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Державна регуляторна служба України 

 

Міністерство охорони здоров’я України додатково до листів 

від 22.10.2021 № 24-02/125/99-21, від 19.11.2021 № 125/1/99-21 надсилає 

доопрацьований проєкт Закону України «Про медичні вироби», розроблений 

на виконання Указу Президента України № 369/2021 «Про рішення Ради 

національної безпеки і оборони України від 30 липня 2021 року «Про стан 

національної системи охорони здоров’я та невідкладні заходи щодо 

забезпечення громадян України медичною допомогою». 
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•• 3AKOH YKPAIHH 

IIpo Me.n:wrni B11po611 

"' 0 
l(ei1 3aKOH peryrnoe npaBOBi.LJ:HOCHHH, DOB' 513aHi 3 oco6JIHBOCT5IMH BBe.n:eHH51 B 

o6ir, Ha.n:aHH51 Ha pHHKY a6o BBe.n:eHH51 B excnnyarauiro Me.LJ:l11IHHX BHpo6iB, 
Me.n:11qHJ1X BHpo6iB .LJ:JI51 .n:iarHOCTHKH in vitro, aKTHBHHX Me.n:11qHJ1X BHpo6iB, 51Ki 
iMnJiaHTYIOTh, .LJ:OTIOMi)l(HHX sacofiia no HHX. o=-- m= 

<O!!!!!!!!!!!!!!! 
(O 
w POJAiJI I 

3ArA~hHIIlO~O)KEHHR 

CTaTTH 1. 3aKOHOA3BCTBO npo MeAH1-rni BHp06H 

3aKOHO.LJ:aBCTBO npo Me.n:11qHi BHpo6H CKJia.n:aE:TbC51 3 m.oro 3aKOHY i 
HOpMaTHBHO-npaBOBHX aKTiB, ~o nourn.pJOJOThC51 Ha npaBOBi.LJ:HOCHHH y cdiepi o6iry 
Me.n:JiqHJ1X BHpo6iB. 

CTaTTH 2. BttJna1.1eHHH TepMiHiB 

y UhOMY 3aKOHi TepMiHH B)l(HBaJOTbC51 B TaKOMY snaseani: 
aKTHBHHH Me.LJ:W:IHHH BHpi6 - 6y.n:h-5IKH.H Me.n:11qHH.H BHpi6, pofiora 5IKOro 

saneaorrs Bi.LJ: Ha5IBHOCTi .LJ:)l(epena enexrpu-nrol eneprii a6o 6y.n:h-51Koro imuoro 
.LJ:)l(epena eneprii, KpiM fiesrtocepernn,o renepoaaaoi JIJO.LJ:ChKHM opraniaaosr a6o 
CHJIOJO T5I)l(iHH51 (rpanirauii); 

aKTHBHHH Me.LJ:JiqHJIH BHpi6, 5£KHH iMnJiaHTYJOTh - aKTHBHHH Me.LJ:HqHHH BHpi6, 
npnaaaseaaii .ll:JI5£ TIOBHOro a6o -racrxonoro BBe.n:eHH5£ B TiJIO nauicnra xipypri-nnna 
qJi iHIIIHM Me.n:11qHJ1M IIIJI5£XOM a6o xepea rtpupoztnm! OTBip, mo TIOBHHeH . . 
3aJIHIIIaTHC51 B TlJil IT1CJI51 3aKIH1IeHH51 npouezrypa BBe.n:eHH5I; 

BHpi6, rrpH3HaqeHJ1H .LJ:JI5I ouimcn xapaKTepHCTHK - BHpi6, IIpH3HaqeHHH 
BHp06HHKOM .LJ:JI5[ rtposenemra nan HMM O.LJ:HOro a6o 6iJihIIIe .11:0CJii.LJ:)l(eHb 
xapaKTepHCTHK nnpotiy B nafioparopiax, ~o rrpOBO.LJ:5ITb Me.n:JiqHi aaanian, a6o B 
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::: 

inumx HaJie)l<HJIX YMOBax 3a Me)KaMH Moro BJiacHHX npaviurem.; 
.[(HCTaHI.J.iMHHM ayznrr - npoaeztenns ouimor nizmoaimrocri Me,nuqHHX BHpo6iB, 

mo 3.[(iMCHIO€TbC51 opraHOM 3 011,iHKH sizmoainaocri 3 BHKOpHCTaHH5IM 

impopMaU,iMHHX Ta KOMyHiKau,iMHHX TeXHOJIOriM; 
.[(OIJOMi)l<HHM sacif - BHpi6, mo He € Me,n:J-IqmrM BHpo6oM, ane npaana-reanii 

BHp06HHKOM cneuiansno .[(JIJI 3aCTOCYBaHHJI pa3OM 3 Me,n:J-IqHJ1M BHpo6oM )lJIJI 
naneacnoro BHKOpHCTaHmI raxoro nnpofiy 3a rrpH3HaqeHH5IM; 

iHCTpYKUi51 i3 3aCTocyBaHH5I - indiopvanis, 5IKa Ha,naE:TbC5I BHpo6HHKOM .[(JI5I 
iH¢opMyBaHH51 KOpHcTyBaqa BHpo6y rrpo Moro rrpaBHJihHe BHKOpHCTaHH5I Ta rrpo 
6y)lh-51Ki sanofiiacni 3aXO)lH, 51Ki cnin B)KHTH; 

xnini-rai )lOCJii)l)KeHH51 - 6y)lh-5IKe CHCTeMaTHqHe )lOCJii)l)KeHH51, mo 
3)liMCHI-0€TbC5I nin xac BHKOpHCTaHH5I Me)l11qttoro nnpofiy 3a rrpH3HaqeHH51M O)lHHM 
a6o KiJihI<OMa CIJO)KHBaqaMH, MeTOIO 5IKOro € ouinxa fiesrtesu a6o excnnyarauiiimrx 
xapaKTepHCTHK sapofiy; 

KOM6iHOBaHHM BHpi6 - BHpi6, 'repaneera-ma ,ni51 51KOro .[(OC5IraE:ThC5I 3a 
paxyaox nocnnanna Me,n:11:qHoro nnpofiy Ta nixapcsxoro sacofiy; 

Me,n:11:qHJIM BHpi6 - y 3araJihHOMY straxeaai 6y,nh-51KHM incrpysrenr, anapar, 
npnnan, npncrpiii, nporpasme aatiesnesenns, MaTepian a6o iHIIIHH s11pi6, mo 
3aCTOCOBYIQTbC51 .HK oxpevo, TaK i B noezmanai Mi)K co6mo (BKJIJOqaIOl.JH nporpaxrne 
3a6e3neqeHH51, nepenfiaxene BHpo6HHKOM .[(JI51 sacrocyaaaas cneuiansno )lJI51 
,niarHOCTJ1qHJIX ra/afio TeparreBTJ,IqHHX uineii Ta neofixizme )lJI5I naneacnoro 
¢YHKUiOHYBaHH51 Me,[(Ht.JHOro snpofiy), npnaaaxeni BHpo6HHKOM )lJI5I 3aCTocyBaHH51 3 
MeTOJO safiesnesemra )liarHOCTHKH, npotpinaxrmca, MOHiTOpHHry, rriKyBaHH51 a6o 
norrernremrs rrepe6iry xsopofia nauicnra B paai 3axsop10BaHH51, )liarHOCTHKH, 

. . . . 
MOHlTOpHHry, mKyBaHH51, nonerurenns CTaHy rrarncnra B past TpaBMH l.{J,f 

iHBaJii,nHOCTi a6o Ix xoxmencauii, )lOCJii)l)KeHH51, 3aMiHH, BH)l03MiHIOBaHH51 a6o 
ni)lTpHMYBaHH51 aaaroxrii l.JH tpiaionori-moro npouecy, KOHTpOJIJO npouecy 
sannimreuna Ta ocHOBHa nepenfia-rysarra .n.iR 5IKHX B opraaiavi a6o Ha oprania« 
JIIO.[(HHH He .[(OC51raE:TbC51 3a )lOIJOMOrOIO ¢apMaKOJioriqHHX, iMyHoJioriqHHX a6o 
MeTa6orriqHJ1X sacotiis, arre ¢YHKUiOHYBaHHIO 51KHX ratci 3aco611 MO)KYTb crrpH51TH; 

Me,n:J-IqHJ1M BHpi6 .[(JUI ,niarHOCTHKH in vitro - Me,D.11qHJ,fH BHpi6, 3OKpeMa 
pearenr, xanifiparop, KOHTpOJibHHH MaTepiarr, nafiip, iHCTpyMeHT, anaparypa, 
o6na,n:HaHH51 a6o CHCTeMa, mo 3aCTOCOBYIQTbC51 5IK OKpeMO, TaK i B IJOC)lHaHHi Mi)K 
cofioro i mo npasnaaeai BMp06HMKOM )J.JI51 3aCTOCYBaHH5I in vitro .[(JI5I nocninacemot . . . 
3pa3KlB, 3OKpeMa 3pa3KlB KpOBI 1 TKaHMH, OTpMMaHMX 3 opraH13MY JlJO)lMHH 
BHKJIIOl.JHO ( a6o 3 OCHOBHOIO MeTOI-0) )lJI51 O)lep)I<aHH51 itt¢opMauii': 

crocosao tpiaionori-nroro a6o naronori-moro crarry; 
CTOCOBHO apozraceaoi anovanii; 
.D:JI51 B113Hal.JeHHJI 6e3TieKH i cyMiCHOCTi 3 IJOTeHuiaJihHHMH peujmicnraua; . . 
.[(JI51 MOHITOpHHry TepaneBTHqHJ1X 3aXO)llB; 
Me,n:Ml.JHMM BHpi6 .ll:JIJI caMOKOHTporrJO - BHpi6, npM3HaqeHHH BHp06HHKOM )J.J151 

caMOCTiHHOro BHKOpMCTaHH51 B )J.OMaIIIHix YMOBax; 
Me,n:Hl.JHHH BHpi6, npH3Hal.JeHHH )J.JI51 KJiiHiqHJ1X nocninaceas - Me,n:11qHHH BHpi6 

(xpir« Me,n:Hl.JHHX BHpo6iB .D:JI51 )liarHOCTHKH in vitro), npasnaxenaii )lJIJI 
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BHKOpHCTaHH51 Me,n:J-IqHJ,JM rrpar..1:tBHHKOM, 51KHH Mae simtoaimry xaanirpixauiro, run 

xac nponenenns KJilHlqHJ,IX )],OCJii)],)KeHb; 

nerrpodieciiiaaji xopncrysa-r - oco6a, 51Ka He Mae ocpiuivmoi' m,n:roTOBKH s 
rresniii ranysi qJ,I 3 rreanoi )],HCIJ:J,IITJiiHH; 

01.liHKa xapaKTepHCTHK - fiyzrs-axe CHCTeMaTJ,IqHe )],OCJil)],)KeHH51 
xapaKTepHCTHK B nafioparopixx, mo npononars Me,n:wrni aaanisn, a6o B inunrx 
HaJie)KHHX YMOBax 3a Me)KaMH BJiaCHHX npnviuiem, anpofimnca MeTOIO 51KOro ( 
ouinxa 6e3rreKH a6o eKCITJiyaTaI.IiHHHX xaparcrepncrnx Me,n:ttqHoro unpofiy )],JI51 
,n:iarHOCTHKH in vitro; 

nporpeciinre BHKOpHCTaHH51 - BHKOpHCTaHH51 Me,n:J-IqHJ,JM rrepconanov aaxnazry 
oxoponn snopos '51, 51KHH Mae cneuiansny ocniry Ta npoiimos nim-oromcy urono 
npouenyp i3 BHKOpHCTaHH51M Me,n:J-IqHJ-IX nnpofiia Ta iHCTpyMeHTapiIO )],0 HHX; 

cy6'eKTH cpanhcHcpiKauii' - IOptt,n:JPrni a6o cpi311t.JHi ocofiu, npn-terni .110 

BlffOTOBJieHH51, rrp:11,n:6aHH51, nepeaesenaa, nepecnnanaa, 36epiraHH51 3 MeTOIO 36yTy 
a6o 36YT cpanbcHcpiKoBaHoro Me,n:J-IqHoro unpofiy; 

cpaJihCHq:>iKoBaHHH Me,n:J-IqHHH BHpi6 - YMHCHO ninpofinenaii 'ra/afio 
npoMapKOBaHHH, snacninox noro CTBOpIOeTbC51 XH6He Y5lBJieHH5l rrpo: i1:oro . . . 
J)],eHTHt.JHICTb, rraKyBaHH51, MapKyBaHH51, Ha3BY, KOMITJieKTHICTb, )],)Kepeno 

llOX0)],)KeHH51, y TOMY q:11cni zrani rrpo Bllp06HHKa, zrepacany BHp06HHI.ITBa, ziepacaay 
ITOX0)],)KeHH51 a6o icropiio CTBopeHH51, y TOMY t.JHCJii zrani Ta )],OKyMeHTll rrpo 
BHKOpHCTaHl llIJI51XH ITOCTaBOK. 

