMIXKHI
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3aco0H, BHUpPOOM, TNpU3HA4YeHI Ui OWIHKM XAapaKTEPUCTHK, MeIHdHi BHpOOH,
NpU3HAYeHI U KIiHIYHHX JOCTiJKeHb, KPiM BHUIIB HPOAYKLIl, BH3HAYEHHX y
YaCTUHI OpYTiH wi€i cTaTTi.

Hns wine#d mporo 3akoHy TOMOMIXHI 3aCO6M pO3MIIANAOTHCS SK MEIUYHI
BHpOOH.

2. Jlis 3akoHy He MOMHUPIOETHLCS HA:

1) mikapceki 3acobm, y ToMy umcrni Jlikapceki 3aco6u, BMpOOGIEHi 3 KpoBi
JIOJIMHU Ta TUIa3MHM KPOBI (TIpEnapaTiB KPOBi), Ha sKi IOUIHPIOETHCSA il 3aKOHY
Ykpainu «IIpo mikapceki 3acobu»;

2) KOCMETHYHY MIPOIYKIIiIO;

3) aHaTOMiYHi MaTepianu, Ha SKi IOWUIMPIOETBCS Misi 3akoHy VYKpaiHH
«IIpo 3acTocyBaHHs TpaHCIITaHTALll] aHATOMIYHUX MaTepiasiB JIFOINHI»;

4) xap4oBi POAYKTH y TOMY YHCIi Ai€THYHI 10GABKH, Ha SKi MOIIMPIOETHCS
xist 3akoHy Ykpainu «IIpo OCHOBHI MPUHIMIM Ta BUMOTH 10 6E3MEYHOCTI Ta SKOCTI
Xap4yoBUX MPOJYKTIBY;

5) BUpOOM 3aranbHONA0OPaTOPHOTO TNpPH3HAYEHHS, AKIIO Taki BHPOOH 3a
CBOIMH  XapaKTEPUCTHKaMH He TMpU3HA4YeHI BUPOOHHMKOM  CHELialbHO  JUIs
BHKOPHCTaHHS MiJ 9ac AiarHOCTHYHOTO JOCIIIKEHHS in Vitro;

6) BUpOOM, NpHU3HAYEHi JIHIIE [UIS HAYKOBO-IOCHIAHMX pobiT Ta MaroTh
BIAITIOBITHE MapKyBaHHS,

Crarra 4. Knacudikauis Mexnunux Bupoois

1. Knacupikauis MeauyHuX BHpPOGIB 3MIHCHIOETHCA BHUPOOHMKOM i3
3aCTOCYBAHHSIM KpPUTEDIiB Ta TMpPaBWI, sKi BCTAHOBIIOIOTHCA Yy TEXHIYHHX
pernameHTax.

MeauuHi BUpOOW, 3a BHKIIOYEHHSIM AaKTHBHHUX MEIHYHHUX BHpOOIB, sKi
IMIIAHTYIOTh, MEAUYHHUX BUPOOIB I NiarHOCTUKH in Vitro, MOXIISIOTECS Ha KIIACH
I, ITa, 116 i II1.

Y pasi BUHUKHEHHS HEY3roJUKCHOCTI IMONo kiacHdikauii MeauuHHX BHPOGiB
OCTaTOYHE pillICHHA NpHIMae LEeHTPATbHUI OpraH BUKOHABYOI BJaaH, 10 GOpMyeE Ta
peaiisye nepxaBHy NOJTITHKY Y cepi TEXHIYHOTO perysioBaHHsS MEIWIHHX BUPODIB.

2. Sxmo Bupi6 € KOMOIHOBaHMM Ta CKJIAZAETHCA 3 MENMYHOrO BHPOOy Ta
MICTHTh SK HEBiJl’€MHY YacTHHY PEYOBHHY, IO B pa3i OKPEMOr0 BMKOPHCTAHHS
MOXE pO3IJIANATHCA K JIKapChbKUM 3aci0d, y TOMy 4YMCHi JIIKapChKHX 3acobiB,
BUPOOJICHHX 3 KpOBI JIOAMHM Ta IUIa3MH KpOBi (mpemnapaTiB KpoBi), B 3HAYCHHI
3akony Yxpainn «[Ipo mikapceki 3aco6u», i His AKOro Ha OpraHisM IIOJUHHU €
JIOTIOMDKHOIO BiZIHOCHO Aii MexuyHoro BupoOy, TO TaKuil BUpI6 € MeAWYHUM
BUpOOOM y 3Ha4YEHHI I[LOTO 3aKOHY.

SIKmo nis Takoi pPEeYOBHHW € OCHOBHOIO, a HE JOMOMDKHOI BiTHOCHO mii
MEAWYHOTO BHPOOY, TO TakMi KOMOIHOBaHMH BHpPIO € IiKapChKUM 3aCO000M Y
3Ha4yeHHi 3akony Ykpainu «IIpo nikapceki 3aco6m», a Ha MeauvHuit BUpi6 y cknami
TaKOro BUPOOY MOIMIMPIOETHCS dist HBOTO 3aKOHY.



BkasaHe  MiATBEpIUKYETbCS  BUCHOBKOM  CIIE€Hiali30BaHOI  €KCIIEPTHOI
oprasizauii y cdepi qepkaBHOI peecTparlii TikapcbKux 3ac00iB 010 eEKTUBHOCTI,
O€3MEYHOCTI Ta SKOCTI JIKApChKOTO 3aco0y, Y TOMY YHCI JIKapchKOro 3aco0y,
BUPOOJIEHOT0 3 KPOBI JIIOJWHH Ta IJIa3MH KPOBI (NIpenapaTiB KPOBi), AKUI HAZAEThCs
OpraHy 3 OUIHKH BIAMOBIAHOCTI TiJ Yac 3IiHCHEHHS OL(HKM BiAIOBiAHOCTI
MEIMYHOr0 BUPOOYy B YaCTHHI NEPEBIPKH MPOCKTY.

CreniaiizoBaHa €KCrepTHa opraHizauwis y cdepi nepxaBHol peecTpauii
NIKapChKUX 3ac00iB MiJ Yac po3rIsAy KOMIUICKTY HOKYMEHTIB JUIS HaJaHHS TaKOTO
BHCHOBKY MOJXX€ BPaxOBYBAaTH B IIOBHIM Mipi ab0o 4acTKOBO cepTHdIKaT NepeBipKU
NpOEKTy abo pileHHs, sAKi HOMy nepeayBaiH, BUIaHI HOTH(IKOBAHHMH OpraHamu,
SK1 YIOBHOBaXX€Hi Ha 3MIHCHEHHS OLIHKH BiAMOBiAHOCTI BuMoraM JlupexkTusu Panu
€C Bin 14 ugepsus 1993 poky Ne 93/42/€EC abo Permamenty (€C) 2017/745
€sponeiicebkoro Ilapnmamenty Ta Pamm Bim 05 kBiTHS 2017 pOKy CTOCOBHO
KOMOIHOBaHOT'O BHPOOY.

CrartTg 5. Ouinka BixnosigHocTi

1. OmiHka BiZHOBIAHOCTI MEAWYHHX BHUPOOIB 3MIHCHIOETHCS BIAMOBIAHO 10
3akoHy VYkpainu «IIpo TexXHiI4YHI pEerIaMeHTH Ta OIIIHKY BiAMOBITHOCTI» 3a
BUKJIFOYEHHSAM  OlOIMILJIAHTATIB, OI[IHKA BIAMOBIAHOCTI SAKHX 3IIHCHIOETHCH
BIATIOBIZHO JO BUMOT TIOPSIKY BHUIOTOBJIEHHS, KOHTPOJK SKOCTI Ta 006iry
OloimMIulaHTaTiB, 3aTBepKeHOMY Kabinerom MiHicTpiB YkpaiHu.

2. Ilin yac TmIpoOBeJEHHS OIIIHKW BiJIMOBIAHOCTI MEIWYHUX BUPOOIB, 3a
BUKJIIOYEHHSAM MEOUYHUX BHUpPOOIB, HaBEACHUX Yy YaCTHHI TPETIH CTaTrTi 5 UBOTO
3aKkoHy, opraHaM 3 OL[IHKH BiJIMTOBITHOCTI JO3BOJIIETHCS 3aCTOCOBYBATH NUCTaHIIHHI
ayIuTH AJIsI BUPOOHHMKIB 3 KpaiH 31 CTPOTOI0 PETYJSITOPHOK MOJIITHKOIO, a CaMe:
nepxkaBu-wieHn  €sponeiicekoro  Coro3y, Cnonyueni Ilratu  Amepuky,
[IBeitnapcrka Kondenepauis, Anonis, Apctpaiis, Kanana.

BukopucrtaHHs opraHoM 3 OLIHKHM BIAMOBIAHOCTI AUCTAaHUIMHUX ayIWTIB
BUpPOOHMKIB MEIUYHUX BHUpPOOIB MOXeE 3iiicHIOBaTHCS Ha NOOpPOBUIBHIM OCHOBI 3a
B3a€EMHOIO 3T0JI0K0 MIXK OPTaHOM 3 OLIIHKH BIATIOBIAHOCTI T2 BUPOOHUKOM MEIMYHUX
BHpoOIB. [Ipu 1bOMYy piBE€Hb PU3UKY CTOCOBHO JOCTOBIPHOCTI OTPUMAaHUX NAaHUX Mg
4yac NPOBEIEHHS ayIuTy Mae OyTH npuitHatHuM ais OOB.

3. JlucraHLIAHI ayAuTH BUPOOHHKIB HE 3aCTOCOBYIOTHCS OpPraHaMH 3 OLIHKH
BIATOBiTHOCTI A0 MeauyHuX BUPoOiB III kiacy, akTHUBHUX MEOUYHHUX BHUpOOIB, SIKI
IMIUTAHTYIOTh, TAKMX MEIUYHUX BUPOOIB 71 A1arHOCTUKH 1n Vitro:

peareHTH Ta iX IMPOIYKTH, BKIIOYAIOUM BiJMOBi/IHI KalxiOpaTopy i KOHTPOJIbHI
Matepiay A1 BU3HaYeHHs IpyIH KpoBi 3a cucreMamu ABO, ¢pakropamu pesyc (C, c,
D, E, e) Ta antu-Kemn;

peareHTH Ta iX MpOAYKTH, BKIIOYAIOYH BIAMOBIAHI KamiOpaTopH i KOHTPOJBHI
MaTepiany s BUSABIICHHS, IMIATBEP/DKEHHS Ta KiIBKICHOTO BU3HAYEHHS Y 3pa3kax
nroannu Mapkepis BUI-indexuii (HIV 11 2), T-nimporponroro Bipycy moaunu I 1 11
ta renmatuTiB B, C 1 D;

TECTH JJIA CKPUHIHTY KPOBI, IIarHOCTUKHU Ta MiATBEPKEHHS BapiaHTa XBOpoOH



Kpentudensara-SAxoda (BXK).
Crarts 6. Oco0auBocTi Npoaaky MeIHYHUX BHPOOIB

Ha wmeguuni Bupobu, npuabaHi NOUIIXOM YKIaJaHHS JAOTOBOpPY I103a
TOProBENBHUMHU ab0 odiCHUMU mNpuUMiMIeHHsMH abo JOroBOpy Ha BiAcraHi 3a
JOTIOMOTOI0 3ac00iB IUCTaHILIRHOTO 3B’S3KYy, TOUIMPIOETRCS Iis 1{5OT0 3aKkoHy. Taxi
MeINYHI BUPOOH BBOJATHCS B 00ir Ta/abo eKcIuTyaTauito y pas3i JOTPUMaHHS BHMOT,
3aJlaHUX y TEXHIYHUX pPErIaMeHTax.

ITpaBa cnoxuBada, mo mnpuadaBae MEOUYHHMN BHPIO LUISIXOM YKIagaHHS
JIOTOBOpY T03a TOProBeIbHUMHU a00 0¢iCHUMH MPUMIMICHHIMH BU3HAYEHI Yy CTATTI
12 3akony Ykpainu «IIpo 3aXxucT npaB CrIOKUBAYiB».

ITpaBa cnoxuBaua, mo npuadaBac MEOUYHWI BHUPIO UUISXOM YKIIagaHHS
IOTOBOPY Ha BIACTaHI 3a JOMOMOTOI0 3ac00iB JUCTAHIIIHHOTO 3B’SI3KYy BU3HAUYECHI Y
crarTi 13 3akony Ykpainu «IIpo 3axucT nmpaB croXuBadiBy.