Tepvin «nixapcsrorii saciti» B)KHBaE:TbC5l y 3Hat.JeHHi, HaBe)],eHOMY y 3aKOHi 
Yxpainn «Ilpo nixapcsxi sacoon», repnia «fiioixmnarrrara» - y 3Hat.JeHHi, 
HaBe)],eHOMY y 3aKOHi YKpai'HH «Tlpo 3aCTOCyBaHH51 rpaHCITJiaHTauii' aHaTOMit.JHllX 
MaTepianiB JIIO)],HHi», TepMiHH «noronip», «noronip, YKJia)],eHHtt Ha Bi)],CTaHi», 
«norosip, YKJia,n:eHHH IT03a roproaensanvn a6o ocpicHHMH npttMimeHH51MH», 
«sacoon .IJ:HCTaHI.IittHoro 3B, 513KY», «cnoxoraaa» - y 3Hat.JeHH51X, HaBe,n:eHHX y 3aKOHi 
YKpai.HH «Ilpo 3aXHCT rrpas CI10)KJ-IBat.JiB», repjrimr «KOpHCT)'Bat.J», «He6e3ITet.JHa 
nexapucsa rrpozryxuia» - y 3Hat.JeHH5lX, naaeneanx y 3aKoHi YKpai'H:11 «Ilpo saransuy 
fieane-micrt, nexapsosoi npozryxnii», TepMiHH «BHp06HHK», «BBe)leHH51 B o6ir», 

. . . . . 
«BBe,n:eHH51 B excnrryaranno», «Ha,n:aHH51 Ha pHHKY», «OI.IlHKa Bl.IJ:I10B1.IJ:HOCTI», «opran 
3 ouiHKJ-1 ninnonizmocri», «opran, mo npaana-rac», «p03ITOBCI0.IJ:)KYBat.J», «rexni-nrnii 
pernaverrr», «yrroBHOBa)KeHHH npencraamrx» - y 3Hat.JeHH51X, HaBe,n:eHHX y 3aKOHi 
YKpai'HH «Ilpo TeXHiqHi pernaaenrn Ta 01.liHKY Bi,n:noBi.IJ:HOCTi», TepMiHH 
«,n:ep)KaBHHH KOHTPOJib npozryxnii», «nepacaamrii pHHKOBHH HarJI51)l» - y 3HaqeHH5IX, 
naaenennx y 3aKOHi YKpai°HH «Ilpo ,n:ep)KaBHHH pHHKOBHH HarJI51)l i xonrporn, 
uexapsosoi npozryxnii», TepMiHH «saxnazt oxoponn anopos '51», «Me,n:J-IqHa 
)],OITOMOra» - y 3HaqeHH51X, HaBe,n:eHHX y 3aKOHi Yxpannr «OCHOBJ-1 3aKOHO,IJ:aBCTBa 
YKpai'HH rrpo oxopony azropoa's». 

CTaTTSI 3. Crpepa )lfi 3a1wtty 

1. ,l:(i5I 3aKOHY TTOI.lIHpIOeTbC5I Ha Me,IJ:Ht.JHi BHpo6H, Me,IJ:llt.JHi Bllpo6v1 ,IJ:JI5l 
znarnocrnxa in vitro, axrnnni Me,n:ttqHi Bllp06H, 51Ki ismnarrryiori., )lOITOMi)KHi 
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sacofin, BHpo6H, npaaaaseni )])I5I OQiHKH xapaKTepHCTHK, Me,r:i:HqHi BHpo6H, 
rtpnaaaseni ,[(JI5I KJilHlqHHX ztocnizracenr., KpiM BH,[(iB rrpozryxuii, BH3HaqeHHX y 
-racttori zrpyriji uiei CTaTTi. 

,n:rr5I nineii nsoro 3aKOHY ,[(OITOMi)KHi sacofia posrnanarorscs 51K Me,r:i:HqHi 
BHp06H. 

2. ,n:i51 3aKoHy He noumproersca Ha: 
1) nixapcsxi sacofia, y TOMY qHcrri nixapcsxi sacotia, anpofineui 3 xposi 

JII-0,[(HHH Ta ITJia3MH xposi (npenaparis KpOBi), Ha 51Ki noumpI-OE:TbC51 ,r:i:i51 3aKOHY 
YKpai'HH «Ilpo nixapcsxi sacofia»; 

2) KOCMeTHqHy npO,[(y'KQiI-O; 

3) anarovi-mi xrarepiana, Ha 51Ki noumpI-OE:TbC51 ,r:i:i51 3aKOHY Yxpainn 
«Tlpo sacrocysanns TpaHcnnaHTaQii' anarovivnax MaTepiania monnni», 

4) xapxoai npoztyxrn y TOMY lIMCJii ,r:i:iE:TH'-IHi .n.o6aBKM, Ha 51Ki noumpI-OE:TbC51 
)].i5I 3aKOHY YKpai.HH «Ilpo OCHOBHi npHHQHTTM Ta BHMOrH )].0 6e3neqHQCTi Ta 51KOCTi 
xapnonnx npO)].y'KTIB»; 

5) BHpo6H saram.norratioparopnoro npH3HaqeHH51, 51Kmo 'raxi BHpo6H 33 
CBOi°MH xapaKTepHCTHKaMH He npaana-reni BHpo6HHKOM cneniarn.ao )].JI51 
BHKOpHCTaHH51 nin xac niarnocra-nroro )].OCJii)].)KeHH51 in vitro; 

6) BHpo6H, npastraseni mnne ,[(JI5I H3}'KOBO-)].OCJTi,r:i:mrx po6iT Ta M3l0Tb . . 
B1)].TTOBl)].He M3pKyaaHH5I. 

CTaTTH 4. KJ1ac114>iKauiH Me,u11qH11x snpotiia 

-== o- 0= ... = 
1. Knacmpixania Me,r:i:HqHHX BHpo6iB 

3aCTocyaaHH5IM xpnrepira Ta npaBHJI, 51Ki 
pernawearax. 

Meznorni BHpo6H, 33 BHKJII-OqeHH51M aKTHBHHX Me)].HqHHX BHpo6iB, 51Ki 
iMnJiaHTYI-OTh, Me,r:i:HqHHX BHpo6iB ,[(JI5I ,r:i:iarHOCTHKH in vitro, no.n.iJI511-0TbC51 Ha KJiaCH 
I, Ila, 116 i III. 

y pasi BHHHKHeHH51 Hey3rO,[()KeHOCTi mono xnacadiixauii Me)].HqHHX BHpo6iB 
OCTaToqHe piuremra npHHMae QeHTpaJJbHHH opran BHKOHaBqoi' BJJ3,[(H, mo rpopuyc Ta 
peaniaye ,r:i:ep)K3BHY nonirnxy y ctpepi rexai-nroro peryJII-OB3HH5I Me)].J1l-lHHX BHpo6iB. 

2. 51xmo BHpi6 E: KOM6iHOBaHHM Ta CKJI3)].3E:TbC51 3 Me)].HqHoro nnpofiy Ta 
MiCTHTb 51K HeBi)].'E:MHY qacTHHY pesomory, mo B pasi oxpevoro BHKOpHCT3HH51 
MO)Ke po3rJI5I,[(aTHC5I 51K nixapcr.rorii sacifi, y TOMY ql{cJTi nixapcstorx sacotiis, 
BHpo6neHHX 3 xposi JIJO)].HHH Ta TTJI33MM xpoai (nperraparia xpoai), B 3HaLJeHHi 
3aKOHy YKpai'HM «Ilpo nixapcsxi sacofia», i zria 51KOro Ha opranissr Jll-0)].MHH E: 
)].OTTOMi)KHOI-0 Bi)].HOCHO ,r:i:ff Me)].Hl.JHOro snpofiy, TO T3KMH BHpi6 E: Me)].Hl.JHHM 

BHpo6oM y snaaenni QbOrO 3aKOHy. 
51Kmo ,r:i:i51 raxoi pesoamra E: OCHOBHOI-0, a He )].OTTOMi)KHOI-0 Bi)].HOCHO zrii 

Me,r:i:HqHoro sapofiy, TO T3KHH KOM6iHOB3HHH BHpi6 E: rrncapcsxm« 3aco60M y 
saauermi 3aKoHy YKpai'HH «Ilpo nixapcsxi sacofin», a Ha Me,r:i:nqHMH BHpi6 y cxnazri 
'raxoro B11po6y rronnrptocrsca .n.i5I usoro 3aKoHy. 

3,[(iHCHI-OE:TbC51 BHp06HHKOM 13 
BCT3HOBJIIOI-OTbC51 y TexmqHHX 
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BKa3aHe ninrsepnscyersca BMCH0BK0M cneuianisosaaoi excneprnor 
opranisanii y crpepi nepacanaoi peecrpauii rrixapcsrorx sacofiis urozto ecpeKTHBHOcTi, 
6e3rreqHocTi Ta sxocri nixapcsxoro sacofiy, y T0MY -nrcni nixapcsxoro sacofiy, 
napotinenoro 3 xposi JIIO.UHHH Ta IIJia3MH KpOBi (npenaparis xpoai), 5IKHH Ha.n;a€TbC5I 

w 
0 

o 
ai= 

"'"""""""' "'"""""""' w 

::: 

opraay 3 onirnor ainnonizmocri nin nae 3.UiHCHeHH5I ouiaxn aizmoaimrocri 
Me,n;HqHoro snpofiy B -racrmri nepeaipxa npoexry. 

Cneuianisoaana excneprna opranisauia y crpepi ztepxcaaaoi peecrpauii 
nixapcsxnx aacofiia nin qac posrnsny K0MIIJieKry .UOKyMeHTiB .UJJ5I Ha.n;aHH5I 'raxoro 
BHCH0BKY M0)I(e spaxoaysaru B IIOBHiH Mipi a6o qacTK0B0 ceprarpixar nepeaipxn 
npoexry a6o piurenna, 5IKi HOMY neperryaamr, BH.UaHi HOTmpiKOBaHHMH opraaavu, 
5IKi ynoanonaaceni Ha 3.UiHCHeHH5I ouimca sizmoainaocri BHMOraM ,lJ;HpeKTHBH Parra 
€C ai.n; 14 qepBH5I 1993 poxy M~ 93/42/€EC a6o Pernaverrry (€C) 2017/745 
€BponeHCbKOro IIapnaMeHTY Ta Pa.n:11 sin 05 xairns 2017 po Ky CT0C0BH0 
KOM6iHOBaHoro anpofiy. 

CTaTTSI 5. Ouimca Bi):UlOBi.UHOCTi 

1. Ouinxa aizmoaizraocri Me,n;HqHHX BHpo6iB 3.UiHCHIO€TbC51 Bi.n;noBi.LJ:HO zto 
3aKOHY YKpai'HH «Ilpo rexaixai pernaveara Ta ouimcy Bi.LJ:TTOBi.LJ:HOCTi» 3a 
BHKJIJOqeHH5IM 6ioiMnJiaHTaTiB, ouinxa sinnoairntocri 5IKHX 3,UiHCHl0€TbC51 
nizmoairmo .[(0 BHM0r II0p5I.UKY BHr0T0BJJeHH5I, K0HTp0JIIO 5IKOCTi Ta o6iry 
6ioiMrrrraHTaTiB, aarnepzrscenosry Ka6iHeToM Minicrpis YKpai'HH . 

2. Ilin -rac nposeztenaa ouimor Bi.[(TTOBi.UHOCTi Me,uHqHHX BHpo6iB, 3a 
BHKm-oqeHH5IM Me.[(HqHHX BHpo6iB, HaBe.[(eHHX y xacrnni rperiii CTaTTi 5 usoro 
3aKOHY, opranasr 3 ouimor Bi.LJ:TIOBi,UHOCTi .U03B0JJ5IE:TbC51 3aCT0C0ByaaTH znrcranuitini 
ayzurrn )],JI51 BHpo6HHKiB 3 xpaur 3j crporoto perynsropnoro noniTHKOIO, a cave: 
nepacaan-unean €sporreHChKoro Co103y, Cnonyxeni Illrarn AMepHKH, 
Il.lseriuapcsxa Kompenepauis, 5Irrotti51, Aacrpanix, Kanana. 

BHKOpHCTaHH5I opraaosr 3 oninxa Bi.LJ:TIOBi.D:HOCTi .UHCTaHU:iHHHX ay.UHTiB 
BHpo6HHKiB Me,n;HqHHX BHpo6iB M0)I(e 3.[(iHCHJOBaTHC51 Ha .uo6poBiJJhHiH OCHOBi 3a 
B3aE:MH0IO 3r0.[(0JO Mi)I< opranov 3 ouinxn aizmoaizmocri Ta BHp06HHKOM Me.[(W-IHHX 
BHpo6iB. Ilpn Ub0MY piaeas ptt3HKY CT0C0BH0 .UOCTOBipHOCTi 0TpHMaHHX ,uaHHX nin 
nae npoaertemrs ayznrry Mae 6yTH npHHH5ITHHM .UM OOB. 

3. ,lJ;ncTaHIJ:iHHi ay.[(HTH BHpo6HHKiB He 3aCT0C0BYJOTbC51 opraaaxnr 3 ouiaxn 
Bi.[(TIOBi.[(HOCTi .[(0 Me.LJ:HqHHX BHpo6iB III xrracy, aKTHBHHX Me.[(W-IHHX BHpo6iB, 51Ki 
iMIIJiaHTYJOTb, TaKHX Me,n;Hqmrx BHpo6iB .LJ:JI5I .uiarHOCTHKH in vitro: 

pearerrrn Ta ix np0.D:YKTH, BKJIIOqa10q11 Bi.[(TTOBi.UHi xanifiparopn i KOHTpOJJhHi 
MaTepianH .LJ:M BH3HaqeHH51 rpyrnr xposi 3a CHCTeMaMH ABO, diaicropav» pcsyc (C, c, 
D, E, e) Ta arrnr-Kenn; 

pearerrrn Ta ix rrp0.IJ:YKTH, BKJJI-QqaJOqJ,I aizmoainni xanifiparopn i KOHTpOJJhHi 
MaTepiaJIH .LJ:M BH5IBJieHH5I, ni.LJ:TBep.[()I(eHmI Ta xinsxicnoro BH3HaqeHH51 y spaaxax 
JJIO.UHHH MapKepia Bl.Il-inrpexuii (HIV 1 i 2), T-rriMcporponHoro sipycy n10.u11HH Ii II 
Ta renarnria B, Ci D; 

TeCTH .LJ:JI5I CKpHHiHry xposi, .uiarHOCTHKM Ta rri,UTBep.u)I(eHH5I sapianra XBOpo6H 
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CTaTTSI 6. Oco6JJHBOCTi npozraacy MeLJ:H'-IHHX BHpo6iB 

Ha Me.l{Jflrni a11po611, rrp11.n:6aHi lllJI5IXOM yxnazraans noroaopy rrosa 
'roprosem.moaa a6o ocpiCHHMll rrp11MimeHmIMJ1 a6o ztoroaopy Ha nincrani 3a 
.l{OIIOMOrOI0 sacofiia .l{HCTaHI.i:iHHOro 3B '5I3KY, IIOlllHpI0E:TbC5I zris usoro 3aKoHy. Taxi 
Me.n:wrni BHpo6H BBO.l{5lTbC5I B o6ir Ta/a6o excnrryarauiro y pasi .lJ:OTPHMaHH.51 BHMOr, 
3a.z:i:aHJ1X y TeXHiqHJ1X pernaxierrrax. 

Ilpasa CIIO)KHBaqa, mo rrpnzfiaaac Me.n:i,1qHJ1H BHpi6 lllJI5IXOM yxnanamra 
ztorcsopy II03a TOproBeJibHHMH a6o ocpiCHHMH npHMimeHH5lMJ1 BH3HalleHi y CTaTTi 
12 3aKoHy YKpai'HH «Ilpo 3ax11cT rrpas CIIO)KHBaqia». 