Crarra 7. KutiniuHi fociixeHHs Ta olliHKAa XapaKTepUCTHK

KimiHiuH1 gocnipkeHHs Ta/abo OlliHKa XapaKTEPUCTHK MPOBOJATHCS 3 METOIO
BCTAaHOBJICHHA a00 MIATBEP/IKEHHS Oe3leyHocTi Ta e(EeKTHUBHOCTI MEIUYHHX
BHUpPOOIB.

IToBOMKEHHA 3 MEIUYHUMHU BHpOOaMH, M0 3aCTOCOBYIOTHCS JUIs IIPOBENCHHS
KJIIHIYHUX BUNIPOOYBaHb JIKapChKUX 3ac00iB, peryimoeThess 3akoHoM Ykpainu «IIpo
= NiKapchKi 3acO0m».
o== [Topsgoxk  mpoBedeHHsS  KIIHIYHUX  JIOCHIKEHb  MEAWYHUX  BHUPOOIB
BU3HAYAETHCS LEHTPAIBHUM OPraHOM BHMKOHABYOI BNIadH, mI0 GopMmye Ta peaiisye
IEepKaBHy TMOINITHKY y cdepl TEXHIYHOTO pErylrOBaHHA MEOUYHUX BHUPOOIB 3
ypaxyBaHHSIM BUMOT, 33IaHUX Y TEXHIYHUX perJlaMeHTax.

[Topsimox TIpoBEACHHS OLIHKH XapaKTepPUCTUK MEOUYHHX BHUPOOIB 1yuIs
IIarHOCTHKHU in Vitro BU3HAYA€ThCS HEHTPaIbHUM OpPraHOM BHKOHABYOI BIAAM, IO
dopMye Ta peanizye OepKaBHY TMONTHKY y cdepi TEXHIYHOTO peryiOBaHHS
MEAWYHUX BUPOOIB 3 ypaXyBaHHAM BUMOT, 3aJJaHUX Y TEXHIYHUX perjaMeHTax.

Crarra 8. Meauuni BUPOOHM, CTOCOBHO SKHUX He BHKOHaHi BUMOIrHM
TeXHIYHHUX perjaMeHTiB

Hananns Ha puHKY Ta/ab0 BUKOPUCTAHHS 3a IPU3HAYECHHAM BBEIECHUX B 00IT y
NopsiAKy, 3arTBepikeHoMmy KabGinerom MiHicTpiB YipaiHH, MeAMYHHUX BHpOOIB,
CTOCOBHO SKMX HE BHKOHAHI BUMOTH TEXHIYHHX PETJAMEHTIB, aje BHKOPHUCTaHHS
IKUX HEOOXiJHe B iHTepecaX OXOpPOHH 370pOB’S, HO3BOJAETHCS O€3 MPOXOIKEHHS
NpOLEIypH OLIHKK BIANOBITHOCTI Ta MapKyBaHHS HallOHAJIBHUM 3HAKOM
BIAMOBIAHOCTI 10 3aKiHYEHHS CTPOKY 1X MPUAATHOCTI, BA3HAYEHOr0 BUPOOHHKOM.

Crarra 9. ®anncudikoBani Mmeaudni BUpoOH



1. 3a60poHsETHCA BBEACHHS B 00IT Ta/ab0 B €KCILTyaTallll0, pO3MOBCIOXKEHHS,
banbcudikoBaHUX MEAMYHUX BUPOOIB.

2. V pa3i BUHUKHEHHS y PO3MOBCIOKyBaya OOIPYHTOBAHUX IMiACTaB BBAXATH
MeanyHi BHpoOM (danbcudikoBaHMMU, TO Taki BHUPOOH pO3MIANAIOTECA K
NOTEHIIHHO HeOe3MmeyHa HeXapuoBa MPOIyKIis.

PosnoBcromkyBay 3000B’S3aHMI  JOTPUMYBATHCh HOPM, BCTAaHOBJICHHX Y
crartax 9 Ta 10 3akony VYkpaiau «IIpo 3aranbHy O€3ME4YHICTH HEXAp4YOBOI
MPOIYKLII».

3. Cy6’extu anscudikalii HecyTh UWBiLIBHY, aIMIHICTpaTMBHY abo
KPUMiHAJIbHY BiANOBINANBHICTE 3T1HO 3 YAHHUM 3aKOHOIABCTBOM.

4. Jlo dbanbcrdikoBaHUX Ta IHIIMX MEIUYHUX BHUPOOIB, AKI PO3MIANAIOTECS 5K
Hebe3rneyHa MPOayKIIis, 3aCTOCOBYIOTHCS HOpMU 3akoHy Ykpainu «IIpo Buny4yeHHs 3
00iry, nepepoOKy, yTHIi3alit0, 3HUIIECHHS a00 MoJalibllleé BUKOPUCTAHHS HESKICHOI
Ta HeOe3NeuHol MPOIYKLIi».

Crarta 10. Pexinama

Jl03BONIAETHCA pekiiaMa MeIuuHuX BHpoOiB | knacy, MeandHux BUpOOIB Ui
CaMOKOHTPOIIO. BUMOTH 710 pekiIaMH TaKMX MEAMYHHMX BHPOOIB BCTaHOBIHOHOTHCS
3akoHOM Ykpainu «[Ipo pexiramy» Ta iHIIMMH HOPMATUBHO-IIPABOBUMHM aKTaMHU.

Crarrs 11. lepkaBHuii pUHKOBHI HATJIAA | KOHTPOJIb

3MiiCHEHHs OEp’KaBHOTO PUHKOBOTO Harjigly Ta HEp>KaBHOIO KOHTPOJIIO 3a
MPOAYKIE€I0 3MIMCHIOETHCS BimoBimHO no 3akoHy VYkpainu «lIpo nepxaBHUHA
PHUHKOBHIM HArJIsi i KOHTPOJIb HEXapYOBOi MPOTYKIII».

Jlep>xaBHUI PUHKOBHI HArIA[ MIONO MEIUYHUX BHPOOIB, CTOCOBHO SKHX HE
BUKOHAHI BMMOTM TEXHIYHHMX pPErJIaMEHTIB, aje BUKOPHCTAHHS SKHUX HEOOXiJHE B
iHTepecaX OXOpPOHHW 3J0pOB’S, sSKi BBelEHI B OOIr y MOPSOKY, 3aTBEPIKCHOMY
KaGineroM MinicTpiB Vkpainu, 30iHCHIOETBCS LIEHTPAIILHUM OPraHOM BHKOHABYOI
BIIAIH, AKUI 3M1ACHIOE JepXaBHUIM PHHKOBUI Harian y chepl MEIUYHHX BHPOOIB Ta
JIOTIOMiXKHI 3acO0M [0 HHX, AKTUBHUX MEOUYHMX BHpOOIB, sKI IMIUIAHTYIOTh,
MEINYHUX BUPOOIB IS JIarHOCTHKH in Vitro Ta IX JOMOMIXKHHX 3ac00iB, BiIIIOBIIHO
110 3akony Ykpainu «I[Ipo 3aransHy 6e3neqHicTh HeXapuoBOi MPOMYKIIIi».

Bupo6GHULTBO (BUTOTOBJIEHHS), IMIIOPT, peaji3allis MEIMYHUX BHPOOiB
cy0’€KTaMH TOCIIOJApPIOBAHHS MOXYTh OyTH 3yIHMHEHi IOBHICTIO ab0 YacTKOBO
BHKIIOYHO 3a pIilIeHHSM Ccyay B Topsaaky, nepexbadenoMy Koxekcom
aJIMiHICTPAaTHBHOI'O CYyJIOYMHCTBA Y KpaiHHU.

CratTsa 12, IncTpyKuis i3 3acTocyBaHHHA

1. BuMmoru mopmo 3MicTy iHCTPYKii i3 3acTOCyBaHHS MEIWYHHX BHPOOiB
BCTAHOBIIIOIOTBCH Y TEXHIYHUX PEMIAMEHTAX.
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2. HagauHs iHCTpPYKIIii i3 3aCTOCYBaHHS MOXE BiJpi3HATHCH B 3aJIEXKHOCTI Bif
KIHIIEBOI'O KOPHCTYBaya:

1) Memwuni BupoOW, B TOMy uHMCI JUIL CaMOKOHTPONIO, MpH3HAYEHi
BUPOOHMKOM NJIi BHMKOPHCTaHHS HeNpo(deCiiHUM KOPHCTYBaueM B IOMAIIHIX
YMOBax;

2) w™enuuni BHpOOHM, TmpU3HAYeHi BUPOGHMKOM I npodeciiiHoro
BUKOPHUCTAHHS.

[HCTpYKUisA i3 3aCTOCYBaHHS MEIMYHOTO BHpPOOY Juldl HempodeciitHoro
KOpUCTyBa4a HaJa€TbCs y Maneposid ¢opmi, ans mpodeciiiHoro BUKOPHCTaHHA —
HaJa€ThCA y Maneposiil Ta/abo iHwid ¢popmi y Takuii criocio:

1) HananHs 6€3KOIITOBHOTO TeneOHHOrO HOMEpa, 3a SKUM MOXKHA
3B’s3aTUCA, OO OTPUMATH IHCTPYKUIIO i3 3aCTOCYBaHHsA (PaKcoM, IOWITOK abo
€JIEKTPOHHOIO MOLITOO;

2) wHamaWHa iHCTpyKUii uepe3s oQiuiliHMit caliT  BupoGHHKA  a6o
YITOBHOBAXEHOT'0 NPE/ICTaBHHKA;

3) Ha eJIEKTPOHHOMY Hocil iHpopMauii;

4) pO3MOBCIOKEHHS Yepe3 MICLIeBY opraHizauiro 36yTy.

[HCTpyKIis i3 3acTOCyBaHHS M MEIUYHHX BHMpPOGIB, SKi CIlEmialbHO
NPU3HAYCH] BUDOOHMKOM I BUKOPHUCTAHHS Y MICIi HaJaHHS MEINYHOI JOMOMOTH,
HaJal0ThCS 3 KOKHUM BUPOOOM y marnepogiit popmi.

3MicT IHCTPYKUIi i3 3aCTOCYBaHHS B IalepoBidl Ta BiAMIHHIN Bij mameporoi
GopMi € iIEHTMYHWM Ta BUKIANAETHCS i3 NOTpUMaHHAM 3akoHy Ykpaimm «IIpo
3a0e3neyeHHs QYHKIIOHYBAHHS YKPATHCHKOT MOBH SK JIEPKABHOI».

3. Jns iHCTpykuidl i3 3acTocyBaHHs y QopMi BiaMmiHHiN Bix mnanepooi
BUpOOHMK 3abe3neuye: :

1) nocrymmicts dopmary daiiny, HamexHWil au3aiH Ta (QYHKI[IOHYBaHHS
IHCTPYKILIH i3 3aCTOCYBaHHS JUIA BCIX HOCIiB Ta 3aco6iB HamaHHs, iX Baligamiro Ta
BEpHQIKalil0O B paMKaX CHCTEMH KOHTPOJIO SKOCTi, pO3MISA Ta YIPaBIiHHSA
pU3MKaMH, OB’ I3aHMMH 3 HaJlaHHAM IHCTPYKLUIiH i3 3acTocyBanus y ¢popmi BiaMiHHii
BIZL MMANepoBOi, IO TNEpeBIpsAETHCS OPraHOM 3 OUIHKM BiAMOBIZHOCTI B TIpoleci
NIPOBEJICHHS NIPOILIEypPH OLIHKH BiAMOBITHOCTI ¥ pa3i 3aIy4eHHs;

2) indgopMyBaHHs KOPUCTYBadiB 32 JOMIOMOTOIO KAaTalory Ta/abo MapKyBaHHS
BUpOOy Ta/abo Oynb-iKOrO IHIIOrO BiANIOBIAHOTO MOBIAOMIEHHS MpPO TE, IO
IHCTPYKIIA i3 3aCTOCYBaHHs OyJe HafaBaTHCA iHIIMMH crIoco6aMu, TPo 3MiHHU 10 Hei
Ta JKEpesa 11 OTpUMaHHS;

3) HagmaHHA mamnepoBoi Bepcii IHCTPYKINI 13 3acTOCyBaHHA Ha 3aIlldT
KOPHCTYyBaya Ha 06e30IIaTHIl OCHOBI;

4) 3aXHUCT TaHUX.