Ilpasa CIIO)KHBaqa, mo npnnoasac Me.z:i:11qm1H BHpi6 lliJI5IXOM yxnananns 
rroroaopy Ha nincrani 3a .l{OIIOMOr0I-o aacofiis )J,HCTaHuiiiHoro 3B'5I3KY B113Ha4eHi y 
crarri 13 3aKOHY YKpai'HH «Ilpo 3aXHCT rrpas CTIO)KHBalliB». 

CTaTTSI 7. KJJiHi'-IHi LJ:OCJJi;::i:meHHSI Ta 01..dHJca xaparcrepncrmc 

Krrini-mi .n:ocrri.n:)KeHH5I ra/afio ouinxa xapa1<TepHCTHK rrpOBO.l{51TbC5l 3 MeTOI0 
BCTaHOBJleHH5l a6o ni.l{TBep.IJ,)KeHH5l 6e3neqHOCTi Ta ecpeKTHBHOCTi Me.l{H4HHX 
BHpo6iB. 

I1oBO.l{)l(eHH5l 3 Me.z:i:11qHJ1Ml1 BHpo6aMH, mo 3aCTOCOBYI0TbC5I .l{JI5[ npoacnenas 
KJiiHiqHHX aanpotiynam, nixapcsxax sacofiis, peryrnoerscs 3aKOHOM Yxpanm «Ilpo 
nixapcsxi sacofin». 

Jlopsnox rrposezteaan KJIIHl4HHX zrocninacein, Me.l{MllHHX BHpo6iB 
BH3Ha4a(TbC5I uenrpansmea opranosr BHI<OHaB4oi' anazm, mo dropvye Ta peanisyc 
ztepacaaay nonirmcy y cdiepi rexni-nroro pcrymosanns Me.z:i:ttqH11x unpotiia 3 
ypaxyaaansv BllMOr, 3a.l{aHHX y TexmqHHX pernaxretrrax. 

Ilopanox rrpoaeneaas onimcn xapaKTepHCTHK Me.l{WIHHX BMpo6iB .l{JI5I 

.n:iarHOCTHKH in vitro BH3HaqaeTbC5I u:eHTPaJJbHHM opranov nnxoaaaxol anazm, IUO 
rpopvye Ta peanisyc zrepacaany nonimxy y cdiepi rexnisnoro peryn1OBaHH5I 
Me.l{M4HHX BHpo6iB 3 ypaxyaanassr BHMOr, sananax y TeXHiqHHX pernaweirrax, 

CTaTTSI 8. Me;::i:H'-IHi BHp06H, CT0C0BH0 SIKHX He BHKOHaHi BHM0rH 
TeXHi'-IHHX pernaerenriu 

Ha.n:aHH.51 Ha pHHKY ra/afio B11KOp11CTaHH.5l 3a rrpH3Ha4eHH5lM BBe.l{eHHX B o6ir y 
nopazncy, aaraepnzcenony Ka6iHeToM MiHicTPiB YKpai'HH, Me.z:i:11qH11x snpofiie, . . . CTOCOBHO 5IKHX He BHKOHaHl BHMOrH TeXHJ4HHX pernaverrna, ane BHKOpHCTaHH5I 
5IKHX rreofixizme B inrepecax oxoponn 3.l{OpOB '5[' .l{03BOJI5I(TbC5I 6e3 npOX0.l{)KeHH5I 
rrpouenypn ouimor Bi.l{IIOBi.l{HOCTi Ta MapKyBaHH5I nauionarn.nav 3HaKOM 
Bi.l{TTOBl.l{HOCTi zio 3aKiH4eHH5I crpoxy ix rrp11.n:aTHOCTi, BH3HaT..JeHoro BHpo6HHKOM. 
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CTaTTSJ 9. <l>aJibCH<l>hrnBaHi Me.r.Hqffi BHpo6H 

1. 3a6opomI€TbC5I BBe)leHH5I B o6ir 'ra/afio B eKCIUiyaTaU:iJO, pO3TIOBCJO)l)KeHH5I, 
cpaJibCHcpiKOBam,i:x Me)lWIHHX BHpo6iB. 

2. y pasi BHHHKHeHIUI y pO3TIOBCJO)l)KyBaqa o6rpyHTOBaHHX nizicras BBa)KanI 
Me,n:HqHi BHpo6H cpaJibCHq_)iKOBaHHMH, TO raxi BHpo6H p03rJI5I)laJOTbC5I 5IK 
ncreuuiimo netiesne-ma nexapvosa npoztysuia. 

Po3TIOBCJO)l)KyBaq 3060B '5I3aHJIH )lOTPHMyBaTHCb HOpM, BCTaHOBJieHJIX y 
cTaTT5IX 9 Ta 10 Saxony Yxpaiaa «II po saransay Gesneuaicrs nexapsosoi 
npozrysuii». 

3. Cy6'cKTH cpaJibCHcpiKau:ii' HeCYTb unaim.ny, a,n:MIHICTPaTHBHY a6o . . . . . 
KpHMlHaJibHY numoautam.mcrs ariznro 3 qJ1HHHM 3aKOHO)laBCTBOM. 

4. ,n:o cpaJibCHq_)iKOBaHHX Ta inumx Me)lWfHHX BHpo6iB, 5IKi p03rII5I)laJOTbC5I 5IK 
nefieane-ma rrpozryxnis, 3acTocoByJOTbC5I HOpMH 3aKoHy Yxpanm «Tlpo Bl,IJI)'1-leHH5I 3 
o6iry, nepepofixy, YTHJii3aU:iJO, 3HHIIJ:eHIDr a6o nonansnre BHKOpHCTaHH5I aeaxicnoi 
Ta neriesnesnoi nponyxnii». 

CTaTTSJ 10. Pexnama 

,II:o3BOJI5I€TbC5I pexnasra Me)lWIHHX anpofiis Bi)lTIOBi)lHO no 3aKoHy YKpai'HH 
«Ilpo pexnavy» Ta iHlllHMH HOpMaTHBHO-npaBOBHX aKTiB. 

CTaTTSJ 11. ,I1;ep:maBHHH pHHKOBHH narrrnn i rconrpom; 

~ 3,n:iHCHeHH5I nepzcaaaoro pHHKOBoro narnszry Ta zrepzcaanoro KOHTPOJIJO 3a 
npozryxnieio 3)liHCHJO€TbC5I Bi)lTIOBi)lHO no 3aKoHy YKpai'HH «Ilpo )lep)KaBHHH 
pm-IKOBHH HarJI5I)l i KOHTPOJib nexap-roaoi npoztyxuii». 

,II:ep)KaBHHH pHHKOBHH HarJI5I)l IIJ:O)lO Me,n:11qHJiX BHpo6iB, CTOCOBHO 5IKHX He 
BHI<OHaHi BHMOrH TexHiqHHX pernaaetrrin, arre BHKOpHCTaHH5I 5IKl1X neofixizme s 
irrrepecax oxopomr 3)l0pOB '51, 5IKi BBe,UeHi B o6ir y nopsnxy, 3aTBep)l)KeHOMY 
Ka6iHeTOM MiHiCTpiB YKpai'HH, 3)liHCHJ0€TbC5! nearpansme« opranojr BHKOHaBqo'i' 
snaznr, 5IKHH 3,UiHCHJO€ .uep)KaBHHH pHHKOBHH HarJI5I,U y crpepi Me,UJiqH}[X BHpo6iB Ta 
)lOITOMi)KHi sacofin zto HHX, aKTHBHHX Me,UHqHHX BHpo6iB, 5IKi ixmrranryrort., 
Me)lWIHHX BHpo6iB )lJIJI ,n:iarHOCTHKH in vitro Ta ix )lOTIOMi)KHHX sacofiis, aizmoaizmo 
no 3aKoHy YKpai'HH «Ilpo sararrsny 6e3neqHiCTb ncxapsoaoi rrpoztyxuil». 

Bnpo6HHU:TBO (BHrOTOBJieHH5!) Me,UJiqHI,iX B11po6iB cy6'€KTaMH 
rocnonaptosaanx MO)Ke 6yTH 3YITHHeHO TIOBHiCTJO a6o qacTKOBO BHKJifOqHo 3a 
pimenaasr cyzry B rrop5I.UKY, nepenfia-renosry Ko,n:eKCOM a)lMIHICTPanrnttoro 
cyno-mncraa YKpai'HH. 

CTaTTSI 12. Incrpyrcuin i3 33CTocyBaHHSI 

1. Bmrorn IIJ:O)lO ssricry iHCTPYKU:ii' j3 3aCTocyBaHH5I Me.u11qH11x B11po6iB 
BCTaHOBJilOIOTbC5I y rexm-max pernaxrenrax. 
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2. Ha,naHH5I iHCTPYKUil i3 33CTOCYB3HH5I MO)Ke Bi,npi3H5ITHCb B 33Jie)KHOCTi aizt 
xmnesoro K0pHCryBaTJa: 

1) Me,nwmi BHpo6H, B T0MY TJHCJii JJ:JI5I caM0K0HTP0JIJO, rrpH3HaTJeHJ 
BHpo6HHKOM JJ:115! BHK0pHCTaHH5I nerrporpecijimoa xopacryaa-rera B ,noManrnix 
YM0Bax; 

2) Me,nwrni BHpo6H, rrpasnascni BHpo6HHKOM ,nmJ rrpodieciitnoro 
BHKOpHCTaHH5I. 

Incrpyxnis i3 3aCT0CYBaHH5I Me,n11qHoro snpofiy JJ:JI5I aenpodieci HHoro 
xopncryaa-ra Ta rrpotpeciiororo BHK0pHcTaHH5I Ha,naE:TbC5I y nancpoaiii ra/afio 
eJieKTpOHHiH cpopMi y TaKHH crroci6: 

1) Ha,naHH5I 6e3KOillTOBHOrO renerpomroro H0Mepa, 3a 5IKHM MQ)KH3 3B, 513aTHC5I, 
mof 0TpHMaTH iHCTPYKUiJO i3 3aCT0CyBaHH5I cpaKCOM, II0illT0lO a6o eJieKTp0HH0lO 
ITOlIITOJO; 

2) Ha,naHH5I iHCTPYKUii' xepea ocpiuiifHHH cairr anpofiaaxa a6o 
ynosnosaacenoro rtpencrasanxa; 

3) Ha eJieKrp0HH0MY nocii iHcpopMauil; 
4) poanoscronaceans qepe3 Micuesy opraniaauiro 36yTy. 
Incrpyxnis j3 3aCT0CYBaHH5I JJ:JI5[ Me,nHqHHX BHpo6iB, 51Ki cneuiam.no 

rrpnaaa-reni BHp06HHKOM JJ:115! BHK0pHCTaHH5I y Micui Ha,naHH5I Me,n11qHoi' JJ:0IT0M0rH, 
Ha,naJOTbC5I 3 KQ)KHHM BHpo6oM y nanepoairi ra/ario enexrponniri cpopMi. 

3MiCT iHCTPYKUil j3 33CT0CyBaHH5I B nanepoaiii Ta Bi,nMiHHiH Bi,n naneposoi 
cpopMi € i,neHTHTJHHM Ta BHKJia,na€TbC5I i3 ,norpHM3HH5IM 3aKOHY YKpai'HH «Ilpo 
3a6e3IIeTJeHH5I cpyHKUioHyBaHH5I yxpaincsxoi M0BH 5IK rtepacaanoi». 

3. ,[(115! incrpyxniji i3 3aCT0CYBaHH5I y cpopMi si,nMiHHitt ain naneposor 
BHpo6HHK aafiesnevyc: 

1) ,nocTyrrHiCTb rpopuary cpaif11y, HaJie)KHHH )].H3aHH Ta cpyttKUiOHYBaHH5I 
iHCTPYKUiH i3 33CTocyBaHH5I ,ll,JI5I ncix nociia Ta aacofiis Ha,naHH.51, ix saninauno Ta 
aepmpixauiro B pasrxax CHCTeMH KOHTpOJilO 5IKOCTi, po3rJI51)]. Ta yrrpannimra 
pH3HK3MH, IIOB '5133HHMH 3 Ha,naHH51M incrpyxuiit i3 3aCTocyBaHH51 y cpopMi Bi,nMiHHiH 

ain naneponoi, mo rrepenipacrscn opranosr 3 ouimcn aizmoaiznrocri B rrpoueci 
. . . . . 

rrpoaenenns npouenypn 0UlHKH BlJJ:II0BlJJ:H0CTl y paai 3a11yq:eHH5I; 
2) iarpoperyaauax KOpHCTyBaTJiB 3a )].0II0M0r0JO xaranory ra/afio MapKyBaHH5I 

anpofiy ra/afio 6y,nh-5IKoro innroro nizmoainnoro rrosinosorenaa rrpo Te, uio 
incrpyxuis j3 3aCTocyBaHH5I 6y,ne Ha,naBaTHC.51 iHlIIHMH cnocofiavn, rrpo 3MiHH no He'i 
Ta JJ:)Kepe11a ff 0TpHMaHH.51; 

3) Ha,naHH5I naneposoi sepcii incrpyxuii 13 3acTocyBaHH5I Ha 3arr11T 
K0pHcTyBaTJa Ha 6e30IIJI3THiH OCHOBi; 

4) 3aXHCT ,naHHX. 

CTaTTSI 13. Flononacenna 3 Me,UH'-IHHMH Bttpo6aMH nia qac 3MiHH crarycy 
oprany 3 ouiuxn Bi,UITOBi,UHOCTi 

3a YM0BH YKJia,naHH5I ztoroaopy 3 iHlIIHM opranor-r 3 ouinxn uizmoainaocri Ta 
npoaenennaxr BTJaCHHX HarJI5IJJ:0BHX ayznrris JJ:03B0JI5I€TbC5I Ha,naHH.51 Ha pHHKY ra/afio 
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Bl1KOpI1CTaHIDI 3a rrpI13HaqeHH.SIM BBe,neHHX B o6ir Me,z:i:I1qHJ.1x BI1po6iB, .rJ:JUI OUIHKH . . . . . . . 
Bl.rJ:IIOBI.rJ:HOCTI 5IKI1X sanysaaca opran 3 OUIHKH Bl.rJ:IIOBl.rJ:HOCTI, IIpI13HaT.JeHH5I 51KOro 
6yno npnsyrraaeao, aaynsosaao, cxoposeao crpepy rrpI13HaT.JeHH5I opranov, II.J.O 
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1. BHeCTH 3MiHy zto afisauy IIIiCTHa,nu5ITOro qacTHHH rrepuroi CTaTTi I 3aKoHy 
YKpai'HH «Ilpo safiearresemrs canirapnoro Ta eninexci-raoro 6rrarorro11yqq51 
nacenenna» repnin «o6'eKT .z:i:ep)KaBHoi· canirapno-eniztevionor-iunor excneprmn» 
(Binosrocri Bepxosnoi Pann Yxpaina, 1994 p., N2 27, CT. 218 i3 nacryrnmv« 
3MiHaMH:), BH:KJiaBIIIH: iforo B TaKiH pcnaxnii: 

«06' E:KT ,z:i:ep)KaBHoi' cauirapao-eninevionori-mot excneprnsn - 6y,nb-51Ka 
aism.nicrs, TeXHOJiori5I, npcnyxuis Ta CHpOBH:Ha, KpiM Me,n:HT.JHHX BI1po6iB, 
Me,z:i:HqHJ,JX BI1po6iB .rJ:JI5I .z:i:iarHOCTHKH in vitro, aKTHBHHX Me,z:i:11qHHX BHpo6iB, 51Ki 
iMTTJiaHTYIOTb, peanisanis ( cpyttKUiOHyBaHH5I, BHKOpHCTaHH51) 5IKHX MO)Ke IIIKi,n:JIHBO 
BIIJIHHYTH Ha 3.rJ:OpOB '5I Jll-0.rJ:HHH, a TaKO)K niro-ri 06, E:KTH y annamcax, KOJIH rx 
IIIKi.rJ:JIHBHH BTTJIHB BCTaHOBJieHO B npoueci cpyHKUiOHYBaHH51 (BHKOpHCTaHH51), a 

TaKO)K y pasi 3aKiHqeHH51 BCTaHOBJieHoro repviny ,z:i:ii' BHCHOBKY nepscaanoi' 
canirapno-eninevionori qHoi' excrrepraan ;». 

2. Ileii 3aKoH nafinpae T.JHHHOcTi 3 .rJ:H5I, nacrynnoro 3a ,n:HeM i1:oro 
orrytinircyaaaaa, Ta BBO.rJ:HTbC5I B ztiro xepea TpH MiC51Ui 3 .rJ:H51 Ha6paHH51 HHM 
l.JHHHOCTI. 

3. Kafiinery Minicrpis YKpai'HH: 
1) rrpOT51rOM IIIeCTH MiC5IUiB 3 .rJ:H51, nacryrmoro 3a ,n:HeM orrytinircyaanns usoro 

3ar<oHy: 
rrpHBeCTH CBOi' HOpMaTHBHO-rrpaBOBi aKTH y sinnoairmicrt, j3 UHM 3aKOHOM; 
3a6e3TTeT.JHTH nepernan Ta npnaeneana ueHTpaIIhHHMH opranasm BHKOHasqo'i 

nnana Ix HOpMaTHBHO-rrpaBOBHX aKTiB y ninnoaiznrictt, i3 UHM 3aKOHOM; 
2) 3a6e3rreqJ-ITH BBe,neHIDI B zriro ninnoainnnx HOpMaTHBHO-rrpaBOBHX aKTiB 3 

.rJ:H51, HaCTYTTHOro sa ,n:HeM Ha6paHH5I l.JHHHOCTi usoro 3aKoHy. 

roJIOBa 
Bepxonnoi Pana Y1<:pa'iHH 



IlORCHIOBA~bHA3AilMCKA 
)J;O npocxry 3aKouy Yxparnu «Ilpo Me)J;w-rni nnpofin» 

1.MeTa 

MeToJO rrp:vi:ttH5ITT5! 3aKoHy Yxpamu «Tlpo MeJJJ1YHi sapofia» (nani - npoexr 
3aKOHy) € ycyHeHH5I acnexrin o6iry MeJJ:HYHMX aupofiin, 111.0 He aperynsoaani y 
"l.Jl1HH0MY 3aKOHOJJ:aBCTBi YKpai"HM. 

2. Ofirpyrrryeauna neotixinuocri npHHHHTTH axra 

ITpoE:KT saxony YKpa1m1 «Flpo MeJJ:MYHi snpofia» pospofineno 3 MeToJO 
nanexcaoro BMK0HaHH5I YKa3Y Ilpeaanen ra YKpa·1H11 N2 369/2021 «Tlpo piurenns Pana 
nanionansnoi 6e3neKM i o6opOHM Yxpauu: nizt 30 JIHITH5! 2021 poxy «Tlpo CTaH 
nauiouansnoi CMCTeMM oxoponn 3JJ:0p0B15! Ta HeBiJJ:KJiaJJ:Hi 3aX0JJ:l1 111.0JJ:0 3a6e3neYeHH5! 
rpoMaJJ:5IH YKpai"HM MeJJ:WIH0JO JJ:0IT0M0r0JO». 

llpOE:KT 3aK0HY pospofineao 3a peayrn.raravu uapann, 111.0 si.z:i:6yJiaCb 14.09.2021 
s nparaintenni MO3, 3a yxacri sacrymmxa Torroaa Paznr nauionansuoi 6e3neK11 i 
ofiopona Yxpaum 0. Conosaona, npencrasnnxia AMep11KaHChK01 roprinensaor 
naJTaTH B Yxpami, €sporrei1chKo"i Eisnec Acouiauii, Acouiauii «Oneparopu pHHKY 
MeJJ:W-IHMX aupofiin», Acouiauii opranis 3 ouimor sinrtoainaocri, Ha 5IKiH BI13HaYeH0 
nepenix rnrrans crpepn o6iry MeJJ:HYHHX anpofiia, 5IKi norpefiyrort, aperyrncsanns Ha 
pinn: saxony. 

,I:(o np0E:KTY 3aK0HY BKJII0l.JeH0 H0pMM 111.0JJ:0 iMnJieMeHTau:i"i no aauionansnoro 
3aK0H0JJ:aBCTBa TI0JI0)I<eHb KoHBeHu:i10 Pana €sponH npo ninpofineuns MeJJ:HYHo"i 
nponyxuii Ta noziifini 3JI0l.Jl1HH, 111.0 aarposcyrori, oxoponi 3JJ:0p0B '51 (3aKOH y xpaiau N2 
4908-VI si.z:i: 07.06.2012), 5!Ka nafipana l.JHHHOCTi JJ:JI5! YKpai"HH 3 1 ciYH51 2016 poKy 
(nani - KoHBeHU:i5! Menixpaav), a TaKmK H0pMH npasonoro noxyaerrry €sponei1cbKO"i 
Kovicii si.z:i: 09 6epe3H5! 2012 poxy N2 207/2012, onytinixonaaoro s Ocpiu,ii1HoMy 
sicHHKY €sporrei1chKoro Co103y I. 72/28 aizt 10 6epe3H5I 2012 poxy, Ta xepianoro 
noxyverrry €sporrei1chKO"i Kovicii MEDDEV. 2.14/3, penaxuis ain 01 ciYH5I 2007 
poxy. 

3. Ocnonni no.noacenna npocicry aicra 

llpOE:KTOM aaxony BCTaH0BJieH0 HOBi TepMiHH, 30KpeMa, «MeJJ:HYHi sapofin» y 
3araJihH0MY 3Hat.JeHI-Ii, «KOM6iHOBaHHH BHpi6», «<paJibCH<piKOBaHHH MeJJ:W-IHHH BHpi6», 
«cy6'E:KTI1 cpaJibCl1<piKau:i"i», TaK0)I( Ha pisenr, 3aK0HY BHHeCeH0 TepMiHH, 5IKi aapaai 
BCTaHOBJieHi y TexHit.JHl1X pernaxreirrax, samepnacenax TT0CTaH0BaMH Kafiinery 
Minicrpis Y1<pa·iHH ain 02.10.2013 N2 753 «llpo aaraepznxeuua Texai-raoro 
pernavenry 111.0.z:i:o Me.z:i:111.JH11x snpofiis», sin 02.l0.2013 N2 754 «Ilpo aaraepnacemrs 
Texni-moro pernaveirry utozto MeJJ:Hl.JHHX BHpo6iB JJ:JI5! .z:i:iarHOCTHKI1 in vitro», 
nin 02.10.2013 N2 755 «llpo 3aTsepmKeHH5I Texni-moro pernaraeirry 111.0.z:i:o aKTHBHHX 
MeJJ:W-IHI1X supofiia, 5!Ki iMrrJiaHTYJOTb» (nani - rexni-mi pernaverrru), 
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BcTaHOBJieHo Kp11Tep11 IT0llIHpeHH5I 3aK0H0,ll,aBCTBa utozto nixapcsxnx aacofiis 
a6o Me,ll,WIHHX BHpo6iB no KOM6iHOBaHHX BHpo6iB (rrOC,ll,HaHH5I Me,ll,111-rnoro aapotiy Ta 
nitcapcr.xoro sacofiy). 

Cneuianisouaniii excneprniti opraaisanii y crpepi ztepxcaanoi peccrpauir 
nixapcsxnx sacofiin (,[(ep)KaBHe ninnpacvcrso «,[(ep)KaBHHH excneprnnf uerrrp 
Miaicrepcrna oxoponn 3,UOpoB'51 YKpai

0

HH») nanauo npaso spaxosyaara B ITOBHiH 
xripi a6o LJaCTK0B0 ,ll,0KyMeHTH, BH,UaHi HOTmpiKOBaH11M11 opranaxor, 51Ki ynOBHOBa)KeHi 

Ha 3,ll,ittcHeHH51 ouiaxn Bi,ll,ITOBi,ll,HOCTi cspoueacsxna ,[(HpeKTHBaM Ta Pernauearasr, 
uto perymororr, crpepy o6iry Me,u11qH11x BHpo6iB y €Bponei1cbKOMY Co103i. 

Opraaaxr 3 ouinxa Bi,unoBi,UHOCTi nanano npaao nin -rac nponenenus ouiuxn 
BiJJ.TIOBi)],f-IOCTi 3aCT0C0ByBaTH ,[{HCTaHu:ii1:Hi ay)].HTH ,[{0 BHpo6H11KiB 3 xpaur 3i crporoio 
peryn5IT0pH0IO ITOJiiTHKOIO, a cane: J].ep)KaBH-1.fJieHH €BponeHCbKOro Corosy, 
Cncny-reai Illrarn Asrepaxa, Illneiiuapcsxa Koudienepauis, .5InoHi.SI, Ascrpanis, 
Kanazta. 

,[(mr Me,[{11qH11x BHpo6iB, rrpHJJ.6aHHX -repea Mepe)KY Iarepner a6o IT03a 

roproaensmnor a6o otj:>iCHHMH rrp11MillJ,eHH5IMH, BCTaH0BJieH0 neooxinnicn, 
,[{0Tp11MaHH51 BHM0r, 3a,uaHHX y TexmqHHX pernavenrax. 

Crsopeno 3aKOHO,UaBqi nincrasn )],JI.SI po3p06K11 H0pMaTHBH0-npaB0BHX aKTIB 

llJ,0,[{0 KJiiHiqHHX ztocninxcem, Ta ouimor xapaKTepHCTHK Me,uI1qH11x B11po6iB. 

Bperynsoaano ITHTaHH51 IT0B0)J)KeHH.SI 3: 

- Me,[{HqHHMH BHpo6aMH, nio 3aCT0C0BYJ-OTbC.SI )],JI.SI rrposenenna KJIJHJY:HHX 
snnpofiynam, nircapcsxnx aacofiis B Yxpauri. 

- Me,UHl.fHHMH BHpo6aMH, CT0C0BH0 .SIKI1X He BI1KOHaHi BI1M0fH TexHil.fHI1X 

perrraxrerrrin, arrc BHK0pHCTaHH51 5IKHX neofixizme B itrrepecax oxoponn 3.UOpoB'.SI, .SIKi 

6yn11 BBeJJ.eHi B o6ir 6e3 ouimor BiJJ.ITOBi,uHocTi nin -iac now11peHH.SI rocrpoi 

pecniparopnoi xsopofia COVID-19, cnpn-mneaor xopcnasipycou SARS-Co V-2. 

3aKna.n:eHO nepenynona CTBopeH0 aaxceni nepacaanoro BTTJJI1BY Ha o6ir 

cpaJibCHCpiKOBaHHX Me,[{11qHJ1X BHpo6iB, 30KpeMa, BH3HaY:eH0 einrtoainansuicri, 3a 

BBe,[{eHH.SI B o6ir ra/aoo B excnrryarauiro, p03IT0BCIO,U)KeHH.SI, q:>aJibCI1q:>iKOBaHI1X 

Me,IJ,11q1;i,rx BHpo6iB. Bperynsoaano YTHJii3au:i10 q:>aJibCHcpi1<0BaHI1X Me.LJ:HY:HHX anpofiin 
Ta Me.z:i:11qHHX BHpo6iB, 51Ki p03fJ15I.LJ:aIOTbC51 51K nefiesnc-ma npoztyxuia. 

O6Me)KeHO neperrix Me.z:i:11qHJ1X B11po6iB, 51Ki .LI:03BOJJeHi zto peKJiaMyBaHH.SI. 

BH3HaqeHo 3aKOHO.LJ:aBl.fi H0pMH, 51Ki 3aCT0C0BYIOTbC.SI no Me.LJ:Hl.fHHX BI1po6iB, . . . 
CT0C0BH0 5IKH:X He BHK0HaHl BHM0fH rexm-mux pernaxrerrrtn, ane BHK0pHCTaHH.SI 5IKHX 
neofixirnre B inrepecax oxopona szropoa'n. 

B11po6HHKaM nazrano npaso uanaaarn incrpyxuii i3 3aCTocyBaHH5I Me,ll,Hl.fHHX 
BHpo6iB y cpopMi, Bi,IJ,MiHHiM Bi,ll, naneponoi. 