Crarrsa 13. IloBokeHHs 3 MeIHYHUMHU BUPOOaMu il 4ac 3MiHU cTaTycy
oprany 3 ouiHKHU BigmoBigHocTi

3a yMOBHM yKJIaJJaHHS JOTOBOPY 3 iHIIMM OPraHOM 3 OLIHKH BiINOBIZHOCTI Ta
NPOBEACHHSM BYACHUX HATJIAJOBUX ayIUTIB JO3BOJAETHCS HalaHHS HAa PHHKY Ta/abo
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BUKOPUCTAHHSA 33 NPHU3HAYEHHAM BBEJEHUX B O0Ir MEOUYHHX BHUPOOIB, IS OI[IHKU
BIAMOBIIHOCTI SAKMX 3aJy9aBCS OpraH 3 OUIHKH BiAMOBIAHOCTI, MPU3HAYEHHS SKOTO
OyJl0 HpPU3YNHMHEHO, aHyJIbOBAaHO, CKOPOUYEHO c(epy MPU3HAYEHHS OPraHoM, IO
npu3Havae, abo AKUN NPUIMHUB TOCIIONAPCHKY AiISUTBHICTE Y 3B’ A3KY i3 JIIKBigaLicro
IOPUIMYHOT 0cobM a00 3 IHIIUX MPUYHH.

Po3min 11
INEPEXIIHI ITOJOXEHHSI

1. Buectu 3Miny 0 ab3awy IIiCTHaAUATOrO YaCTHUHHU Iepwoi cratTi 1 3akony
Ykpainu «IIpo 3abesnedyeHHs CaHITapHOTO Ta EMIZEMIYHOTO GNArONONydYs
HACENICHH» TEPMIH «00’€KT Iep>aBHOI CaHITAPHO-EMiAEMiOJIOTIYHOT EKCIIEPTUIN»
(Bimomocti Bepxosnoi Pamn Vkpainu, 1994 p., Ne 27, cr. 218 i3 HacTynmHUMH
3MIHaMH1), BUKJIABIIH HOTO B TaKiil penakuii:

«00’cKT Hep>KaBHOI CaHITapHO-CMiAEMIONOriYHOI EeKCIepTU3n — OyIb-iKa
HIANBHICTB, TEXHOJOTiA, NPOAYKILIiS Ta CHPOBHHA, KpPIM MEIWYHHUX BHUPOGIB,
MEIUYHUX BUPOOIB JUIA NIarHOCTHKM in Vitro, aKTHBHMX MEIUYHHX BHPOOIB, sKi
IMIITAaHTYIOTh, pearnizamis (GpyHKUiOHYBaHHS, BUKOPUCTAHHS) SKHX MOXKE IIKiJTHBO
BIUIMHYTH Ha 3[10pOB’S JIIOJWHH, a TaKOX Jilodi 00’€KTH y BHUIAIKaxX, KOJHM iX
IIKIJUIMBUM BITMB BCTaHOBJIEHO B Ipoleci (GYHKINOHYBaHHSA (BUKOPUCTaHHs), a
TaKOX Yy pa3l 3aKiHYeHHS BCTAHOBICHOTO TEPMIHY il BUCHOBKY J€pXaBHOI
CaHITapHO-€IIiIEMIOJIOTIYHOT €KCIIEPTH3H;Y.

2. Ileit 3akoH Habupac YWHHOCTI 3 J[HS, HACTYITHOTO 3a JHEM HOro
OnmyOJIIKyBaHHs, Ta BBOOUTHCS B MIF0 4epe3 TPWU Micsi 3 OHA HabpaHHA HUM
YUHHOCTI.

3. Kabinetry MiHicTpiB Ykpainu:

1) mpoTATroM mIEeCTH MiCSUIB 3 JHS, HACTYITHOTO 3a AHEM OMyOJIiKyBaHHS I[LOTO
3JaKkoHy:

IIPUBECTH CBOI HOPMAaTUBHO-IIPAaBOB1 aKTH Y BIANOBIAHICTB 13 UM 3aKOHOM,;

3a0e3MeUnTH NEPETIsl Ta MPUBEHCHHS [EHTPAILHUMH OpraHaMH BHKOHABYOL
BJIaJ¥ iX HOPMaTUBHO-IIPaBOBUX aKTIiB Y BIATOBIHICTh i3 UM 3aKOHOM,;

2) 3a0e3neynTH BBEICHHS B 0 BIAMOBIAHUX HOPMAaTHBHO-MIPABOBHUX aKTIB 3
JHs1, HACTYITHOT'O 32 JHEM HaOpaHHS YHHHOCTI IBOTO 3aKOHY.

I'osioBa
BepxoBHoi Pagu Ykpainu

[l €7 dqes T Jdeco et

ré . N
Cpe R
LA




IOSICHIOBAJIBHA 3AIIMCKA
Ao npoexTy 3akony Ykpaiuu «IIpo meanuni BupoGu»

1. MeTa

Meroto mpuiinstrs 3akony Ykpaiu «IIpo Meanusi BUpo6u» (mami — mpoexT
3aKOHY) € YCYHEHHs acnekTiB o6iry MeandHuX BHpOGiB, IO He BperymhoBaHi y,
YMHHOMY 3aKOHOJABCTBi Y KpaiHH.

2. O6rpynTyBaHHS HeOOXiAHOCTI MPHITHATTA aKTa

Ilpoext 3akoHy Vkpainm «IIpo MenuuHi BHpOGH» pO3POGIEHO 3 METOM
HaJIeXHOro BUKOHaHHs Yka3sy Ilpesunenta Ykpainu Ne 369/2021 «IIpo pimenns Pagu
HallioHabHOT Ge3neku i oGoponu Ypainu Big 30 nunus 2021 poky «IIpo cran
HAIlIOHAJILHOT CUCTEMH OXOPOHH 3[0POB'sl Ta HEeBIAKIAAHI 3aX0q¥ LI010 3a6e3eueHHs
rpoMajssH YKpaiHi MEIUYHOKO JOIIOMOTOIO.

IIpoekT 3akoHy po3po6ieHO 3a pe3yibTaTaMy Hapaau, o Biabymack 14.09.2021
B npumimerHi MO3, 3a yuacti 3actynnuka [onoBu Pamu HamionansHoi Ge3nek i
oboporHn Vkpainu O. ConopiioBa, NpeACTaBHHKIB AMEPHKAHCHKOI TOPTiBENbHOL
nmanaTé B YKpaiHi, €Bponelicekoi BisHec Acouiauii, Acouiauii «OmnepaTopy puHKY
MEIUYHUX BUPOOiB», Acouialil opraHiB 3 OLiHKM BiANOBIAHOCTI, Ha AKii BH3HAYEHO
nepestik NUTaHb chepu obiry MeA4HHUX BHPOGIB, AKi MOTPeOYIOTh BPEryIOBAaHHS Ha
piBHI 3aKOHY.

JI0 MPOEKTY 3aKOHY BKJIIOYEHO HOPMH IIOAO IMIJIEMEHTALI] O HAL[iOHAIBHOTO
3aKoHozaBcTBa noyokeHb Konsenuito Pagum €Bponu mnpo migpoGieHHs MequuHOl
MPORYKLIT Ta NOAIGHI 3T04YMHH, IIIO 3arPOXKYIOTH OXOPOHI 310poB’st (3akoH Ykpaitu Ne
4908-VI Bin 07.06.2012), sxa naGpana unHHOCTI M1 Ykpainu 3 1 ciuns 2016 poky
(mani — Kousenuis Menikpaiim), a Tako)k HOPMH TTPABOBOTO JOKYMEHTY €BpOIEHCHKOL
Kowmicii Bix 09 Gepesns 2012 poky Ne 207/2012, onmy6nikosanoro B Odiriitomy
BicHUKy €Bpomneticekoro Corosy I. 72/28 Bin 10 6epesns 2012 poky, Ta KepiBHOTO
nokymeHty €Bponelicekoi Komicii MEDDEV. 2.14/3, penakuist Big 01 ciuus 2007

POKYy.

3. OcHOBHI NO/I0XKEHHS MPOEKTY aKTa

ITpoekTOM 3aKOHY BCTaHOBJIEHO HOBI TEpMiHM, 30KpeEMa, «MEIH4HiI BHPOOH» Yy
3araJlbHOMY 3HaU€HHI, «kOMOiHOBaHUH BUPIOY», «(anbcudpikoBanuii MeUIHHI BEPIOY,
«cy6’extu Qanbcudikanii», TakoX Ha piBeHb 3aKOHy BHHECEHO TEpPMiHH, fKi Hapasi
BCTAHOBJICHI Yy TEXHIYHMX perJaMeHTax, 3aTBepKeHHX mnocTaHoBamH KabiHety
Minictpis  Vkpainm Bim 02.10.2013 Ne 753 «Ilpo 3atBepmkeHHs TexHiuHOro
PEriIaMeHTy MO0 MeIruYHHUX BHPoOiBy, Bix 02.10.2013 Ne 754 «IIpo 3aTBepiKeHHS
Texuiynoro perilaMeHTy LIONO MEAWYHMX BHPOGIB AIA AiarHOCTHKU in Vitro», Bix
02.10.2013 Ne 755 «IIpo 3arBepmikeHHs TeXHIYHOro pernamMeHTy IOJ0 aKTHBHHX
MEIUYHHX BUPOOIB, AKi IMIUIAHTYIOTE» (HaJli — TEXHIYHI periamMenTH).
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Beranosneno kputepii mouwMpeHHs 3aKOHOLABCTBA IIOMO JIKapChbKUX 3aco0iB
abo MeIMYHIX BUPOGIB 10 KOMGIHOBAHHX BUPOGIB (OCAHAHHS MeIHYHOrO BUpoOy Ta
JIKapCBKOTO 3aC0o0y).

CriemianizoBaniii excnieprHiit opramisauii y coepi nepxasHOT peecTparii
miKapchkux 3acobiB (IepxkaBHe mimmpueMcTBO «JlepxaBHUi €KCIIEPTHUH LIEHTP
MinicTepcTBa OXOpoHM 310pOB’s YKpaiHM») HagaHO MpaBO BpaxOBYBaTH B IOBHil
Mipi ab0 4acTKOBO NOKYMEHTH, BUaHI HOTH(IKOBAHHMHU OPraHaMHy, SKi YIIOBHOBaXXEH]
Ha 31iACHEHHS OLIHKY BiANOBIZHOCTI eBpomeiickkuM JIMpeKTHBaM Ta PernamenTtam,
IO perymoroTh cdepy o6iry Meauunux Bupo6is y €sponeiicskomy Corosi.

Opranam 3 OUiHKM BiATIOBIHOCTI HAaZAHO MpPaBO TiJ Yac MPOBELEHHS OLIHKU
BIZIIOBIAHOCTI 3aCTOCOBYBATH AMCTAHLIHHI ayTUTH 10 BUPOGHHUKIB 3 KpaiH 31 cTporowo
PErylIATOPHOIO  MOJITHKOIO, a caMe: JepxkaBu-wieHn €sponeiickkoro Coosy,
Cronyueni [ltatn Amepuku, Llseiiuapceka Kondenepauis, Smnowis, ABcTpautis,
Kanapa.

JAnst MenuuHux BUpo6iB, npuaGaHUX dYepes Mepexy IHTepHeT aGo mosa
TOProBelbHUMH ab0 OQICHUMH NPHUMIIIEHHAMH, BCTAHOBICHO HEOOXiIHIiCTh
AOTPUMaHHS BUMOT, 38JJaHUX y TEXHIYHUX perjaMeHTax.

CrBopeHO 3aKoHONaB4i MiJACTaBM MJIsi PO3POOKH HOPMATHBHO-IIPABOBHX aKTiB
LOJ0 KJIHIYHUX JOC/i/DKEHb Ta OLiHKH XapaKTepPUCTHK MEINYHUX BUPOGIB.

BpeFYJ'IBOBaHO IMUTAaHHA TOBOJXKEHHS 3:

- MEIUYHHMH BHPOGAMH, LIO 3aCTOCOBYIOTHCH IS MPOBEACHHS KIiHIYHHX
BUIPOOYBaHb JIikapChKUX 3aco6iB B YkpaiHi.

- MEIMYHHUMH BHUPOOaMH, CTOCOBHO SIKUX HE BHKOHAHI BHUMOT'HM TEXHIYHHX
perjiaMeHTiB, ane BUKOPUCTAHHS SIKMX HEOOXiaHE B iHTepecax OXOPOHHM 340POB’s, ki
Oymu BBefleHi B 06Gir 6e3 oOWiHKM BimmoBimHOCTI mim wuac NOLIMPEHHSI TFOCTpOl
pecripartopuoi xsopobu COVID-19, cipuunnenoi koporasipycom SARS-CoV-2.

3aKiaieHo MepefyMOBH CTBOPEHO BaXkeldi JepKaBHOTO BIUIHBY Ha OBIr
anbcudikoBaHUX MeJUYHUX BUPOOIB, 30KpeMa, BH3HAYEHO BiAMOBiAATBHICTH 3a
BBEJICHHS B 0OIir Ta/abo B eKCIUTyaTallilo, pPO3MOBCIOMKEHHS, (anbCHbIKOBAHUX
MeIMIHUX BUPOOiB. Bperynbosano yrunisauito GpanscudikoBaHUX MeAMYHUX BUPOGIB
Ta MEAUYHUX BUPOOIB, AKi PO3ITIANAIOTECS IK HeGEe3MeuHa IPOLYKIIis.