BcTaHOBJJeHo H0pMy llJ,0.LJ:0 IT0B0.LJ:)l(eHH5I 3 Me,IJ,11qHHMl1 B11po6aM11 nizt -rac 3MiH11 

crarycy oprany 3 onimoi Bi.n:rroBi.LJ:HOCTi (np113yn11HeHO, aHyJJb0BaH0, CK0p0YeH0 
cdiepy rrpH3HaqeHH5I, T0I.lJ,0 ). 
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y CYHYT0 H0pMy I..IJ:0,[1,0 ,lJ,0Be,l],eHH51 6e3ITeLJHOCTi Me,l],11LJHl1X aapofiis WJ151X0M 
OTp11MaHH5I canirapao-riricaisnoro BHCHOBKY (zteperyrrauia, OCKiJibKl1 BKa3aHe 
3,lJ,iHCHI-OE:TbC51 nizt qac nponeztenus oniaxa Bi,lJ,nOBi,l],HOCTi). 

MexaHi3MOM posa' 513aHH51 nepeninennx acnexris crpepn o6iry Me,l1,J1l.JH11x 
sapofiia ofipauo npHHH51TT51 ranysesoro 3aKoHy YKpai'HH. 

4. Ilpanoai acneicra 

Y ,lJ,aHiJ1: crpepi npasonoro perymonanns ,lJ,iI-OTb raxi uopraarnano-upasoni aKTH: 

Yrozta rrpo acouiauiro Mi)K YKpa'iHoI-O, 3 ozurici croponu, Ta Caponencsxns, 
CoI-030M, Csponeticr.xm« cniBTOBap11CTBOM 3 aTOMI--IO.i eneprii i 'ixHiMH ,l1,ep)KaBaM11- 
l.JJ1eHaMH, 3 imnoi cropona, paT11<piK0BaHo 3aKOHOM YKpa'iH11 N2 1678-VII 
Bi,l], 16.09.2014; 

KoHBeHUi51 Paznr €spon11 npo ni,l1,p06JieHH51 Me,l],HLJHOi' npoztyxuii Ta I10,l],i6Hi 
3JI0LJHHH, mo sarpcoxyrors oxoponi sncpon '51 (3aKoH Y Kpa'iH11 N2 4908-VI 
Bi,l], 07.06.2012), 51Ka nafipana LJHHHOCTi ,l],1151 y Kpai'H11 3 1 ci LJH51 2016 po Ky (KOHBeHUi5! 
Meztixpaioa); 

KoHcT11Tyu,i51 YKpai'H11; 

3aKoH YKpai'HH «OcHOBH aaxouoztaacraa YKpa'iHH npo oxopouy snopoa's»; 

3aKOH YKpai'HH «Flpo rexni-nri pernaraerrru Ta ouiaxy Bi,lJ,ITOBi,l],HOCTi»; 

3aKOH YKpai'HH «Flpo nixapcsxi sacotin»; 

3aKOH YKpa'iHH «Tlpo 3aXHCT npas CI10)Kl1BaLJis»; 

3aKOH YKpai'HH «Tlpo aararn.ny 6e3ITeLJHiCTb nexapnoaoi npoziyxuii»; 

3aKOH YKpai'HH «Flpo ,[1,ep)KaBHHll p11HKOBl1H HarmI,l], i K0HTp0Jib HexapLJOBO'i ... . 
rrponyxun» Ta lHllJHMH H0pMaTHBHo-rrpaB0BJ1MH aKTaMJ1. 

5. <l>iHaHCOBO-eKOHOMil.JHe ofirpyrrryaatma 

Tip11J1:H51TT51 Ta peanisania noJI0)KeHb rtpoexry saxony He norpefiyc BHTpaT 3 
,[1,ep)KaBH0ro Ta xricuennx 61-0,l],)KeTiB. 

6. II03HU,iSI 3aiHTepeCOB3HHX CTOpiH 

TipoE:KT 3aK0HY I10Tpe6ye nposezieans ny611il.JHHX KOHCYJibTau,ii1 3 MeT0I-0 
rpovancsxoro ofirosopeuna. 

TipoE:KT 3aKOHY He CTOCYE:TbC5! I111TaHb cpyHKUioHyBaHH5! r-ncueaoro 
caMoBp51,l1,ysaHH51, rtpas Ta irrrepecis 'reparopiansuirx rporaazi, Micuesoro Ta 
perionanr.noro po3BHTKY, coniansno-rpynonoi crpepn, rrpan oci6 3 ineaninaicrio, 
rpyaxuiouynanna i 3aCTocysaHH51 yxpanrcsxoi M0Bl1 51K ziepacaaaof, T0MY He I10Tpe6ye 
norO,l],)KeHH51 3 ynoBHOBa)KeHHMH npe,l1,CTaBHJ1KaMJ1 BceyKpa'iHCbKJ1X acouiauiii oprauis 
Micuesoro caMOBp5!,l1,yBaHH51 l.Jl1 Bi,l],ITOBi,lJ,HHX opranis Micuesoro caMOBp51,l1,yBaHH51, 
yrroBH0Ba)KeHHX npe,l1,CTaBHI-iKiB sceyxpatucsxax nporpcninox, 'ix o6'e,[I,HaHb Ta 
nceyxpanrct.xnx ofi'czmam, opranisania pofioroztasrria, Yp51,l1,0Boro ynoanoaaacenoro 3 
npas oci6 3 iHBaJii,l],HiCTI-0 Ta BceyKpa'iHCbKJ1X rpovancsxnx opranisauia oci6 3 
iHBaJii,l],HiCTI-0, Ix cniJIOK, Ynonnonancenoro i3 3aXHCTY rtepxcaenof M0Bl1. 
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ITpoeKT 3aKOHY He CTOCYE:TbC5I crpepn uayxosoi Ta HayKOBO-TexHiYHO"i 
ni51JibHOCTi, TOMY He ITOTpe6ye rrorO)],)KeHH5I 3 HayKOBHM KOMiTeTOM Hauiouansnoi 
pazm 3 rnrram, p03BI1TKY HayKM i TeXHOJIOritt. 

ITpoeKT saxony norpetiyc norozracenns 3 MiHicTepcTBOM eKoHoMiKH YKpa"iHH, 
MiHicTepcTBOM nnyrpiumix cnpaa YKpa"iHM, MiHicTepcTBOM diiaaacia YKpa"iHH, 
MiHiCTepCTBOM umpposor rpancrpopvauir YKpa"iHH, )],ep)KaBHOIO peryJI5ITOpHOIO 
cnyzcfioto YKpai"HM, YnoBHOBa)KeHHM Bepxoanoi Pan11 YKpa"iHH 3 npas mozinun, 
)],ep)I<aBHOIO CJIY)K60IO YKpai"HM 3 JiiKapCbKI1X aacofiis Ta KOHTpOJIIO 3a HapKOTHKaMH, 
)],ep)I<aBHOIO CJIY)K60IO YKpai"HM 3 TIMTaHb 6e3neLIHOCTi xapYOBHX nponyxrin Ta 
3aXHCTY CTIO)IUIBalflB. 

ITpoeKT saxony ITOTpe6ye nposenenns npasosoi eKcnepTI13I1 MiHiCTepCTBOM 
IOCTHUii" YKpai"HM. 

7. Ouimca einnoaiaaocri 

y npocxri saxoay YKpai"HI1 MiCT51TbC5I ITOJIO)KeHH51, uio CTOCYIOTbC51 306os'513aHb 
y cqiepi caponeacsxoi irrrerpauii. 

Binnonirmo no qacTMHM 1 cra'rri 56 Yroztn npo acouiauiio Mi)K Yxpauroio, 3 
onHie"i CTOpOHI1, Ta €BponettCbKI1M COI030M, €BponettCbKI1M cniBTOBapHCTSOM 3 
aTOMHoi" eaeprii i "ixHiMM nep)KaBaMM-YJleHaMH, 3 imuoi CTOpOHH, paTHcpiKOSaHOIO 
3aKOHOM YKpai·H11 Bin 16.09.2014 N2 1678-VII), Yxpaura s)rrnsae neofixizntux aaxo.aia 
3 MeTOIO nocrynonoro noc5IrHeHH5I ainnoainnocri 3 TeXHiLIHI1MH pernavenrava €C Ta 
CHCTeMaMM crannaprnaanii, MeTponori"i, axpezurrauir, pofiir 3 ouimor ninnoaizmocri Ta 
pMHKOBoro irarnany €C Ta 3060B' 5I3YE:ThC5I noTPHMyBaTHC5I npMHUHTiiB Ta npaKTHK, 
smctartemrx B aKTyaJihHHX piweHH5IX Ta pernaraetrrax €sponettchKoro CoI03y. 

Binnoninno no nyHKTiB 2.16, 2.17, 2.18 nonaTKY III no rnasa 3 posniny IV 
sxasanof nmne Yroztn BI13HalfeHo, uio npOT5IrOM TpbOX poxis 3 narn Ha6paHH51 
q11HHOCTi niero Yroztoro TIOBl1HHi 6yTH 3nittcHeHi aaxozui 3 aztarrrauii 3aKOHonasCTBa 
YKpa'iHM no 3aKOHonaBCTBa €sporrettCbKOro Corosy, 30KpeMa, uiono MenHYHHX 
BHpo6iB, Men}fl-lHI1X BI1po6iB nJ15I niarHOCTHKH in vitro, aKTHSHHX Menw-IHHX aupofiin, 
5IK1 lMrrnaHTYIOTh. 

3rinHo 3 BI1KJianeHI1M BHW:e Ta Ha nincrasi YaCTHHH 1 CTaTTi 5 3aKOHY Yxpauru 
«Ilpo rexui-nn pernaveirra Ta ouiaxy sizmoainnocri» Ka6iHeToM Minicrpis YKpa'iHH 
aarrponaroxeno TexHiLIHe peryrnosanna s crpepi MenHLIHHX snpofiin WJI.SIXOM 
npttttH5ITT5I nocranoa Kafiinery Miuicrpis YKpai"HH sin 02.10.2013 N2 753 «IT po 
3aTBepn)I<eHH5I Texni-moro pernar-ierrry utono MenHYHI1X snpofiia», sin 02.10.2013 
N2 754 «Tlpo 3aTsepn)I<eHH51 Texni-moro pernaneury utorto Men111-1H11x snpofiia ,un51 
niarHOCTHKH in vitro», Bin 02.10.2013 N2 755 «Tlpo 3aTBep,n)KeHH51 Texni-moro 
pernaraetrry mono aKTl1BHHX Menw-IHHX snpofiis, .SIKi iMnJlaHTYIOTh» (ztani - TeXHiYHi 
perrravenrn). 

Texni-mi pernaaenra pospofineao Ha ocnoai )],11peKT11s11 Pan1-1 93/42/€EC 
sin 14.06.1993 npo Men11LIHi np11J1an11, )],11peKTHSH Pan11 sin 20.06.1990 npo 
I-Ia6JimKeHH.SI 3aKOHiB ztepacas-vneain npo aKTHBHi Me,UMlfHi npnnazm nJI51 isrnnarrrauici 
N2 90/385/€EC, )],xpeKTHBH 98/79/€C €sponettcbKoro ITapJiaMeHTY Ta Pan11 
sin 27.10.1998 npo Men11i.i:Hi niarHOCTMLIHi aacofin in vitro. 
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Pa30M 3 THM, y crpepi Me,r:niqmfX BI1po6iB Ha51BHi acnexrn, 51Kl He 0X0ITJleH0 

HOpMaMH 3aKoHy Yxpanra «Ilpo 'rexnixai pernaraeu nr Ta ouiuxy Bi.nrroBiLI.HOCTi» Ta . . rexm-nnrx pernaaeirnn. 

y npoexri 3aK0HY niztcyrni IT0Jl0)KeHH51, LLI.0 CT0CYIOThC51 npaa Ta csotion, 
rapaHT0BaHHX KOHBeHu.ieIO rrpo 3aXI1CT npas Jl10)],11Hl1 i 0CH0B0IT0J10)1(HJ1X CB06o.n, 

BITJlHBaIOTb Ha aafiesncseaaa piBHI1X npan Ta M0)I(JlJ1BOCTeH )KiHOK i 40JlOBiKiB, 

MiCT5ITh p113HKI1 BqHHeHH51 xopynuiamrx npasonopyurem, Ta npasonopyurens, 
IT0B '513aHHX 3 xopynuiero, CTB0pIOIOTb nincrasa )],Jl51 )],11CKp11MiHau.i'i. 

' Fpovancsxa aarmcopynuirina, rpcvancsxa aHTI1)],HCKp11MiHau:ii1Ha Ta 
rpovancsxa reanepno-npaaoaa e1<crrepT11311 He npononnnacs. 

ITpo€KT 3aK0HY ITOTpe6ye Ha)],CHJiaHH51 )],0 Hauionansnoro areHTCTBa 3 ITHTaHb 

aanofiiraans xopynuii )],JI51 BH3HaqeHH51 neofixinnocri nposeneana aarnxopynuijinoi 
excneprasn. 

3aKOHOITp0€KT ITOTpe6ye aanpaanenns )],0 Yp51)],0BOro orpicy xoopztanauir 
€Bporrei1chKOi' Ta €BpoaTJiaHT11qHoi· inrerpanii Cexperapiary Kafiinery Miaicrpis LI.J151 

nponeneana eKcnepTH311 Ha ninnonizmicrs 3060B1513aHH5IM Y1<pai
0

Hl1 y crpepi 
€Bponei1ChKOi' inrerpauii, y TOMY -mcn! Mi)l(Hapo.nHo-npaBOBHM, Ta npasy 
€nponei1chKoro Co103y ( acquis €C). 

8. Hpornos peayrn.rarte 

Pearrisauia npO€KTY 3aKOHY MaTHMe nrtmray Ha pHHKOBe cepe)],OBHLLI.e, 
3a6e3neqeHH51. saxacry npas Ta irrrepecis cyfi'exrin rocnonaprosaaax, rpoMaLI.51H i 
zrepacana. 

BnJII1B Ha iarepeca sainrepeconannx cropia: 

3aiHTepecoBaHa 

CTOpOHa 

Bnrms 
peanisanir axra 

Ha 

sanrrepecosaay 
CTOpOH)" 

ITo5IcHeHH51 o-tixysauoro BITJIHBY 

Cy6'€KTI1 

rocnonapioaaana IT0311Tl1BHI111 

1) cnpoLLI.eHH51 npoaeneaas npoueztypn oui HKH . . . 
Bl)],TIOBl)],HOCTI WJ15IXOM nposenenas 
)],11CTaHu:ii1HI1X ayznrria; 
2) MO)KmrnicTb Ha)],aHH51 incrpyxuii 13 

3aCTocyBaHH51. B eneKTpOHHOMY Bl1fJ151)],l. 

rpoMa)],51Hl1 IT0311THBHI1H 

1) yHeM0)l(Jll1BJieHH51 IT0TpaITJl51HH51 )],0 nauietrria 
nefieane-moi rpanr.cadiixouanoi nponyxuir; 
2) nponaxc 6e3neqHHX Me)],HqHI1X BI1po6iB -repes 

Mepe)I<y IHTepHeT 

IT03l1TI1BHI1H 

l) ycyHeHH51 HeO)],H03HaqHoro TpaKTyBaHH51 HOpM 
KJ1ac11cpi1<au.i'i Me)],HqHHX BI1po6iB; 

2) CTBopeHH51 saacenis BITJ111BY Ha o6ir 

cpaJ1bCHcpiK0BaHJ1X Me)],114Hl1X BHpo6iB; 

3) .neperyJ151U:i51: ·~· ycyHeHH51 ITO)],BiHHOro 
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nosenenna 6e3nel.JHOCTi Me,n:I-f1-IHl1X B11po6iB; 
4) sperynroeanna peKJiaM11 Me.n:wrn11x snpofiia; 
5) CTBopeHH5I aaxononaa-nrx nincras .[{Jl5I 
po3po6K11 HITA uiono 1rniHi1.JH11x ztocnizracens Ta 
0l.I,IHKl1 xapaKTep11cT11K; 

6) B113Hal.JeHo 3aKOHO,UaBYi nincrasa B)Kl1TT5I . . 
3aX0,ll,1B p11HK0B0ro HarJI51,ll,Y rto BCIX Me,Ul1YHI1X 
B11po6iB He3aJie)KH0 si.n IJJJI5IXY BBe,neHH5I B o6ir; 
7) nperymoaairns rurranns nosozoxeuus 3 

Me,UJ1YHI1Ml1 BI1po6aMl1 nin -rac 3MiHl1 crarycy . . . . 
oprany 3 0IJJHKI1 81,ll,TT0Bl,UH0CTI Ta 3 Me,ll,l1YHI1Ml1 
B11po6aM11, 5IKi 6y;m nseneni B o6ir 6e3 ouimo; 
Bi,ll,TIOBi,ll,HOCTi nin -rac TT0IJJI1peHH5I rocrpoi 
pecniparopaoi xsopofia COVID-19, 
cnp111.J11HeHo"i xoponaaipycov SARS-Co V-2; 
8) Il0Kpaw:eHH51 iMi)].)Ky y xpaur» y 38' 513KY j3 
nizrraepnaceunau zioaipn zro iHCTI1Tyu,ii1: xpain 3j 
crporoio peryJ15IT0pHOIO Il0Jl1Tl1KOIO, a cave: 
.n:ep)KaBJ1-YJieH11 €Bponei1:cbKOro Coiosy, 
Cnony-reai Il.Iraru AMep11K11, Il.lseiluapcsxa 
Koarpcnepauix, 5InoHi5I, ABCT£_aJii5I, Kanazta, 

Peaniaanis npocxry saxony He MaT11Me nnnnay Ha po3Bl1T0K perioma, . . . . 
IIl,ll,BI1W:eHH51 l.Jlf 3Hlf)KeHH51 cnp0M0)KH0CTI TepIIT0ptaJibHJ1X rpossan, pI1H0K npaui, 

pisem, 3aHH5ITOCTi nacenenas, rpovancr.xe 3,UOpOB' 51, IT0Kpaw:eHH51 Yl1 noripIJJeHH5I 
CTaHy 3,ll,OpoB'51 naceneans a6o iiorc 0KpeMHX rpyn; exonoriro Ta H3BK0Jll1IJJHC 
rrpnpoznre cepeztoanute, oficar np11po,nHI1X pecypcis, piscnr, 3a6py.n:HeHH51 
aruocoepnoro IlOBiTp51, soznr, sevens, 30KpeMa 3a6py,nHeHH5I YTB0peHl1MH 
Bl,ll,X0,UaMJ1. 

ITpHHH5ITT51 usoro npocxry saxony ,no3B0JII1Tb ycyuyrn acnexrn o6iry 
Me,UMl.JHl1X sapofiin, uio He sperynsosaai y Yl1HH0MY 3aKOHO,UaBCTBi YKpa"iHH. 

Minicrp oxopoua anopon'n YKpai'un 

202_p. 

~ Bircrop .JHIWKO 



AHAJII3 PErY JlHTOPHOro BilJllIBY 
,no npoCI~TY 3a1~ouy Y1~pai·uu «Ilpo Me,nu1.rni anpofin» 

Ha nincrasi -ciacnrntt 1 cra'rri 5 3aKoHy Yxpanri «Tlpo rexni-mi pernaverrru 
Ta ouinxy ainnoninnocri» B Yxpaini aanponaztsceiro 'rexni-me peryrnonaaux B crpepi 
Mentt"CJHHX BHpo6iB IlIJI5IXOM rrpHHH5ITT5I TeXHiLIHHX pernavenris mono Menw-rnHX 
BHpo6iB, MenH"CJHHX BHpo6iB nJI5I niarHOCTHKH in vitro, aKTH:BHHX Me,nI-1l.JHl1X BHpo6iB, 
51Ki iMrrJiaHTYIOTb, 3aTBepn)KeHHX ITOCTaHOBaMH: Kafiiaery MiHiCTpiB Yxpanrn Bin 
02.10.2013 MiM~ 753, 754, 755, (ztani - rexni-nri pernaverrrn, nocrauonn N2M1 753, 
754, 755), 5IKi, aizmoninno, pospotineno Ha OCHOBi n11peKTJ1B Pan11 Bin 14.06.1993 
Mi 93/42/€EC rrpo MenH-ciHi B11po611, Bin 20.06.1990 N2 90/385/€EC rrpo 
Ha6nmKeHH5l 3aKOHiB ztepacau-anenis rrpo aKTHBHi MenHLIHi BHp06H nJI5l 
ivnnarrrauia, ,[(0:peKTHBH 98/79/€C €BporrettchKoro IlapJiaMeI-ITY Ta Pan11 Bin 
27.10.1998 rrpo MenH-ciHi niarHOCTH"LIHi B11po611 in vitro. 

Pa30M 3 THM, aaanaseai n11peKTHBH, 5IKi e 6a30BHMH aKTaMH y crpepi o6iry 
Men0:-ciHHx BHpo6iB B €Bporre11cbKOMY Co103i, He BHKJIJOLiaJOTh Ha5IBHiCTb 
uauionansnnx oco6rr11BOCTeM o6iry MenHLIHHX BHpo6iB Ta MO)l<JIHBOCTi 
speryJIJOBaHH5I 'ix Ha piani Micu:eBoro 3aKOHonaBCTBa KO)l(H0°i xpaum. 

,[(aJii 3a TeKCTOM MenH-ciHi BHp06H, Men11LIHi s11po611 nJIH niarHOCTHKH in vitro, 
aKTHBHi MenH-ciHi BHpo6iB, 5IKi iMrrJiaHTYJOTb, BH3Hal.JaJOTbC5I cninsuav TepMiHOM 
«Men11l.JHi sapofia» y 3araJibHOMY 3Hal.JeHHi. 

I. Bu3uaqe1-1HS1 npofinevm 
Ilpotineua: Ha5IBHiCTb B "CJHHHOMY aaxononascrai y xpaina, .l].151 5IKOro 

nowHplOCTbC5I Ha o6ir MenH"CJHHX supofiia, aeaperynsosannx acnexria Ta . . . . mnnomnno mztcyrmcrs rreBHHX HOpM npasa. 
Iline: BHpillIHTH / p03S'5I3aTH npofinexiy y crroci6, 5IKHM nepenfia-rae Ha5ISHiCTb 

MIH!MaJibHH:X pH311KlB. 

IlpHqJIHOIO BHHHKHeHH5I Ha5IBHoi' npofinevn e uincyrnicri, s 3aKOHonaBCTBi 
YKpai'HH rarrysesoro saxony, uro peryrnoc ocofinnaocri crpepn o6iry Menwrn1-1x 
SHpo6iB. 

PompUMaHHJL npul-t1,Juny 004iJZbHOcmi 
B afisaui rr'HTOMY upeaufiyna Koxcrnryuii YKpai'H11 nnknaneuo 

eapoitrrerpanirinaii BeKTOp pO3BHTKy. 

ODKe, no npoexry 3aKOHY BKJIJOqeHo HOpMH mono iMnJieMeHTaui'i .l].0 

nauionarrsnoro aaxononaacrna ITOJIO)l(eHb KoHseHUiJO Parm €sponH npo 
ninpofinenns Menwrno'i npoztyxuii Ta noziifiai 3JIOLil1HH, uto aarpoxcyrors oxopoui 
anopon'x (3aKoH YKpa'iH11 N2 4908-VI sin 07.06.2012), HKa uafipana qJ1HHOCTi .IJ.JI51 
YKpa'iH11 3 l cisna 2016 poxy (ztani - KoHseHU:iH Menixpanv), a TaKO)l( HOpMH 
rrpaaonoro noKyMeHTY €BporreMCbKo'i Koxricii Bin 09 6epe3H51 2012 poxy 
M~ 20712012, onyfinixonanoro B Ocpiu,iMHoMy BicHHKY €Bporrei1cbKoro Co103y I. 
72/28 Bin 10 6epe3H5I 2012 poxy, Ta xepinnoro noKyMeHTY €sporrei1chKo·i Koraicii 
MEDDEV. 2.14/3, penaxuis sin 01 ciLIHH 2007 poxy. 

PompUMaHHJL npuuuuny aoexeamuocmi 
HH)l<"CJe ztoneneno, uro np11iIHHTTH aKTY (Am.repnarnna 1) napasi .IJ.03BOJIHTb 
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3a6e3rreqJ1TI1 a,n:eKBaTHY cpopMy Ta preens ztepacaaaoro peryrnonamts 
rocnonapcsxax Bi.[(HOCHH TTOTpe6i y supiurcaai Ha5JBHO'i npofineva Ta p1t1HK0BHM 
BHM0raM. 

Ilompuuanun npuuuuny etpexmuenocmi 
Haxore noseneao, mo npHttH5JTT51 aKTY (Anr.repnarusa 1) ,n:o3B0JIHTb 

p03B' 513aTI1 npofinexry 3 MiHiMaJibHI1Ml1 p113l1KaMl1 Ta 3a Bi,n:cyTHOCTi .[(0.[(aTK0BHX 
BHTpaT pecypcis cyri'cxrin rocnortapronaana, rpcvanau Ta nepxcann. 

,l(ompUMGHHR npunuuny 36aJzaHCOBGHOcmi 
Hnxore ztoaeneao, mo npHHH5JTT51 aKTY (Am.repaarnna 1) ,n:o3B0JIHTb 

3a6e3rreI.J11TI1 .n:oTpHMaHH51 fianancy iarepecis cyfi'cxris rocnonaproaaaua, rpovansn 
Ta ztepscann. 

Ilompuuanun npuHi/uny nepeotiauyeauocmi 
IlpoCKT axra pospofineno aizmosirmo .[(0 y Ka3Y Ilpesanerrra y xpaum 

N2 369/2021 «Ilpo piurenna Pazm nauiouansnoi 6e3neK11 i ofiopomr YKpa'iHH Bin 30 
JUITIH51 2021 po Ky «Flpo CTaH nauiouansnoi CHCTeMH oxopoun snopoa' 51 Ta 
neaiznotanai 3aX0.[(11 mono 3a6e3neqeHH51 rp0Man51H y xpaur» MenHI.JH0IO 
.[(0TI0M0r0IO». 

Ilompuuauun npuuuuny nposopocmi ma epaxyeanun epouaoci.xoi oyMKU 
3a,n:n51 0Tp11MaHH51 rronepemn.oro 3B0p0TH0ro 38'513KY sin 3au,iKaBJieHHX oci6 

acnexrn, 51Ki TTOTpe6yIOTh BperynIOBaHH51 Ha pisni saxony, 6yno ofirosopeuo Ha 
napazii, mo Bin6ynach 14.09.2021 B npnsdutenni MO3, 3a y-racri 3acTynH11Ka 
Tonoaa Pana nanioaansaor 6e3rreK11 i 06opoH11 YKpa·iHH 0. Cononitoaa, 
npezrcraamrxia AMepHKaHChKOi' ropriacrn.aci nanarn B Yxpauri, Caponeiicsxoi 
Eisaec Acouianii, Aconiauii «Oneparopn pHHKY Me,n:11qH11x anpofiis», Acouiauii . . . . . 
opranm 3 0UIHKH Bl.[(IT0Bl.[(H0CTI. 

OcHOBHi rpynn (ninrpyna), Ha 51Ki npofineva Mac BITJIHB: 

Tpvnn (ninrpyna] TaK Hi 
rpoMa.[(5JHH + 
,Uep)Kasa + 
Cy6' CKTH rocnoziaproaanna, + 
y T0MY q11cni cyti'cxrn xranoro rri.n:rrp11€MHI1UTBa* + 

Po3B '513aHH51 Ha5JBHoi' npofinev« HeM0)I(JIHB0 3a non0M0r0IO Lj HHHHX 
peryJI5JT0pHHX aKTiB a6o 3a nonovororo pHHK0BHX MexaHi3MiB, OCKiJibKH 
BCTaH0BJieHH51 rrpaB0BHX H0pM perynIOBaHH51 nesnor crpepn 3nittCHIO€ThC51 BHKJIJOLJH0 
rrpHHH5ITT5lM nopvamaao-rrpasoaoro aKTY a6o BHeCeHH5lM 3MiH B l.JHHHi. 