ObMmexeHo nepestik MeIMIHUX BUPOGIB, K 03BONIEH] 10 peKIaMyBaHHS.

BusnaueHo 3akoHoOxaBui HOpMH, fKi 3aCTOCOBYIOTECSL 10 MEIUYHHX BHPOOIB,
CTOCOBHO SIKMX HE€ BUKOHAHI BUMOTH TE€XHIYHHX PErJIaMEHTIB, aJle BUKOPUCTaHHS SKUX
HeOOXiHe B iHTepecax OXOPOHH 3I0POB’s.

Bupobuukam HaaHO NpaBoO HajaBaTH IHCTPYKLUIi i3 3aCTOCYBaHHS MeIMYHHX
BUPOOiB y GopMi, BimiHHIMN BiJ naneposoi.

BcraHoBIIEHO HOPMY 111010 TOBOMKEHHS 3 MEAMYHHUMH BUPOGAMH IIif 4ac 3MiHH
CTaTyCy OpraHy 3 OUIHKH BiJNOBiTHOCTI (IIPH3YNHHEHO, aHyJbOBAaHO, CKOPOYEHO
cdepy NpU3HAYEHHS, TOILO).
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YCyHYTO HOpMY OO HOBEAEHHS GE3MEeYHOCTI MeMUYHHX BUPOOIB LIIAXOM
OTPUMAaHHs CaHITApHO-TITi€HIYHOTO BHCHOBKY (Heperyisiis, OCKUIBKH BKa3aHe
301ACHIOETRCS T1iJ] 9ac TIPOBEICHHS OUiHKH BiINOBigHOCTI).

MexaHI3MOM pPO3B’A3aHHS MepelliYeHnuX acleKTiB chepu o0Iry MEeIUYHHX
BUPOOiB 06paHO MPUIHATTS raxy3eBoro 3akoHy YkpaiHu.

4. IlpaBoBi acnexkTun
Y nanii chepi NpaBoBOro perymoBaHHS AilOTH TaKi HOPMaTHUBHO-TIPAaBOBI aKTH:

Yrona mpo acouiauiro Mix VYkpaiHoto, 3 omHiel cToponu, Ta €Bponeichkum
Corosom, €BponeficbkiM CMiBTOBAPHCTBOM 3 aTOMHOI eHeprii i iXHIMH HepiaBamu-

4lieHaMH, 3 IHINOI CTOpOHHM, paTudikoBaHo 3akoHoM Yxkpainm Ne 1678-VII Bix
16.09.2014;

Kousenuis Pagu €eponu npo migpoGnenHs Meauusoi mpoaykuii ta mopi6wi
3JI0YMHH, 100 3arpoXyKOTh OXOpOHI 370poB’st (3akoH Ykpaium Ne 4908-VI Big
07.06.2012), sxa nabpana yuHHOCTI ;s Ykpainu 3 1 ciuns 2016 poky (KonseHwis
Menikpaiim);

Koncrutyuis Ykpainuy;

3akoH Ykpainu «OCHOBM 3aKOHOJABCTBA YKpaiHu mpo OXOpOHY 310pOB’51»;
3akoH Ykpainu «ITpo TexHiuHi pernameHTH Ta OLiHKY BiANOBIZHOCTIY;
3axoH Ykpainu «I1Ipo jikapchki 3aco6m»;

3akoH Ykpainu «I1po 3aXKCT NpaB CoKHUBaYiBy;

3akoH Ykpainu «I1po 3aranpHy Ge3neuHicTs HEXapuOBOT NPOLYKLIT»;

3akoH Vkpainu «IIpo nepxaBHUIl DHHKOBMH HAarisn i KOHTPOIb HEXap4y0BO1
MPOAYKUii» Ta iHIIUMH HOPMATHBHO-TIPABOBHMH aKTaMH.

S. ®inaHCOBO-eKOHOMiYHEe OGIPYHTYBaHHS

IlpnitHsaTTS Ta peanisamis NONOXKEHb NPOEKTY 3aKOHY He MOTpebye BHTpAT 3
JEPXKABHOIO Ta MICLEBUX OIOIKETIB. ‘

6. Iosuuis 3ainTepecoBaHux cropin

IIpoexr 3akoHy mnorpebye mpoBefeHHsS MyGaiYHUX KOHCYJIBTALiH 3 METO
IPOMaICBKOro 06roBopeHHs.

IIpoexT 3akOHy He CTOCYyeTbCS NHUTaHb (YHKLIOHYBaHHS MiCLEBOTO
CaMOBpsIlyBaHHs, IIpaB Ta iHTEpPECiB TEPUTOpIANIbHUX TIpPoOMaj, MiCLleBOro Ta
PerioHaILHOTO PO3BUTKY, COLIalBHO-TPYNOBOi cdepu, mpaB oci6 3 iHBamigHicTIO,
(YHKLIOHYBaHHS i 3aCTOCYBaHHs yKpaiHCKOI MOBH SIK IePXaBHOI, TOMy He NOTpeGye
MOTO/DKEHHS 3 yIIOBHOBAXXCHUMH MPEACTABHUKAaMH BCEYKPaiHChKHUX acolliauiii opraHis
MICLIEBOTO CaMOBpsNyBaHHs UM BIAMOBIAHMX OpraHiB MiCIIEBOrO CaMOBpSIyBaHHS,
YNOBHOBaXX@HUX MPEJICTABHUKIB BCEYKpalHCHKAX MNpodCmijiok, iXx 06’e¢aHaHb Ta
BCCYKPaiHCBKHX 00’ €ZIHaHb opraHisalii poboTofaBLUiB, Y PSa0BOro yIIOBHOBAKEHOTO 3
mpaB oci® 3 iHBaNiHICTIO Ta BCEYKPalHCHKUX I'POMAACHKMX OpraHisamiii oci6 3
IHBAILIHICTIO, 1X CITIIOK, YIOBHOBaX€EHOTO i3 3aXHUCTY AEP’KaBHOI MOBH.
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[Ipoekt 3akoHy He cTocyeTbes chepu HaykoBol Ta HayKOBO-TE€XHIYHOT
AISNBHOCTI, TOMy He MotpelGye noromxenHs 3 Haykosum komiterom HalioHaibHO!
pany 3 MUTaHb PO3BUTKY HAYKH i TEXHOJIOTIH. '

IIpoexT 3akoHy notpebye moromxeHHs 3 MiHicTepcTBOM eKOHOMIKH VYkpainu,
MinicrepcTBoM BHYTpilHIX crpas VYkpainu, MinicTepcTBoM ¢biHaHCiB Ykpaiuu,
MinicrepctBoM 1mMpoBoi TpaHcdopmauii Vkpainu, JlepxkaBHO0O PEryJIATOPHOIO
cnyx0oto YkpaiHu, YnoBHoBaxenuM BepxoBHoi Pamm YKpaiHU 3 mpaB JIOIHMHM,
JlepxaBHOIO ciryx60t0 YKpaiHHu 3 TiKapchKuX 3aco6iB Ta KOHTPOIIO 33 HAPKOTHKAMH,
JlepxaBHoto cityx60r0 YKpalHM 3 NUTaHb GE3MEYHOCTi XapyoBHX IPOLYKTIB Ta
3aXHCTy CIIOXXKHMBaYiB.

IIpoekr 3akoHy notpeGye mpoBeeHHs NpaBoBoi ekcriepTHsd MiHicTepeTBoM
IOCTHLIT YKpaiHu.

7. Ouninka BignmoBigHOCTI

Y npoexTi 3akoHy YKpaiHH MiCTSTBCS MONIOXEHHS, IO CTOCYIOTHCS 30608’ I3aHb
y cdepi eBponeiicskoi iHTerpartii.

Binnosinxo no wactumu 1 crarti 56 Yroam mpo acomiamiro Mix YkpaiHoro, 3
onHiel cTopoHu, Ta €BponelicekuM Coro30M, €BPOMEHCHKMM CITIBTOBapHCTBOM 3
aTOMHOI eHepril i IXHiMM nep)KaBaMH-uIeHaMH, 3 IHLIOI CTOPOHH, PaTH(iKOBAHOW
3akoHoMm Yxpainu Big 16.09.2014 Ne 1678-VII), Ykpaina BxuBac HeoOXiIHUX 3aX0/iB
3 METOIO NOCTYMOBOTO AOCATHEHHS BIANOBIAHOCTI 3 TeXHIYHUMH pernamentamu €C Ta
CHCTEMaMH CTaHAapTU3allii, MeTPOJIOTil, akpeauTaLlil, pobiT 3 OLIHKU BiIIOBIAHOCTI Ta
punkoBoro Harysiy €C Ta 3000B’A3yeThCsl JOTPUMYBATHCS TPUHIMIIB Ta MPAKTHK,
BUK/IaICHUX B aKTyaJIbHUX PIIIEHHAX Ta pernaMenTax €sponeiicskoro Coro3y.

Bignosigno no mymkri 2.16, 2.17, 2.18 nomarky III mo rmasu 3 posminy IV
BKa3aHOI BHUILE YTOAM BHM3HAYEHO, IO MPOTSArOM TPhOX POKIB 3 JAaTH HaGpaHHs
HMHHOCTI 1i€l0 YTO/0I0 MOBUHHI GyTH 3IiMCHEHI 3aX0AH 3 ajanTaiii 3aKOHOJABCTBA
YkpalHu 10 3akoHOAaBcTBa €Bpormeiicbkoro Coro3y, 30KpeMa, MO0 MeIHYHHX
BUPOOIB, MEAUYHUX BUPOOIB MU AIarHOCTUKH in Vitro, aKTHBHUX MeIUYHHX BUPOOIB,
K1 IMIUTAaHTYIOTb.

3rifHO 3 BUKJIaJE€HUM BHUIIE Ta Ha mifcTasi yactunu 1 crarti 5 3akony Ykpaiku
«IIpo TexHi4HI pernaMeHTH Ta OLiHKY Bixnosixsocti» KaGineTrom MinicTpis Yxpainu
3aMPOBA/DKCHO TEXHIYHE pEryNIoBaHHA B cdepi MeAMYHMX BHpPOGIB HIIAXOM
NpUHHATTSA noctaHoB KaGinety MinicTpiB Ykpainu Bix 02.10.2013 Ne 753 «IIpo
3aTBep/UKEHHA TeXHIYHOro pernaMeHTy 00 MeUYHUX BUPoOiBy, Bix 02.10.2013 No
754 «IIpo 3aTBepmxenHs TexHIUHOrO perjiaMeHTy IOAO MEAWYHHX BHUPOGIB s
AiarHoCTHKM in vitroy, Big 02.10.2013 Ne 755 «IIpo 3aTBepmkeHHs TeXHIYHOTO
PEIVIaMEHTY IIOA0 aKTUBHMX MEIWYHHMX BUPOOIB, AKi iIMIUIAHTYIOTEY (maii — TexHivHi
perinaMeHTH).

Texniuni pernamenTH po3pobieHo Ha ocHosi Jupexktusu Paau 93/42/€EC Bix
14.06.1993 npo meanuni npunaau, dupektusu Panu Big 20.06.1990 npo HabamxKeHHs
3aKOHIB JIep)KaB-WIEHIB PO aKTUBHI MeAMYHI Npuaagd Ais iMIUIaHTamiit Ne
90/385/€EC, JupextuBu 98/79/€C E€sponeiickkoro Ilapnamenty Ta Pamm Bin
27.10.1998 npo MeauuHi AiarHoCTHYHI 3acO0M in Vvitro.



PasoM 3 TuM, y cdepi Memuunnx BUpoGiB HasBHI acHeKkTH, sKi He OXOMIEHO
HopMaMu 3akoHy Ykpainu «IIpo TexHi4HI periiameHTH Ta OIiHKY BimmoBigHOCTI» Ta
TEXHIYHUX PETrIAMEHTIB.

Y TpOEKTi 3aKOHy Bi[CYTHi MOJIOXEHHS, LIO CTOCYIOThCA NpaB Ta CBOGOX,
rapaHToBaHuX KOHBEHILI€I NpPO 3aXHCT IMpaB JIIOJWHH i OCHOBOIOJOXHHX CBOGO,
BIUIMBAIOTh Ha 3a0e3lEcYeHHs PiBHUX TpaB Ta MOXIIMBOCTEH >KiHOK i 4YOJOBIKIB,
MICTSTh DPHM3MKM BYMHEHHS KOPYILiMHHX NpaBomopylleHh Ta NPaBOINOPYILEHS,
TOB’3aHHUX 3 KOPYMIIi€l0, CTBOPIOIOTh MiACTABH Ul AMCKPHMiHALIii.

I'pomancbka  aHTUKOpymIiffHAa, TIpoMaichKa aHTHAMCKpUMIiHallifiHa Ta
rpoOMaJiCbKa IreHAEpHO-TIPaBOBa €KCIEePTU3H He MPOBOAMIIUCE.

ITpoexT 3akoHy moTpebye HaacwianHs 10 HallioHanbHOro areHTCTBa 3 MHTaHb
3aro0iraHHs KOpyMuii Al BU3HAYeHHsI HeOOXiHOCTI NpOBEAEHHS AHTHKOPYIILiHHOT
€KCIIepPTHU3H.

3aKOHOMPOEKT MoTpebye HampaBleHHS N0 YpsIoBoro odicy KoopaMHALil
€BPOIIEHCHKOI Ta €BpoaTianTH4HOi iHTerpauii Cekperapiary KaGinery MinicTpis mns
MPOBEJICHHS EeKCIePTHU3M HA BIANOBiAHICTE 3000B's3aHHSAM YKpainu y coepi
€BPONEHCHKOI  IHTerpauii, y TOMY 4YHCIi MDKHapOAHO-NIPABOBMM, Ta MpaBy
E€sporneiicekoro Corozy (acquis €C).

8. IIporuo3 pesyasbTaTin

Peanizamis mnpoekTy 3aKkoHy MaTHMe BIUIMBY Ha pPHMHKOBE CepelOBHILE,
3a0e3MeveHHs] 3aXUCTy MNpaB Ta iHTepeciB CyG’eKTiB roCrofaploBaHHS, I'POMAjsH i
AepIKaBHU.

Bruius Ha iHTepecH 3aiHTEpeCcOBaHUX CTOPIH:

Bnnus
. peanizanii akrta
3aiHTepecoBaHa .
Ha IlosicHeHHs 04iKyBaHOTO BILTUBY
CTOpPOHA .
3alHTEPECOBaHy
CTOpPOHY

1) cnpolieHHs NpoOBeAeHHs MPOLEAYPH OLIHKH
BIIMTOBiTHOCTI LUISIXOM NIPOBEACHHS

Cy6’extH . - . P

IIo3UTUBHUI | AMCTAHIIHHUX ayIUTIB;
rOCIOJapIOBaHHS . . .
2) MOXNMBICTb HaJaHHS  IHCTPYKUii i3
34CTOCYBaHHS B €JIEKTPOHHOMY BHTIJISII.
1) yHEMOXNUBIEHHS MOTPAIUISHHS 10 MALi€HTIB
., | Hebe3neuHol panbcudikoBaHOI NPOAYKIIiL;

['pomansinu [To3utuBHMIA ¢ ¢ POAYKLIL
2) nponax Ge3neyHNX MEOUYHUX BHPOGiB 4yepes
Mepexy IHTepHeT
1) ycyHeHHs HEOHO3HAUYHOTO TPAKTYBaHHS HOPM
kjacudikamil MeJUYHIX BHPOOiB;

HepxaBa [losuTuBHUA |2) CTBOpEHHs BaXeJiB BIUIUBY Ha  0OIr
(hanbcudikoBaHNX METUYHUX BUPOOIB;
3)  neperynsumis: YCYHEHHS NOABIMHOTO
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AOBe/IeHHs 6€3MEeYHOCTI MEJUYHHX BUPOOiB;

4) BpeTyIIOBAHHS PEKJIaMH MEAUYHHX BUPOGIB;
5) CTBOpeHHS 3aKOHONABYMX IIACTAB JJId
po3pobku HITA miono kiiHiYHMX JOCTiDKeHB Ta
OLIHKH XapaKTEPUCTHK;

6) BH3HAUEHO 3aKOHOJABYi MiJCTABH BXHTTS
3aXO/liB PMHKOBOTI'O HAMIAAY OO0 BCIX MEIUYHUX
BUPOOIB HE3aJIEKHO BiJ IIAXY BBEJEHHS B OOIr;
7) BperyjmioBaHHS TMWTaHHS [OBOMKEHHS 3
MEINYHUMH BHpOOaMH MiJ 4ac 3MiHH CTaTycy
Oprady 3 OLIHKH BilMOBiAHOCTI Ta 3 MEAUYHHUMH
BUpoOamu, ki Oynu BBeleHi B 06ir 6e3 ouiHKK
BIAMOBIAHOCTI MiJ 4Yac MOIUMPEHHS TIOCTPOl
pecnipaTopHOl XBOpoOU COVID-19,
CIIpUYMHEHOI KopoHaBipycoM SARS-CoV-2;

8) moKkpameHHs iMimKy VYKpaiHM y 3B’A3Ky i3
MiATBEPDKEHHAM NOBIPH 10 IHCTHTYLiH KpaiH 3i
CTPOrOI0 pPEryJISTOPHOI IMONITHKOI, a caMe:
Jlep>)KaBU-4JIeHU €Bporneiicbkoro Cotrogzy,
Cromyueni Ilratn  Awmepukn, [llselinapcoka
Kondenepauis, SAnownis, Ascrpanis, Kanana.

Peanisalis npoexTy 3akOoHy He MaTHMe BIUIMBy HAa PO3BHTOK DEriOHIB,
MiZABHIIEHHS YU 3HIKEHHS CIHPOMOXHOCTI TepI/ITOplaJ'IBHI/IX rpomMaj, pUHOK Tipalli,
PIBEHb 3alHATOCTI HaCeNEHHS, IPOMaJChKE 31O0POB’Sl, MOKPAIEHHSA YM TNOTipIIEeHHS
CTaHy 3/0pOB’s HaceNeHHs abo HOoro OKpeMux TIpyIN; €KOJIOTII0 Ta HABKOJHUIIHE
NpUPOIHE  CepeloBHIle, OOCAT MNPUPOAHHMX pecypciB, piBeHb 3a0pyIHEHHS
aTMOC(EPHOrO  MOBITPs, BOJM, 3EMeNb, 30KpeMa 3a0pyMHEHHS yTBOPEHHMH
BiIXOZaMH.

IIpUAHATTS LBOTO MPOEKTYy 3aKOHy MO3BOJMTH YCYHYTH acIeKTH 06iry
MEIMYHHUX BUPOOIB, IO HE BPETYy/ILOBAHI y UHHHOMY 3aKOHOJABCTBI YKpaiHH.

Ilepumii 3acTtynuuk MinicTpa
OXOPOHH 310pPOB’sl YKpaiHu . Ounekcanap KOMAPIJIA

19 sxoBTHS 2021 p.




AHAJII3 PEI'YJISSTOPHOTI'O BILIUBY
10 npoekTy 3akoHy Ykpainu «Ilpo Mmeauusni BupoGu»

Ha migcrasi gactunu 1 crarti S 3akoHy Ykpaiui «[Ipo TexHiuHi pernameHTH
Ta OLIHKY BIANOBIAHOCTI» B YKpaiHi 3aNpoBa/KEHO TEXHIUHE PEryIOBaHHA B cdepi
MEIMYHUX BHUPOOIB LUIIXOM MNPUHUHSATTS TEXHIYHHUX DPErJaMeHTIB IOJ0 MeIMYHUX
BUPOOIB, MEIMYHUX BUPOOIB IJIS NIarHOCTHKH in Vitro, aKTHBHUX MeIUYHUX BUPOOIB,
AKi IMIUTAHTYIOTb, 3aTBEpIXXKEHHX MoctaHoBamu KaGinery MinicTpiB Vkpainm Bif
02.10.2013 NeNe 753, 754, 755, (nani — TexHi4yHi permaMeHTH, moctaHoBu NeNe 753,
754, 755), axi, BIATIOBIAHO, po3po0iieHO Ha OCHOBI mupekTuB Pamn Bim 14.06.1993
Ne 93/42/€EC mnpo wmenuuHi BupoOM, Bix 20.06.1990 Ne 90/385/CEC mnpo
HaOJMKEHHs 3aKOHIB  NlepXaB-uJieHIB MPO aAKTHBHI MeIWuHi BHpPOOM  JuIs
imonanTanift, Jdupektuun 98/79/€C E€spomneiicbkoro I[lapnamenty ta Pamu Bin
27.10.1998 mpo Meau4Hi AiarHOCTHYHI BUpOOH in vitro.

Pazom 3 TuM, 3a3HaueHI AMPEKTHUBH, SIKi € 0a30BUMH aKkTaMu y cdepi obiry
MeIMYHUX BUPOOIB B €Bponeiickkomy Coro3i, He BHKIIOYaIOTh HasBHICTh
HallOHAIBHUX  ocoOnuBocTeldl  06iry MeanyHuX BHpPOGIB Ta  MOXJIMBOCTI
BPEry/IIOBaHHS iX Ha PiBHI MiCIIEBOr0 3aKOHOAABCTBA KOXKHOI KpaiHH.

Jlaii 3a TeKCcTOM MeIU4HI BUPOOH, MeIUYHI BUpOOH Ui A1arHOCTHKH in Vitro,
aKTMBHI MeJIW4Hi BHPOOIB, SKi IMIUIAHTYIOTh, BU3HAYAIOTHCS CIIJIBHHM TEPMiHOM
«MEIUYHI BUPOOU» Yy 3arajJbHOMY 3HA4YEHHI.

I. BuznauyenHs npobGjemMu

[Ipobnema: HasBHICTP B YHHHOMY 3aKOHOJABCTBI YKpalHM, il SKOro
NOIMPIOETECA  Ha 00ir MeIWYHUX BHUPOOiIB, HEBPETYJILOBAHMX AaCIHEKTIB Ta
BiIMOBIZIHO BiJICYTHICTh IIEBHUX HOPM IIpaBa.

Line.: BUpimmTH / po3B’s3aTh MpobieMy y cnocib, sKuit nmepeadayae HasBHICTE
MiHIMaJIEHUX PU3UKIB.

IIp¥YMHOIO BHHUKHEHHSI HasBHOI MpoOJeMH € BiACYTHICTh B 3aKOHOJABCTBI
YKpaiHu rajy3eBoro 3akoHY, IO PeryJiioe OCOOJHUBOCTI chepu 06iry MeauuHHX
BUPOOIB.

Lompumanna npunyuny 0oyinbHocmi

B abzami m’stomy npeamOynu  KoHctuTyuii  YkpaiHm — BHKIageHO
€BPOIHTErpallifHUI BEKTOP PO3BUTKY.

Omxe, 1O NPOEKTY 3aKOHY BKJIIOYEHO HOPMH WIOJO IMIUIEMEHTAMil 0
HAlllOHAJIBHOTO  3aKOHOAABCTBa mMojoxeHb KoHBeHwito Pamn €spomu  mpo
nigpobaeHHs MeauuHol MpoAykuii Ta noxibHi 3J0YMHH, LIO 3arpOKYIOTh OXOpPOHI
310poB’s (3akoH Ykpainu Ne 4908-VI Bix 07.06.2012), sxa Habpana YHHHOCTI IJIs
Ykpainu 3 1 ciung 2016 poky (nami — KonBeniis MenikpaiiM), a Tako HOPMH
npaBoBoro nokymeHTy €Bponelicbkoi Kowmicii Bin 09 Gepesns 2012 poky Ne
207/2012, ony6unixoBanoro B OginiliHomy BicHHUKY €Bponeiicbkoro Coro3zy 1. 72/28
Bin 10 Oepesns 2012 poky, Ta KepiBHOro AOKyMeHTy €Bporeiicbkoi Kowmicii
MEDDEV. 2.14/3, penakuis Bix 01 ciuns 2007 poky.

Hompumanus npunyuny adexeammnocmi

Huxue noseneno, mo npulHATTS akty (AnbTepHaTtuBa 1) Hapasi JO3BOJIUTH



3a0e3neynTd  aJekBaTHy ¢GopMy Ta piBeHb JIEPKABHOTO  PEryJIOBaHHS
rOCIOAApChKUX BIHOCHH MOTpeOi y BUpIlIEHHI HasBHOI MpoOjeMd Ta PUHKOBHM
BUMOTaM.

Lompumanns npunyuny egpexkmuerocmi

Hwuxdye poBeneHo, wo npuidHATTS akty (AjbTepHaTHBa 1) HTO3BOJMTH
po3B’s3aTH NpobiieMy 3 MiHIMalbHUMM PU3MKaMH Ta 3a BIACYTHOCTI JOAATKOBHX
BUTPAT pecypciB cy0’€KTiB rocnolaploBaHHs, POMaJIsiH Ta AepPXKaBH.