II. Hini nepacannoro peryrnoeanna 
Bnponanacenns Ta peanisauia perynaropnoro axra 3YM0BJieHa neotixinaicrio 

noc5JITH HaCTYITHHX uineii ztepxcaanoro peryJIIOBaHH51: 
- BCT3H0BITeHH5l rrpaB0BHX H0pM nn5l 3nittcHeHH51 opranav 3 ouiaxn 

ainnonizmocri .[(HCTaHu,iHHH:X aymrris BI1po6HHKiB Me,n:11qHJ1X aapofiis rrizi -rac . . . . 
nposeneana npouenypa 0U,1HKI1 Bl.[(IT0Bl.[(H0CTl, 11(0 cnpocnrrs, rrpHWB11nw11Tb Ta 
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3Hl13l1Tb BI1TpaTI1 B11po6m1KiB ra/afio Ix yrroBHOBa)KeHHX npeztcraannxin; 
- Bl13HatreHH51 rrpaBOBHX nincras opranaxor ztepacaanoro p11HKOBoro narnany 

Ta KOHTPOJIIO B)Kl1BaTJ1 aaxoztin pI1HKOBOro narnazty, JJ:OBOJJ:l1T11 B cy ziax Ta 

npaBOOXOpOHHl1X opraaax npaaovipnicrs Ta ztouim.nicrs B)KJ1Tf51 o6Me)KyBaJibHJ1X 

(xoperyaansnax) saxozrin mozro Me,n:I1tJHI1X BI1po6iB, CTOC0BHO 51Kl1X He B11KOHaHi 

Bl1MOrl1 TeXHiqHJ1X pernaxreu'ria, arre Bl1KOpI1CTaHH51 51Kl1X neofixinae B iirrepecax 

oxopona 3JJ:OpOB' 51, 51Ki 6yrrl1 nneneni B o6ir 6e3 ou:iHKJ1 Bi,n:noBiJJ:HOCTi nin -iac 

nourapeana rocrpoi pecniparopaoi XBopo6H COVID-19, cnpa-mneno; 
xoponaaipycoxr SARS-Co V-2, a TaKO)K cparrbcmpiKoBaHo"i nponyxuir, 51Ka CTaHOBl1Tb 
cepaosnan p11311K; 

- ycyHeHH51 neozmosna-raoro TpaKTyBaHH51 HOpM 3aKOHO,n:aBCTBa YKpa"iHH 
ll.(OJJ:O rrpHHH51TI51 rtoxyverrrin opranin ceprndiikauii 3 xpaiu 3j crporoio 

peryJI51TOpHOIO norriTHKOIO, a TaKO)K niono IIOBOJJ:)KeHH51 3 Me,n:I1qHJ1MJ,f B11po6aMJ1 nizi 
-rac 3MiHH crarycy oprany 3 ouiaxn aizmoainnocri (npnsynuneao, aHyJlbOBaHO, 
cxopo-teno crpepy npaanasennx, TOll.(0 ); 

- B113HaqeHH51 rroztam.max .n:ii1 BI1po6H11Ka a6o ynoanosaacenoro npencrasmuca . . . . . . 
run qac 3M1Hl1 crarycy oprany 3 OU:1HKl1 BlJJ:TTOBl.LJ.HOCTI; 

- CTBOpeHH51 nincras pospotixn HOpMaTJ1BHO-rrpaBOBJ1X aKTiB ll.(OJJ:O KJiiHil.JHl1X 

,lJ.OCJli,lJ.)KeHb Ta ouinxn xapaKTep11CTJ1K Me,n:wrn11x BI1po6iB, eincyrnicrs 51Kl1X B CBOfO 

Ye pry yHeM0)KJIJ1BJll0€ 3.IJ.iMCHeHH51 Bi.IJ.TIOBi.IJ.HOl iHBeCTI1U:iMH0°l .IJ.i51JibHOCTi B Y xpauri; 

- ycyHeHH51 .n:y6rrIOBaHH51 HOpM ll.(0.IJ.O .II.OBe,lJ.eHH51 6e3TieYHOCTi Me.LJ.11YHJ1X 

BHpo6iB I1IJI5IXOM OTpI1MaHH5I canirapao-riricniaaoro B11CHOBKY (zieperynauia, 
OCKiJibKl1 BKa3aHe aniiicmoert.ca nin -tac nposenenna ouimcn Bi,n:noBi.II.HOCTi); 

- 3HmI<eHH51 pH3l1KY II0TpaITJl5IHH5I ,lJ.0 cnoacnsa-ra / KOp11CTyBaYa noTeHUiHHO 
He6e3neYHJ1X Me,n:11qH11X sapofiia; 

- BCTaHOBJieHH5I npaB0BI1X nincras Ha,lJ.aHH51 CITO)Kl1Bat.JaM / KOp11cTyBaYaM 

Me,lJ.l1YHJ1X BI1po6iB iHCTPYKU:i"i i3 3aCTocyBaHH51 y cpopMi, Bi,n:MiHHin Bi.II. naneposoi, 

uro npmnene zto 3Hl1)KeHH51 cotiiaaprocri snpofiy, npaursnnnnrn, noaezrenaa 3M i H B 

iHCTPYKU:i"i zto CTIO)KJ1BaYiB / KOp11CTyBat.JiB II1Jl5JXOM 0Tpl1M3HH5J OHOBJleHo"i 

incrpyxuii Ha Be6cai1:Ti B11po6H111<a; 

- Bl1KOH3HH51 y Kpai'HOIO Mi)lrnapo,n:Hl1X 3060B '513aHb Bi,n:noBi.IJ.HO .IJ.O y ronn npo 
acouianiro Mi)K YKpa"iHoIO, 3 O.IJ.Hie"i croponn, Ta €BponeiicbKl1M Cof030M, 

€BponeHcbKI1M crriBTOBapHCTBOM 3 3TOMH0°i encprii i 'ixHiMl1 .n:ep)KaBaMI1-YJleHaMJ.1, 3 

imuoi CTOpOHH (paTHcpiKOBaHO j3 3a51B0f0 3aKOHOM N2 1678-VJI Bi.II. 16.09.2014) 

(nani - Yrozia npo aconianiio ), Ta Konaenuii Mezrixpaar«. 

III. Bu31-1a11e1-11-1si Ta ouimca am.repna'ruaunx cnocofiin nocaruenns uineti 

l) Bl13HaqeHH51 aJibTepHaTJ.1BHI1X cnocofiia 

Bun 3JlbTCPH3TUBU Onnc ans'renaarnna 
Ans'repna'runa 1 

TipI1HH5ITl1 

3aIIPOITOHOBaHI1H TIPOE:KT 

Taxa anr.repnarnsa .n:oc51rHeHH51 uincii ztepxcaanoro 
perymonanna e Ha116iJiblli npl1HH5JTHOI-O Ta ecpeKTJ.1BHJ.1M 

cnocofiov, OCKiJibKI1 ycyne aincyruicrr, HOPM npasa B 
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aKTa q11HH0MY 3aK0H0)],aBCTBI YKpa'iH11 ll.1,0)],0 B113Hat..J.em1x 
HeBperyJib0BaHMX acnexrra. 

An s repna-rnaa 2 Taxa ansrepaarnsa )],0C5IrHeHH5I uineti nepxcaanoro 
3aJIMlllMTM Ha5IBHY peryrnoaauus npnssezte )],0 IT0C11JleHH5I )],ii" HeraTl1BHl1X 
CMTyauiIO 6e3 3MiH HaCJll)],KIB. 

2) ouinxa B116paHMX aJibTepHaTl1BHl1X cnocofiis )],0C5IrHeHH5I uineit 

Ouimca annuny na ccJ>epy inTepecis ,ue__p_masu 
Bun 

3JlbTe_QH3THBH 
Barona I Brrrparu 

3)],ittcHeHH5I MO3 saxonia, I Bi.1J,cyTHi. 
Heo6xi.1J,H11x )],JI5I peaniaauii B 

Me)KaX KOMITeTeHuIT H0pM 

Koacrnryuir YKpa·1H11, 3aKoHy 

YKpai"H11 «OcH0B11 

3aK0H0)],aBCTBa Y xpaina rrpo 
Ans repna'rnna 11 oxopony 3)],0p0B15I», inunrx 

H0pMaTMBH0-npaB0BHX aKTIB 

YKpai"HM, a TaK0)I( )],0Tp11MaHH5I 
YKpai"HoIO 3o6oB'5!3aHb 

Bi.1J,rr0Bi.1J,Ho )],O Yro.1J,11 rrpo 

acouiauiro Ta Konnenuii 
Me.1J,iK£aHM. 

Am repna'rnaa 2 

Bincyrni. C11Tyaui51 I He B11K0HaHH5I MO3 B Me)Kax 

3aJil1lll11TbC5I Ha Ha5IBH0MY piani. koxrnereauii H0pM KoHCTHTyui'i 

YKpa'iHH, 3aKoHy YKpa·iHH 

«OCHOBH 3aK0H0)],aBCTBa 
YKpa'iH11 npo oxopony 
3)],0p0815I>>, IHWHX 
rrpaB0BHX aKTI B 

TaKmK He 
y xpamoio . . 
Bl)],IT0Bl)],H0 )],0 

acourauuo Ta 

Me.1J,iK_Qai1:M. 

H0pM3Tl1BH0- 
Yxpannt, a 
)],0TpHM3HH5I 
30608 '5!33Hb 
Yro)],11 npo 

Konaenuif 

Ban 
aJibTeonaTusu 

OM3,USIH 
Ba rpa'rn 

3HM)KeHH5I 

BHK0f)_J1CT3HH5I 

MMOBipHOCTi I Bi.1J,CYTHi. 
Arn.rcpua-rnea l I 3acTocyBaHH5I rpoMa)],5IHaMH Ta 

Me)],Ht..J.HHMH 
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rrpaU:lBHHKaMH Me,n:11qHHX 
BHpo6iB 3 BHC0KHM crynenev 
PH3HKY. 

CHTyau:i51 3aJIHlliacTbC51 Ha Ili.n:sm.11.eHH51 p1131-my 
Ha51BHOMY p1BHI. HMOBipHOCTi sacrocyaaaas 

Ans'repna'rnaa 2 rpoMa,n:51HaMl1 Ta B11KOp11CTaHH51 
Me,n:11qHl1Ml1 npaui BHl1KaMl1 
Me,n:111rn11x snpofiia 3 B11COKl1M 
cryncncxr p11311KY. 

Ouimca artnney na crpepy irrrepecin cy6'£KTiB rocnonapionauun 
Ilpofineraa BITJIHBac Ha cy6' CKTiB semucoro, cepezinsoro Ta Manoro 

nizmpnexnunrraa, OCKiJlbKH rrp0CKT axra peryrnoc ztisrn.nictt, BI1p06H11KiB Me,n:111rn11x 
sapotiin, "ix yrroBH0Ba)KeHHX npencrannaxia, opraais 3 ouiaror ainnosinaocri. 

Y nanarncy aanposazreerma raxoro peryrnonanna, xinsxicrs cyfi'cxrin 
rocnonaptosanaa, Ha 51KI1X ITOU1I1pIOBaTH:MeTbC51 aanponoaonane peryn10BaHH51, 
CTaH0BI1TJ1Me opiCHTOBHO 5248 O,n:IiH11U:b* (ysaransneni nani MO3, ,[(ep)KJ1iKcJ1y)K6J1, 
opranis 3 ouinxa ninnoninrrocri). 

IlOKa3HI1K Ben11Ki Cepernri Mani Mixpo Pa30M 

Kinsxicrs cyfi'cxrin 
rocnonaproaaaax, uto 269 1462 3238 269 5248 
n mnanaro n, run .n:110 

perynIOBaHH51, O.lJ:HHHU:b 

IlHTOMa sara rpyrrn y 
·~ . . 5,13 28,03 61,70 5, 13 100 aaransam KIJlbKOCTI, 

. . 
Bl.lJ:COTKlB 

Ban 
am.repna'rnna 

Bnrona Ba rpa ru 

1) Ha,n:aHH51 opraaaxr 3 oninxn I Teer MaJioro m.n:np11CMHJ1IJ,TBa 
ninnoainnocri M0iKJll1B0CTI 1.n:o.n:acTbC51. 
rrpoBO.lJ:11Tl1 .lJ:l1CTaHu:ii1Hi 
ayznrrn B11po6H11KiB 
Me,n:11qH11x snpofiia nin xac 

A 1 rrpose,n:eHH51 rrpoue.n:yp11 
JlbTepuaTnBa I . . · · 

OU:1HKI1 Bl.lJ:TTOBl.lJ:HOCTI, IUO 
cnpocrrrrr., npanraanuurn, Ta 
3HI1311Tb mrrparn B11p06Hl1KiB 
ra/afio "ix yrroBH0Ba)KeHHX 
npencraaanxia; 
2) Ha51BHiCTb MO)KJlJ1BOCTi 
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Ha)].aHH51 cnoaonsaxy / . ... . xopacrysaay IHCTPYKUll 13 

3acTocyBaHH51 

ene1<TpOHHOMY BiffJI51.lJ.I. 

B 

Ans repna'rnaa 2 

Cnryauis 3aJIHIIIHTbC5I 

Ha5IBHOMY p1BHI. 
Hal 1) opranavn 3 OUIHKI1 . . . 

Bl)].IlOBl)].HOCTl rrpOB0)].51TbC51 
ay)].HTH BI1p06HHKiB Me)].HlIHHX 

BHpo6iB 3 BI1i°3)].0M Ha BI1po6HI11-Ii . . 
)].IJI51HKI1 run -rac nposeztenna 
npouezrypn OUIHKH . . . 
Bl)].IlOBl)].HOCTl 31 3Ha4HI1MI1 . . 
MaTep1aJ1bHHMI1, TPY.lJ.OMICTKHMH, 

opraHi3auiHHI1MI1, YaCOBI1MI1 

3aTpaTaM11; 

2) Bi.lJ.CYTH5I MO)KJTI1BiCTb 
Ha)].aHH51 

KOpvICTyBaYy 

CI10)KJ1B34Y . . .. 
IHCTPYKUII 

I 
13 

33CTOCyBaHH51 B eJTeKTpOHHOMY 
B vi r Jl 51)]. l. 