Lompumanns npunyuny 36anancosanocmi

Huwxue noBemeHo, mo mnpuitHaTTs akty (AJsibTepHatdBa 1) 103BOJIUTH
3abe3ne4nuTH JOTpUMaHHs OanaHcy iHTepeciB cy0’ €KTiB roCIoAapiOBaHHs, IPOMaisH
Ta JepXaBu.

Lompumanns npunyuny nepeobauyeanocmi

IIpoext akrta pospobiieHo BianoBigHO no Yka3y IIpesupenrta VYxkpainu
Ne 369/2021 «Ilpo pimenns Pagu HarioHanbHOT 6e3nexy i o6oponn Ykpainu Bix 30
munHs 2021 poxy «Ilpo craH HauiOHaNbHOT CHCTEMHM OXOPOHHM 3JI0pOB’S Ta
HEBIAKNaAHI 3axoau wofo 3abe3neueHHs TrpoMaasH YKpaiHH MeIUYHOKO
JIOTIOMOTOIOY.

Lompumanns npunyuny npozopocmi ma 8paxy8aHHs 2pomMaocukoi OymMKu

3anas OTpUMaHHS MOINEpPeHHOr0 3BOPOTHOrO 3B’SI3KY BiJ 3allikKaBIEHUX OCi0
acrmeKkTH, sKi NMoTpeOyIOTh BpEryJiloBaHHS Ha piBHI 3aKOHY, Oyjo OOroBOpeHO Ha
Hapani, mo BigOynack 14.09.2021 B mpumimenHi MO3, 3a yuacTti 3acTymHHKa
['omoBu Panu HauionanpHoi Oe3neku 1 oGopoHu VYkpainu O. Conosiosa,
NPECTaBHUKIB AMEpPHUKaHChKOI TOpriBeNbHOI nanaTd B YKpaiHi, €Bpormneiicbkol
biznec Acouiauii, Acomianii «Omnepatopu pUHKY MeAMYHUX BHpoOiB», Acouiawii
OpraHiB 3 OLIIHKH BiJANOBiAHOCTI.

Oyinka easxcaugocmi npobaemu

HepupimeHHs npo6ieMu NpU3BOAUTH 10 HACTYITHUX HEraTUBHUX HACJIJKIiB:

- HEMOXIJIMBICTb OpraHaMH 3 OLIHKM BiANOBIAHOCTI 3MiHCHHUTH OLIHKY
BIANOBIAHOCTI MeOWYHMX BHUpPOOIB HA BiACTaHI B yMOBax IMOLIMPEHHsS TOCTPOI
pecnipatopHoi xBopobu COVID-19, cnpuunneHoi kopoHasipycomM SARS-CoV-2;

- HEMOXJIMBICTb OpraHy JAep>KaHOro PUHKOBOrO Harnusny B cdepl MEAWYHHX
BUpOOIB Ta opraHiB IOXOXiB i 300piB peasli3oByBaTH CBOI MOBHOBAXX€HHSI B MOBHIi
Mipi BigmoBigHO 1o BUMOT 3akoHy YkpaiHu «lIpo nepxaBauit puHKOBHH Harisp i
KOHTPONIb Hexap4oBoi mpoxykuii», «[Ipo 3araspHy ©Oe3mnedHicTh HeXap4yoBOl
npoaykuii», «IIpo 3axucT mpaB CHOXHBa4iB», i, SIK HACIIAOK, HAa PUHKY HasBHUH
HEKOHTPOJIbOBAHHH 00Ir MEIMUHUX BUPOOIB 3 BACOKUM CTYNIEHEM PHU3UKY;

- B OprasiB Jep>XaBHOI'0O PHUHKOBOI'0 HarJisIAY Ta KOHTPOJIO BiJICYTHI NpPaBOBI
MiJICTaBH BXXMBATH 3aXOJiB pPHUHKOBOTO Harjsxy, JOBOJUTH B CyJdax Ta
NPaBOOXOPOHHUX OpraHax MPaBOMIPHICTH Ta JAOLIJIBHICTh BXKHUTTS OOMEXYBaJIbHHUX
(KoperyBaJIbHHUX) 3aXOMiB IIOAO MEIMYHHUX BHPOOiIB, CTOCOBHO SIKUX HE BHUKOHaHI
BUMOT'M TEeXHIYHMX perjiaMeHTiB, ajile BUKOPHUCTaHHS SKUX HeoOXinHe B IHTepecax
OXOPOHHU 3I0pOB’s, sAKi Oynu BBedeHi B 00ir 6e3 OLIHKH BiAMOBIAHOCTI Mif 4ac
noumMpeHHs:  roctpoi  pecmipatopHoi  xBopobu  COVID-19, cnpuunHeHoi
kopoHaBipycoM SARS-CoV-2, a takox ¢anbcudikoBaHOI MPOAYKIIi], iKa CTAHOBUTH
CepHO3HMH pU3HK, 110 cynepeuuTs yacTuHi 1 crarti 11 Konsenuii Pagu €sponu npo



nigpoOaeHHs MeIUYHOl MPOAYKUIi Ta MOAiOHI 3JIOUHMHH, IO 3arPOXKYIOTH OXOPOHI
310poB’s (patudikosano 3akoHoM Ykpainu Bix 07.06.2012 Ne 4908-VI);

- HasBHI HEOJHO3HAuHI TpPaKTyBaHHS HOPM 3aKOHOJABCTBa YKpaiHM MIOAO
NPUMHATTA JOKYMEHTIB OpraHiB cepTudikalii 3 KpaiH 31 CTPOTOI peryJisiTOpHOIO
NOJITUKOIO, @ TaKOX MIOAO IMMOBOJKEHHS 3 MEIWYHUMH BHpoOaMHu MiJ 4Yac 3MiHH
CTaTyCy OpraHy 3 OLIHKH BiIIMOBigHOCTI (NMPU3YMHUHEHO, aHYJIbOBAaHO, CKOPOYEHO
chepy npU3HaYEHHS, TOLLO);

-y MO3, sk TexHiuHoro perynsrtopa cdepu 006iry MeauyHHX BHpOOIB,
BIICYTHI MiACTaBH pO3pOOKM HOPMATUBHO-NPABOBUX aKTiB MO0 KJIIHIYHUX
JOCIiKeHb Ta OLIHKHM XapaKTePUCTUK MeIWYHUX BUPOOiB, BIACYTHICTb KHX B CBOIO
4epry YHEMOJXXJIUBIIIOE 30iiCHeHHS BiMOBIAHOI iHBECTULIIHHOT AISUIBHOCTI B YKpaiHi;

- HasiBHe IyOJTIOBaHHS HOPM ILIIOJIO TIOBEACHHSI O0€3MeYHOCTi MeANYHUX BUPOOIB
IIJITXOM OTPUMaHHS CaHiTapHO-TITiEHIYHOTO BHCHOBKY (Jeperyisiis, OCKiJIbKU
BKa3aHe 3[iHCHIOETHCS Mij] Yac MpOBeACHHS OLIIHKU BiANIOBIAHOCTI);

- HasBHMM PHU3UK MOTPAIUISHHS [0 CIOXXMBada / KOPHCTyBa4ya MOTEHUIHHO
Hebe3rneyHux MeTUYHUX BUPOOiB;

- 3pOCTaHHs PiBHS KOPYMIIiIHHUX PU3MKIB Yepe3 3aJIIIeHHs CUTyallii 6e3 3MiH;

- HEBUKOHaHHS YKpalHOIO MiXXHapoIHHX 3000B’sA3aHb BIANOBIIHO 10 Yroau
npo acolianiro Mk YkpalHOow, 3 oaHiel cropoHH, Ta €BpomnelcbkuM Cor30M,
€BponeiChLKUM CIiBTOBAPHUCTBOM 3 aTOMHOI €Heprii i IXHIMU Jep)KaBaMHU-uleHaMH, 3
iHmoi croponu (patudikoBaHo i3 3asBor0 3akoHoM Ne 1678-VII Bix 16.09.2014), ta
Kougenuii Menikpaiim.

OcHoBHI rpyn# (Miarpynu), Ha sAki npodiemMa mMae BIUIUB:

I'pynu (niarpynu) Tak Hi
['pomMansHu +
JepxaBa +
CyG6’exTH rocrnoaaproBaHHs, +
y TOMY YHCJIi Cy0’€KTH MaJioro MiAnpHeMHHULITBA™ +

Po3p’s3aHHs  HasgBHOI HNpoOjieMH HEMOXJIMBO 3a JONOMOIOK YHHHMX
peryJsTOpHUX aKTiB abo 3a [JONMOMOrOl pHHKOBHX MEXaHi3MiB, OCKUIBKH
BCTAHOBJIEHHSI MIPAaBOBUX HOPM PEryJIIOBaHHs NEBHOI chepH 3MIHCHIOETHCA BUKITIOUHO
NPUHHATTAM HOPMATHBHO-ITPABOBOT0 aKTy ab0 BHECEHHSIM 3MiH B UHHHI.

I1. Iisi nep:kaBHOrO pery/jal0BaHHA

BripoBamkeHHs1 Ta peaiizalliss peryJsSiTOPHOrO akTa yCyHE HasgBHY IOPHIWYHY
NpOrajiiHy B 4YacTHHI BiJICYyTHOCTI rajly3eBOro 3aKOHOIaBCTBa B cdepi 00iry
MeIUYHHUX BUpOGIB Ta 3HW3UTH HETAaTWBHI HACTIJIKH, BUKJIAJEHi B IMyHKTI 1 aHami3y
PeryJsTOPHOTO BIUIMBY.

II1. BusnayeHus Ta ouiHKa aJbTePHATHBHUX CNOCOGIB XOCSATHEHHS Lijei

1) BU3HAUEHHS aJIbTEPHATUBHUX CIIOCOOiB



Bupa anbTepHaTHBH

Onuc aJIbTePHATHBH

AabTepHaTuBa 1
IlpuitHsaTH
3alpOIIOHOBAHUM MPOEKT
aKTa

Taka anpTepHaTHBa MOCSTHEHHS UIEH OepXKaBHOTO
PeryyloBaHHs € HaiOiNbLI NPUHAHATHOIO Ta e()EKTHBHUM
CIIOCO0OM, OCKIIBKM YCYHE BiJICyTHICTH HOpPM IIpaBa B
YMHHOMY 3aKOHOJABCTBI YKpaiHW WIOJ0 BH3HAYEHHX |,
HEBPETYIbOBAHUX ACHEKTIB.

AJsbTepHaTHBA 2
3aJIULIUTH HasiBHY
cUTyalito 6e3 3MiH

Taka anprepHaTHBa HOCSATHEHHS LiJiell [OepXKaBHOTO
pEryiIoBaHHs NpHU3BEJE N0 MOCUJIEHHS Jii HeraTHBHHX
HaCJiJKiB.

AabTepHaTuBa 3
BHeceHnHs 3MiH B 3arajibHi
3aKOHM YKpaiHH, Lo
NOLLMPIOIOTECS TAKOX Ha
chepy 00iry MeMuHHX
BUpOOIB

Taka anpTepHaTHBa MAOCSATHEHHS LiNel JepKaBHOIO
pEry/IoBaHHs HENpPUHHATHA, OCKUJIBKM HE BIJAINOBijaae
BCTaHOBJIEHUM MiAX0JaM 10 3aKOHOTBOPEHHS Ta HOPMO- |
NPOEKTYBaJIbHINA TEXHILI.

2) ouinka BUOpaHUX abTepPHAaTUBHUX CIOCOOIB JOCATHEHHS Lijiei

Ouinka BIJINBY Ha cdepy inTepeciB aep:kaBH
Bua Buroau Burpartu
aJlbTepPHATHBH
byne  ycyHyro  HasBHy  ropuauuHy|He
NporajliHy B YacTHHI  BIJCYTHOCTI|nependavaroThCs.
AJabTepHaTHBa 1 |ramy3eBoro 3akoHolIaBcTBa B cdepi o6ir'y
MEJIUYHUX BHUPOOIB Ta 3HU3UTH HETATHBHI
HaCJIAKH, BUKJIaJIeH]i BUIIE.
BigcyTHi. IIpussene no
MOCWICHHS Iii
AlabTepHaTHBa 2 HETaTUBHHUX
HAaCJIJKIB,
BUKJIaJIEHUX BHILIE.
BincytHi. [MoripmenHs iMiIKy
Kabinery Minictpis
A Ykpainu (B ocobi
JbTepHaTHBa 3 MO3), ik cy6’exTa
3aKOHOJIaBYOl
1HiLlIaTHBH.

Ouinka BIJIMBY Ha cdepy iHTepeciB rpoMaasiH

Bua Buroau Butparn
AJIbTEPHATHBH
3HKEHHS iimoBipHocTi | Peanizaris HE noTpebye
AabTepHaTHnBa 1 {3acTOCYBaHHs Ta|IOJATKOBUX MaTepiaJIbHUX Ta
BUKOPHUCTAHHS MEJIMYHMX | IHIIMX BUTpAT 3 OOKY rpomMafsH.




BUPOOIB 3 BUCOKHM CTYIIEHEM
DH3HKY.
Cutyalis 3a1HMILA€EThCS Ha Peanizauis He noTpebye
AnbTepHATHBA 2 |{HASBHOMY PiBHi. JNOaTKOBUX MaTepiaIbHUX Ta
IHIIKMX BUTpAT 3 60Ky rpoMasiH.
AabTepHaTuBa 3 |BincyTHi. BincyTHi.

Ouinka BnuBy Ha cdepy iHTepeciB cy6’eKTiB rocnoaapoBaHHsi
pobGsieMa BIIMBaE Ha Cy0’€KTIB BEJIMKOrO Ta CEpeIHBOrO IMiIMPHEMHHUIITBA,
OCKUIBKM MPOEKT aKTa peryJjiloe AiSUIbHICTE BHPOOHHMKIB MEIHYHMX BHUPOOIB, iX
YIIOBHOBaXEHUX MPEICTABHUKIB, OPraHiB 3 OL[IHKH BiIMOBIAHOCTI.

Bup Buroau BurpaTn
aJIbTepHATHBH
1) copoleHHs NpoBeaeHHs npouenypu |Pearizaris He
OL[IHKY BIJMOBIJHOCTI Ta YCYHEHHS |NMOTpeOye NOOaTKOBHX
PU3MKY 3aBHAaHHS IUKOOM 3J0POB’I0|MaTepialibHUX Ta

aylUTOpiB y Tmpoleci 3AiCHEHHS |iHIIUX BUTPAT 3 OOKY
nepeBipkH  1HO3eMHUX  BHpPOOHHUKIB, |Ccy0’eKTiB
AnbTepHaTuBa 1 |30kpeMa, MiI 4Yac MOIIMPEHHS TOCTPOI|TOCHOapIOBaHHS.
pecnipatopHoi xBopodu COVID-19,
CTIpUYMHEHOI KopoHaBipycoM SARS-
CoV-2;

2) MOXJMBICTb HaJaHHsS IHCTPYKUIi i3
3aCTOCYBaHH$ B €JIEKTPOHHOMY BHTJISII.

Curtyallist 3a1MIINTHCS Ha HasiBHOMY Peanizauis HE
piBHI. notpebye q0AaTKOBUX
MarepialbHUX Ta
AlbTepHaTHBA 2 .
iHmmx Butpat 3 60Ky
cy0’€eKTiB
roCHoJIaproBaHHS.
AabTtepHaTuBa 3 |BincyTHi. BincyTHi.

IV. BwuGip Haii6inbml oONTHMAJBLHOrO aJbLTEPHATHBHOIO cnocoly
AOCATHEHHS LiJeii

3a pe3ynbTaTaMH ONpaLlOBaHHS aJIbTEpHATUBHUX CMOCOOIB NOCSATHEHHS Lijlel
JIEpXXaBHOTO PpEeryJIlOBaHHS 3JiMCHEHO BHOIP ONTHMAJIBHOIO aJIBTEPHATHBHOIO
crioco0y 3 ypaxyBaHHSIM CUCTEMHU OalbHO! OLIHKU CTYIEHS NOCATHEHHS BU3HAYEHHUX
1ije. '

Bapricth 6aniB BU3Ha4Ya€ThCS 32 YOTUPUOAIBEHOIO CHUCTEMOIO OLIIHKH CTyNeHs
JNOCATHEHHS BU3HAYEHUX LiJieH, ae:

4 - i NPUHHATTS PEryJsSsTOPHOTO aKTa, sIKi MOXKYTb OYTH IOCSTHYTI MOBHOIO
Mmipoto (mpobneMa Gibliie iCHyBaTH He Oyne);

3 -uili NpUHHATTS peryjJsTOpHOrO akTa, sKi MOXYTb OYTH JOCSTHYTI
Malike TMOBHOIO Mipoto (yci BaXJIMBI aclieKTH Mpo6ieMu icHyBaTH He OyIyTh);




2 - Ui IPUHHSATTS PEryIATOPHOIO aKTa, Ki MOXYTb OyTH JOCATHYTI YaCTKOBO
(mpobiieMa 3Ha4YHO 3MEHILINTHCS, AESKi BaXIMBI Ta KPUTHYHI aCHeKTH npobneMu
3aJTHIIATECS HEBUPILICHHUMH );

I - Wini NpUAHATTA pPEryNsaTOpPHOro aKTa, sKi He MOXYTh OGYTH JIOCATHYTI
(mpobnema NPoROBXKYE iCHYBaTH).

Pedtunr Ban pesynbrar- | KoMeHTapi 111010 TPUCBOEHHS BiAMOBiAHOrO
pe3yJIbTaTUBHOCTI TUBHOCTI (3a Gana
(OCSATHEHHS LiNeH | YOTHPUOAIBLHOK
miJ yac CHCTEMOIO
PO3B’sI3aHHS OLIiHKH )
npobyiemn)
ITpuiHATTS perynsaTOpHOro akTa € HalbinbIu
3a7I0BINTBHUM Ta e(QEeKTHBHUM CIOCOO0M,
AubTepHaTHBa 1 4 SKMH NO3BOJIUTh NOCATTH Wi JEP’KaBHOIO

perysioBaHHs, BU3HAYEHOI y MyHKTIi 2 aHaj1i3y
PETYJIATOPHOIO BIUIHBY.

AJibTepHaTHBA 2

Taka anpTepHaTHBa [JOCATHEHHS  I1lijeit
JIEPXKAaBHOTO  PEryJIIOBaHHS IpPU3BENE IO
MOCHJIEHHS J1i1 HeraTUBHUX HACJIiIKIB.

AnbTepHaTnBa 3

Taka anbpTepHaTHBa JOCATHEHHS  wijei
NEepXaBHOIO  PEryJIOBaHHS  HENPUHHATHA,
OCKUJIBKH HE€ BIANOBiZa€ BCTAaHOBJEHHM
migxoJaMm IO 3aKOHOTBOPEHHS Ta HOPMO-

MIPOEKTYBaJIbHIN TEXHilIi.

Peittunr Buroau Burparu (niacymok) OO6rpyHTyBaHHS
pe3ynbTaTUBHOCTI | (MiACYMOK) BiIMTOBiTHOT'O MiCI[st
aJIbTEpHATUBH Y
PEUTUHTY
Po3p’sizannsa | Jlns JiepKaBy, |€ HaHOLIBLI
npobieMu TPOMasIsiH,  Cy0’€KTiB|ONTHMANBHOIO  Cepej
Oyne rOCIOAAapIOBAHHS: 3alpONOHOBAHHX
AnbTepnatuBa 1 |fOCATHYTO 3  |peastizalis He |aJIbTepHATHB, OCKUIbKH
MiHIMaJbHUMH |OTpeOyBaTHME Ja€ 3MOTy TIOBHICTIO

pHU3HKaMH. JOJIaTKOBUX BUTpAT. JOCSTHYTH TIOCTaBJIEHOT
LI

BincytHi Jnst JlepKaBu: | 3anpoBaKEHHS
peaiizauis He notpedye|ANbTepHATHBH 2
JOJIaTKOBUX BUTpaT 3[)KOJHHUM  4YHHOM  HE

AnbTepHaTHBA 2 JIEPXKABHOTO GIOJKETY. |HO3BOJHUTH 3a0€3MeUnTH

Hns Cy0’€KTiB | HOCATHEHHS
rocrolaploBaHHs Ta|MOCTaBJIEHOT LiJIi.
IpOMa/JIsH: BUTpPATH




AJabTepHaTnBa 3

HasBHOMY piBHI.

3QTMIIATHCS Ha
HasiBHOMY DiBHi.

Bincythi Hns Jl€pKaBU: | 3apoBaKEHHS
peamisauis He notpebye | AlbTepHATUBU 3
ROJATKOBUX BHUTpPAaT 3|XOJHUM 4YHHOM  He|

IEp>KaBHOTO OIOKETY. |HO3BOJIUTH 3a0€3MeUUTH|

Hns CyO’€KTiB| IOCATHEHHS
rOCIoAaproBaHHs Ta |[TOCTaBJICHOT LILJIi.
rpoMasiH: BUTPATH

3aTMIIATECS Ha

Pedituur

ApryMeHTH L10J10 TIepeBaru
obpaHoT
aJlbTePHATUBH/TIPUYHHU
BiIMOBH BiJl aJIbTEPHATHBH

OuiHka pU3UKY 30BHIMIHIX
YUHHHUKIB Ha Ji10
3aIpONIOHOBAHOTO
PEeryJsiTOPHOro aKTa

AabTepHaTuBa 1

ban pesynpraTuBHOCTI (3a
JOTUPUOATLHOIO  CHCTEMOIO
ouinku) — 4. IpuywHn s
BIAMOBH BiAcyTHi, o6paHa
alnbTepHaTUBa  3a0e3MeYuTh
JIOCSITHEHHS MIiJTi.

BincytHi

AnbTepHaTHBa 2

ban pesynbratuBHOCTI (3a
JOTUPUOATBHOIO  CHCTEMOKO
ouinku) — 1. HemonineHa,
OCKIJNIbKU Taka ajbTepHaTHBa
JNOCSITHEHHS LI Jep>KaBHOTO
peryJitoBaHHS TIpU3Bede 10
MOCHJIEHHS Aii HeraTUBHUX
HACJIAKIB.

BincyTni

AabTepHaTuBa 3

ban pesynsratuBHOCTI (32
YOTUPUOAIBHOIO  CHCTEMOIO
ouinku) — 1. Henmouineha,
OCKIUJIBKH Taka aJlbTepHaTHBa
JOCSITHEHHS! 1IJ11 JepKaBHOTO
peryJroBaHHs HETIPUHHSTHA.,

IloTeHUiiHO TpoekT akTa Oyjue
BiIXHJICHO 3aiHTepEeCOBAHUMHU
LHEeHTpPaJIbHUMH opraHaMu
BUKOHABYOI BNAAM, SK TaKHM IO
HE BIANOBIIAa€  BCTAHOBJIEHUM
MigXofaM A0 3aKOHOTBOPEHHS Ta
HOPMO-TIPOEKTYBaJIbHIA TEeXHiL.

V. Mexanizamu Ta 3axoau, siki 3abe3meuyaTh pO3B’A3aHHA BH3HAYEHOT

npobJiemMu

3a3HaueHa Wb JOCATAETHCS LUIIXOM MPHUHATTS MPOEKTY PETyISATOPHOTO

aKTa.

Opranizaniiini 3aX04 JUls BOIPOBAIHKSHHS PEryIIOBAHHS

JUia  BOPOBAa/KEHHS  PETYJISITOPHOTO

aKTa HeoOXimHO  3a0e3neuuTH




IHbOPMYBaHHA IIIAXOM HOro ONPUIIOAHEHHS y 3aco6ax MacoBoi iHpopMariii,
po3MilleHHs Ha Y psoBOMy mopTalli Ta odinilinomy Be6eaiiti MO3.

ITpuiinsTrs TNIPOEKTY PEryJIATOPHOTO akTa He BIUIMHE Ha mepebir GizHec-
MpoweciB y Cy6’€KTiB rocrofaproBaHHs, OMHAK 3a6€3MeUHTh O3B’ I3aHHS BU3HAYEHOT
MPOOJIEMH Ta CTIPHATUME YCYHEHHIO HEBIANOBIAHOCTI MPaBOBUX (aKTOPIiB BUMOraM
CY4YacCHOCT!.

VI. Ouninka BHKOHAHHSI BHMOT PeryJisiTOPHOro aKTa 3aJIe’KHO Bil
pecypciB, AKHMH PO3NOPANKAIOTLCH OPraHH BHKOHABYOY BJIAJH YH OPraHu
MiCLIeBOT0O caMOBpsIAyBaHHs, (i3H4HI Ta OpuANYHI 0c06H, AKi MOBHHHI
BIPOBA/’)KYBaTH 200 BHKOHYBATH i BUMOIH

PospaxyHok BHTpaT Ha BMKOHaHHsS BHMOT DEryJSTOPHOTO aKTa JUIsi OpraHiB
BUKOHABYOI BJafM YM OpraHiB MiCIEBOro CaMOBpSIyBaHHS, A Cy6’eKTiB
FOCIOJApIOBaHHs  BEJIMKOTO, CEPEJHBOr0, MaJloro MiANPHEMHMITBA 3TiAHO 3
mojaTkamHu 2, 3, 4 1o Meronvky NMpoBeleHHs aHalli3y BILUIMBY PeryisTOPHOrO aKTa
HE MIPOBOJMUBCS, y 3B’SI3KY 3 HACTYIIHUM:

1) nepxasHe perynmioBaHHsS He Nepen0adac YTBOPEHHS HOBOTO JEPXKABHOTO
opraHy (abo HOBOTO CTPYKTYpPHOTO IiAPO3AiLY AiFOUOTo OpraHy;

2) peanizalis peryniATOPHOrO aKra He MOTpeOyBaTHME HOIATKOBHX
OIOIKCTHHX BHTPaT i pecypciB Ha aiMIHICTpYBaHHS pETYMIOBaHHS OpraHaMu
BUKOHABYOI BJIaJ¥ YM OpraHaMH MiCLIEBOTO CaMOBpSlyBaHHS;

3) peaizallis NPOEKTy aKTa He MOTpebye NOAATKOBUX MaTepiaibHUX Ta [HIINX
BHUTPAT 3 00Ky Cy0’€KTIB rOCIIOAapIOBAHHS;

4) BIACYTHICTB CTaTUCTHYHOI iH(poOpMaLil L00:

- BpaxyBaHHs B TMOBHId Mipi ab0 4YacCTKOBO MJOKYMEHTIB, BHJIAHHX
HOTHq)iKOBaHHMH opraHamMH, fKi YIIOBHOBaXK€HI Ha 3JIMCHEHHS OLIHKH
BIAMOBIAHOCTI €BponeiickkuM [upekTiBaM Ta Permamentam, mo perymooTh chepy
0biry Mean4Hux BUpOGiB y €Bpomneiicbkomy CoO3i, CreniatizoBaHO eKCIIEPTHO
opraHizaui€io y cdepi mepxaBHOi peectpauii nikapcekux 3acobie (JlepxaBHe
MANPHEMCTBO «JlepaBHUH eKcrepTHHi ueHTp MiHicTepcTBa OXOPOHH 3XOpPOB’S
Ykpainn»),

- 3aCTOCYBaHHsl OpraHaMH 3 OLIHKM BiANOBIXHOCTI AMCTAHUIRHMX ayauTIB 10
BUPOOHMKIB 3 KPaiH 31 CTPOr0I0 PETYJISTOPHOIO MONiTHKOIO;

- 00’eMH NpoJaxiB MeAMYHUX BUPOGIB Yepe3 mepexxy IHTepHeT aGo mo3a
TOProBeILHHMH 260 0(iCHHMH MPUMILIECHHAMM;

- BXMTTS 3aXO/[iB OpraHaMH JEpP>KaBHOrO PHHKOBOTO HAJISLYy Ta KOHTPOJIIO
oa0 GanbCudikoBaHUX MEIHYHHX BUPOOIB Ta MEAMYHHX BHUPOGIB, CTOCOBHO SKHX
HE BMKOHaHI BUMOTH TEXHIYHHX pETJIAMEHTIB, ajle BUKOPUCTAHHS SIKUX HEoOXiaHe B
IHTEpECcax OXOPOHH 3/10pOB’si;

- CKOpOYeHHS BHTpaT BHUPOOHHMKIB 3a paxyHOK HaJaHHs IHCTPYKLil i3
3aCTOCYBaHHSs B €JIEKTPOHHIH QopMi.

IIpUHHATTS Ta ONPUIIOAHEHHsS IPOEKTY aKTa B yCTAHOBJIEHOMY MOPSIKY
3a0e3MeYnTEL I0BEIeHHs HOro BUMOT 10 CyG’€KTiB rOCMOAAPIOBAHHS, LEHTPATBHHIX
Ta MICLIEBUX OPraHiB BUKOHABYOI BJIajii i OPraHiB MiCLIEBOr0 CaMOBpSsIIyBaHHS.



HocsrHenns Lineit He nepeabayae JOJATKOBUX OpraHi3alliifHHUX 3aXOiB.

TIpHAHATTS PerynaTOpHOro akTa He NpPHU3Bele A0 HEOYiKyBAHHMX pe3yJIbTATIiB
I He MoTpeOyBaTHMeE NONATKOBHX BHUTPAT 3 AEPXKABHOIO GIOKETY.

MosxnuBa wkoaa y pasi o4ikyBaHUX HAaCJIAKIB Iii aKTa He MPOTHO3YEThCH.

JlepxaBHUH KOHTpPONb 3a JOJEPXKAHHSIM BUMOT DEryJisATOPHOrO aKTa Oyne
3abesneueHo MO3, K LEHTPaIbHUM OPraHOM BMKOHABYO! BNAjH, L0 3/IHCHIOE .
yHKUIT TeXHIYHOTO perymoBaHHA y chepi MeaudHUX BUPOGIB, a TAKOX OpraHaMu

AEPKaBHOTO [JEPXXaHOTO DPHHKOBOIrO Harjsly Ta KOHTPOJIO B cdepi MeaMUYHMX
BUpPOOIB.

VII. O6GrpyHTyBaHHS 3aNPONOHOBAHOr0 CTPOKY il peryJisiTOpPHOro aKTa

CTpox nii perynsToOpHOro akTa BCTQHOBIIOETHCS Ha HEOOMEXEHHH CTPOK 3
MOMEHTY HaOpaHHS HMM YHHHOCTI, OCKiJIbKM HEOOXiAHICTh BMKOHAHHS IOJIOXEHb
PEryiasTOPHOTO aKTa € MMOCTiHHOIO.

VIII. BuzHaueHHs NOKAa3HUKIB pe3y/IbTaATHBHOCTI il peryJaTOpHOro akTa

IIporuo3Hi 3HaueHHs MOKa3HHKIB TaKi:

1) xinbkicTh 3BepHeHb 10 MO3 Bix cy6’ekTiB rocrnonaproBanHs (BUPOGHUKIB,
YIOBHOBa)X€HHUX MpPEJCTaBHHKIB, MNpodeciiiHux acouiauiif, opraHiB 3 OLIHKH
BianosigHocTi, [JOBB) mono HagaHHs po3’siCHEHB 3aCTOCYBaHHA HOPM MPHHAHSTOrO
3akony Ykpainu «IIpo MennuHi BUpoOH»;

2) xinpKicTh 3BepHeHb 10 MO3 Bin cy6’ekTiB rocnonapioBanHs (BUPOOHUKIB,
YIOBHOBa)XXEHUX TPEACTaBHUKIB, npodeciiHuX acowianifi, opraHiB 3 OLIHKH
BianosiaHocTi, IIOBB) mono HeoOxinHOCTI BHeceHHs 3MiH MPUMHATOrO 3aKoHY
Ykpainu «I[Ipo MmegudHi BUpoOu»;

3) xinekicTh 3BepHeHb 10 MO3 Bix cy06’ekTiB rocrogaproBanHs (BUpOGHUKIB,
YINOBHOBA)XX€HUX TMpPEACTABHUKIB, MpodeciHHUX acouialiif) IMOXO NpPaBOMIPHOCTI
3aCTOCYBaHHs HOpM IpuiiHsAToro 3akoHy Ykpainnm «IIpo Memuuni BupoGH»
HEHTPAILHUMHU OpraHaMy BUKOHABYO1 BJIaJy.

IIpoBeeHHsT BIACTEXEHHS pPe3yJbTATUBHOCTI pEryJsSTOPHOIO akTta Oyne
3O0IACHIOBATUCS  LUITXOM 30UpaHHS CTATUCTHYHUX JaHWX BiANOBIAHO 110
BHUIIIE3a3HAYEHUX MOKa3HUKIB Ta X aHaJi3y.

IX. BuznauenHsi 3axoaiB, 3a JONOMOrol HAKHX 3AilCHIOBATHMEThCH
BiicTexeHHS pe3yJIbTATHBHOCTI il pery/isiTOpHOro akra

BiacTtexxeHHsl pe3yNbTaTHBHOCTI PErylsTOPHOTO aKTa 3.iHCHIOBAaTUMETHCS
BIANOBIIHO O METONUKH BiACTEXKEHHS pPe3yJbTAaTUBHOCTI PETYJSATOPHOTO aKTa
3aTBep/KeHol nocraHoBoro Kabinety Minictpie Ykpainu Bix 11.03.2004 Ne 308
«IIpo 3aTBepmXeHHS METOAMK MpPOBEJAEHHS aHajli3y BIUIMBY Ta BiICTEXEHHS
Pe3yJIbTaTUBHOCTI PETYJIITOPHOIO aKTay.

ba3zose 8i0cmediceHHsA pe3yJIbTaTUBHOCTI PEryJIsITOPHOTo aKkTa
3aiiicHroBatuMeThest MO3 10 HaGpaHHS YMHHOCTI LMM IIPOEKTOM aKTa LUIIXOM
ONpalllOBaHHS 3ayBa)XeHb Ta MPONO3WLINA, BHCJIOBJIIEHUX IMiJ 4Yac TIPOMaAChKOro
0OrOBOpEeHHS Ta MOTOKEHHS.

Ilosmopue  giocmedsicenHs ~ pe3yJbTATUBHOCTI  pEryJNSTOPHOrO  akTa
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snificHioBatuMerbcss MO3 uepes 1 pik micns HaGpaHHS 9MHHOCTI Ta MPOTITOM
YCBOTO TepMiHy HoOro mil, B pe3ynbTari sKoro BiaGyneTbcs MOPIBHAHHS MOKA3HUKIB
6a30BOro Ta MOBTOPHOTO OGCTeXeHHS. Y pa3i BHUABIEHHS HEBPETYJIBOBAHHX Ta
MPOOJIEMHNX MUTaHb LUIAXOM aHai3y SIKICHMX MOKAa3HHKIB Iii LBOTO aKTa, i
NUTaHHA OyIyTh BPEryJIbOBaHi IUIAXOM BHECEHHS! BiAMOBIIHUX 3MiH.

Ilepioouune  eidcmedicenns.  pe3yNbTATMBHOCTI  PETYISTOPHOTO  aKTa
3nificHioBatuMeThcst MO3 pa3s Ha KOXKHI TPH POKH MOYMHAIOYMM 3 JHS 3aKiHYeHHS
3aXO/AIB 3 IIOBTOPHOTO BiJCTEXEHHS pe3YNbTATHBHOCTI LBOrO aKTa LUITXOM
MOpPIBHAHHSA MOKA3HHUKIB i3 aHAJOMYHMMHM MOKAa3HMKAaMH, IO BCTAHOBJIEHI ITin wac
NIOBTOPHOT'O BiJICTEXXEHHS.

Memoo npoBeieHHs BiICTeXKEHHS pe3yTbTaTHBHOCTI — CTATHCTHYHMIA.

Buo Oanux, 3a [JOMOMOrol SIKMX 3iHCHIOBATHMETBCS  BIiICTEXKEHHS
Pe3yJILTaTUBHOCTI, — CTATUCTHYHI.

Bincrexxenns pe3ynbTaTMBHOCTI pEryJisTOPHOTO aKTa MPOBOAUTHMETHCS
IJIAXOM PO3IVIAAY NPOIO3MUIN Ta 3ayBakeHb BiJ CyG’€KTIB rOCIIOAApIOBAHHS, SKi
Hanifum 1o MO3 npoTaroM ycboro TepmiHy #oro il

Linvosi  epynu: mnpodeciiini acouiauii cy6’€kTiB ToCMOAApIOBAaHHS, IO
3MIACHIOIOTL NisNbHICTE B cepi 06iry MemudHmx BUpOGiB, OpraHH 3 OLIHKH
BINNOBIHOCTI MeIWYHHX BHPOGIB BMMOraM TEXHIYHHX perjlaMeHTIiB, OpraHu
IepXKaBHOTO PHHKOBOT'O HAIJIAAY Ta KOHTPOJIIO.

Bignosinno no crarri 5 3akoHy VYkpaimm «I[Ipo 3acamm  JepiKaBHOT
PEryIsTOpHOI MOJNITHKK y cdepi Trocnoaapchkoi MisSNIBHOCTI® MpPOEKT aKTa
ONPHITFOHEHUH AJIsi TPOMAJCLKOro O6roBOpeHHs Ha oitiitHoMy Be6-caitti MO3 Ta
posicnaHui Ha MOTODKEHHS [0 3aiHTEPECOBAHUX CTOPIH.

[licns npuAHATTS perynstopHoro akrta BiH Gyne omy6iikoBaHHMI y 3aco6ax
MacoBoi iHpopMallii Ta po3Mituenuii Ha caiiti MO3.

Hepwnii 3actynauk MinicTpa
OXOPOHH 310pPOB’sl Y KpaiHu /- Onexkcanap KOMAPIJA

19 >xoBTHSs 2021 p.
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