Cymapni BHTpaTH Ja Cyma BHTpaT, rpHBCHb (Ha pix) 
ans'repna rnaawu 
Ans'repua ruaa 1 13481 192,68 
Ans'repua'ruaa 2 547274798,9 

IV. Bufiip ttaii6iJihUJ orrrneram.noro am.repua rnnnoru cnoco6y 
nocaruerum u:iJieii 

3a peaynsraraxm orrpaUIOBaHH51 aJTbTepHaTHBHMX cnoco6i B )].0C51rHeHH51 uineH 

nepscannoro peryJIIOBaHH51 3)].iHCHeHO BI16ip OilTHMaJTbHOrO aJTbTepHaTHBHOro 

cnoco6y 3 ypaxynannav CHCTeMH 6aJTbHO'i ouiHKJ,J crynens )].OC511HeHH51 BI13HaYeHI1X 

uineii, 
Bapricrs 6aJiiB BI13HalfaE:TbC51 3a lIOTHp116aJ1bHOI-O CI1CTeMOIO ouiHKI1 cryrtens 

)].OC5IrHeHH51 BI13Ha"LJeHHX nineii, zte: 
4 - uini rrpHHH51TT51 peryns-ropnoro axra, 51Ki MO)KYTb 6yTH )].OC51rHyTi IlOBHOI-0 

Mipmo (rrpofinexra 6iJibIIIe icHyBaT11 He Gyztc); 
3 - uini rrpHHH51TT51 peryrraropnoro axra, 51Ki MO)I(YTb 6yTH )].OC511HyTi MaH)Ke 

IlOBHOI-0 MipoIO (yci Ba)KJIHBi acnexrn npofinexnr icnyaarn He 6ynyTb); 
2 - uini rrpHHH5ITT51 perynxropaoro axra, 51Ki MO)KYTb 6yTH )].OC511HyTi YaCTKOBO 

(rtpofinexra 3Half"HO 3MeHIIIHTbC51, )].e51Ki Ba)KJTI1Bi Ta KpI1TI14Hi acnexru npofinevu 
3aJTHIIIaTbC51 HeB11piIIIeHI1MH); 

I - uini rrp11HH5ITT51 perynsropuoro axra, 51Ki He MO)KYTh 6yT11 riocaruyn 
(rtpofineva nponosscye icHyBaT11). 
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Pciirnar Ean peaynsrar- Koxreirrapi ruozto npacnocana sinnoaiaaoro 
pe3yJihTaTI-IBHOCTl THBHOCTi ( 3a 6ana 
(,n:oc51rHeHH51 nineit l.JOTHpH6anbHOJO 

run -rac CHCTeMOI-0 
p03B' 513aHH51 OU,iHKH) 
npofinevn) 

I1pHHH51TT51 peryrraropnoro axra e Hatt6iJibW 
3a,[(OBinbHHM Ta ecpeKTHBHHM cnoco6oM, 

Am.repua'rnna 1 3 51KHH ,[(03BOJIHTb ,[(OC51ITH uini nepacaauoro 
perynJ0BaHH51, BH3HaLJeHoi" y nynxri 2 aaanisy 
peryrraropaoro BTIJIHBY. 

Taxa ansrepnarnna ,[(0C51rHeHH51 uineii 
Ans'repua raua 2 1 ztepxcasnoro peryrnonanns npH3Be,n:e ,[(0 ... . . 

nocHJieHH51 ,[(II HeraTHBHYIX HaCJll,[(KIB. 

Peirrmrr 
peaynsra 
THBHOCTl 

Barona (nincysrox) O6rpyHTyBaHH51 . . 
81,[(TIOBl,[(HO ro 

MI CU,51 

ansrepnaraaa y 
pettTHHry 

1) 3,n:ittcHeHH51 MO3 
saxonia, neofixinnnx ,n:n51 
peanisanii B Me)I<aX 

IKoMneTeHu,i"i nopxi 
Koncrrrryuii Y Kpa1HH, 
3aKotty YKpatHH «OcHOBH 
l3aK0H0,[(aBCTBa y xpann: 
rrpo oxopony 3,n:op0B151», 
IHlllHX HOpMaTHBHO- 

rrpaB0BHX aKTiB Yxpaum, a 
Am.rep ~aKOlK /jOTpHMaHH• 
H3THBa YKpalHOJO 306oB'513aHb 

1 sizmouizmo zro Yrozm npo 
acouiauno Ta Koasenuii 

IMe,n:iKpattM; 
2) 3HH)I<eHH51 HMOBipHOCTi 
bacTocysaHH51 
rponanaaaxor Ta 
BHKOpHCTaHH51 Me,n:HqHHMH 
rrpaUlBHHKaMH Me,[(H1-IHHX 

IBHpo6iB 3 BHCOKHM 
crynenexi pH3HKy; 
3) Ha,n:aHH51 opranaxr 3 

,l],JI5I rtepacann, rpovanan, € Hatt6iJibW 
cyfi'cxrin 0TTTHMaJibH0f0 
rocnonaproaannn s11ro,n:H cepen 
nincyrni, ,[(Jl51 cy6'E:KTiB 3anpon0H0BaHHX 
rocno,n:apIOBaHH51 - TeCT MbTepHaTHB, . . 
Manora mnnpnevmnrrea 0CKIJlbKH nae 
zronaerscs. 3Mory nOBHICTfO 

,[(0C5IfHYTYI 
nocraanenoi uini. 
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OIJJHKH 
IMQ)IOIHBOCTI 

p11cTaHI .. i;iHHi 
'B11p06HHKiB 

B11po6iB 

rrpoBe,aeHH5I 

. . . 
Bl,UI10Bl,UHOCTI 

IlpOBO,UHTH 

ay,UHTH 
Me,a11qH11x 

rnzt -iac 
rrpoue.uyp11 . . . 

0UIHKH Bl,UTI0Bl,UH0CTI, mo 

cnpocrrrrs, rrpHIIIBH,UIIIHTb 

~a 3Hl1311Tb Bl1TpaT11 
IB11po6H11KiB ra/ario 'ix 
lvrroBHOBa)Ke~11x 

rripe,acTaBHHKIB; 

14) Ha5IBHiCTb MO)KJil1BOCTi 
IHa,UaHH5I CI10)KI1Baqy / 

acopncryna-ry iHcTpyKuii" i3 
EacTocysaHH5I B 

erreKTp0HH0M_y BHrJI5I,Ul. 

AJibTCp 

H3THBa 
2 

~JI5I nepacasa, rpoMa,U5IH, 1) He B11K0HaHH5I MO3 B 3arrpoBa,U)KeHH51 

cyfi'cxria rocnonapronaiurs Me)KaX K0MITeTeHuii" H0pM Ansrepnarana 2 
B11['0,UH nincyrni, OCKiJlhKI1 KoHCTI1Tyuii" YKpa'iHH, )l(O,UHI1M 411HOM 

cnryauis 3arr11III11TbC5I Ha 3aKoHy YKpai"H11 «OcHOBH He ,ao3B0Jil1Th 

Ha5IBHOMy pinni. 3aK0H0,UaBCTBa YKpai"HI1 3a6e3neq11TI1 

npo oxopony srtopoa'a», .uoc51rHeHH5! . .. 
IHIIIHX H0pMaTHBH0- TT0CTaBJieH0J UIJll. 
rrpaB0BI1X aKTiB y Kpai0HH, 

a TaKO)K He ,UOTp11MaHH51 
YKpa·1HoFO 3o6oB'513aHh 

Bi,UTTOBi,UHO ,U0 Yro,UH rrpo 

acouiauiro Ta Konsenuii 
Mezrixpaiira; 
2) rri,aB11meHH5! pH3HKy 

HMOBipHOCTi 3aCTOCyBaHH51 
rpoMa,U51HaM11 Ta 

BHKOp11CTaHIDI 
Me,UJ1l--!HHMI1 

npaUJBHJ1KaM11 Me,UI-14HJ1X 
BHpo6iB 3 B11COKHM 
cryneaeu pH311Ky; 

3) opranavn 3 ouinxa . . . 
Bl,UTTOBl,UHOCTI 

npOBO,U5ITbC5! ay.u11T11 

B11po6H11KiB Me,a11qH11x 
B11po6iB 3 B11i°3,UOM Ha 

BHp06HJ1qj ,aiJI5IHKJ1 nin 
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qac rrpose)],eHH5f 
rrpou:e)],yp11 0l.J,IHKI1 . . . 
B1)],TT0Bl)],H0CTI 31 
3Ha1-IHI1MI1 MaTep1aJTbHI1MI1, 

TPY)],0MICTKI1MI1, 

opran iaauiii HI1 MM, 

qac0BI1MI1 3aTpaTaMH; 
2) . . 

Bl)],CYTHICTb 
M 0)KJT I1B0CTI Ha)],aHH5f 

cnoxcasavy / K0pI1CTyBaqy 
incrpyxnir 13 
3aCT0CyBaHH5f B 
eJTeKT_Q0HH0MY B11rJ15f)],l. 

Peiirnur I ApryMeHTH W:0)],0 nepeaarn Ouimca ptt311KY 30BHiwHix 

ofipanoi qJ1HHJ1KiB Ha )],iIO 

aJTbTepHaTI1B11/np11q11H11 3arrporroH0BaHoro . . 
Bl)],M0BI1 BI)], aJTbTe_QHaTI1BI1 peryJT5JT0pHoro axra 

Ban pe3yJTbTaTI1BHOCTi (3a 2J:oTpI1MaHH5f YKpai'HOIO 
qonrpI16aJTbHOIO CI1CTeM0IO 306oB'513aHb Bi)],TTOBi)],HO )],0 YrO)],I1 

A 11 ouimcn) - 4. Ilp11q11H11 )],JT5f rrpo acouiauiro Ta Konnenuii 
JlhTepHaTHBa . . . 

6 
M . ~ 

Bl)],M0BH Bl)],CYTHI, 0 pana e)],1KpaI1M. 
aJTbTepHaT11Ba 3a6e3rre1111Tb 

)],0C5lTHeHH5f U:lJTI. 

AJ1hTepHaTHBa 2 

BaJT pe3yJTbTaTMBHOcTi (3a He )],0Tp11MaHH51 YKpa'iHoIO 

qonrp116aJTbHOIO CI1CTeM0IO 3060B 'xsaas Bi)],TTOBi)],HO )],0 y r0)],M 

ouiaxn) - 1. He)],OU:iJTbHa, rrpo acouiauiro Ta Konnenuii 
ocKiJTbKH raxa arn.repaarnna Meztitcpaiir«, 
)],0C5frHeHH5f U:lJTI zrepxcaauoro 
peryJTIOBaHH.51. rrpnanezre )],O 

TT0CHJTeHH.51. )].ii' HeraTHBHJ1X 

HaCJTI)],KlB. 

V. Mexaniasm Ta saxonn, snci 3a6e3neLiaTb po3B'H3aHHH BH3HaLieHo'i 
npo6J1eMH 

3a3HaqeHa uins )],0C.51.ra€TbC51 WJT5JX0M npMHH51TT51 np0E:KTY perynaropnoro 
axra. 

OpraHi3au;ii1Hi 3axop:vr JJ:JT.51. BTTQ0BaJJ:)KeHH5f peryJlIOBaHH5f 

JI:n51 anpoaazreeuaa perynsropnoro axra neotixinno 3a6e3neLB1TH 

impopMyBaHH.51. IllJT.51.X0M iioro orrpHJTIO.II.HeHH.51. y aacofiax Macoao·i iarpopvauir, 
po3Miw,eHH.51. Ha Yp51)],0BOMY noprani Ta ocpiu,ii1HoMy neficaiiri M03. 

IlpHHH.51.TT.51. npoE:KTY perynaropnoro axra BTTJTMHe Ha nepe6ir 6i3Hec-rrpou,ecis 
y cy6'E:KTiB rocnonaproaanna, a cave: 

- 3aCTocyBaHH.51. opranavu 3 ouinxn sinnoninnocri .IlMCTaHu,iHHJ1X ayrnrria no 
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BHp06H11KiB 3 xpaur 3i crporoio peryJUIT0pHOI-0 rro11in1KOIO; 
- IT051Ba MO)KJU1BOCTi Ha,n:aHH.5! incrpyxuii j3 3aCT0CyBaHH51 Me,n:J,fl·IH0ro B11po6y 

y cpopMi, si,n:MiHHiif si.n: naneponoi, UJ,0 npnasezte no nepeposnoztiny s11TpaT 
cy6' E:KTiB rocnonaproaaana ( CK0p0'-IeHH.5! 811TpaT Ha nonirpadriio, 3p0CTaHH51 B11TpaT 
Ha e11eKTpOHHi aocii, CTBOpeHH.5! Ta a,n:MiHiCTpysamrn aosoro <pyHKu,ioHany caHTY 
s11po6H11Ka Tai a6o ynoatroaaxceaoro npeztcraannxa); 

- B113Ha'-leHH51 no.n:a11bIIJ11x .n:ii1 s11po6H11Ka a6o ynonnoaaaceaoro npencrasnnxa 
nin -rac 3MiHH crarycy oprany 3 ouimor aizmoainnocri (yK11a.n:aHH51 norosopy 3 
iHIIJ11M opranosr 3 ou,iHK11 aizmoainaocri); 

- CI<acyBaHH.5! neofixirnrocri 0TpHMaHH.5! canirapao-riricnivnoro BHCH0BKY Ha 
M e,n:11'-!HMH sapi 6; 

- B)KHTT.5! 3aXO)],IB opranaxrn rrepncaanoro pHHKOBOro narrraziy Ta KOHTp011IO 
uiozro <paJJbCH<piKoBaHHX Me)],lil'-!Hl1X anpofii B Ta Me)],l1'-!Hl1X Bl1po6i B, CT0C0BH0 51KHX 
He BHKOHaHi BHM0rH TexHi'-IHHX pernavearia, ane Bl1K0pHCTaHH51 51Kl1X aeofixizme B 
inrepecax oxoponn snopon'n: 

- 3aTBep,l!,)KeHH51 niztcran nin -rac ou,iHK11 Bi,n:r10BiJJ,HOCTi npaxysanna B TTOBHiH 
Mlpl a6o qacTK0B0 )],OI<yMeHTiB, 811)],aHMX HOT11<piKOBaHHM11 cpranavn; 51Ki 
ynoBH083)KeHi Ha 3,n:iHCHeHH.5! ou,iHK11 ainnosinaocri €Bponei1cbK11M ,[lHpeKTMBaM Ta 
Pernaaeirrasr, UJ,0 pery11IOI0Tb crpepy o6iry Me,n:11'-!HMX snpofiin y €sponei1chKOMy 
Coroai, cnenianisoaaaoio excneprnoio opraniaauicro y crpepi nepacaanoi peecrpauii 
JiiKapCbK11X aacofiis (Ilepacasne ni.n:rrp11€MCTBO «,[(ep)KaBH11H excncpruaii uerrrp 
Minicrepcrna oxoponn snopoa's Yxpainn»). 

VI. Ou:iHI{'.3 BHK'.0H3HHH BHM0r perynsrropuoro 3K'.T3 saneacno Bi.U 
pecypcin, HK'.HMH p03Il0PH.Um'.3IOTbCH oprann BHK'.0H3B1·10i' BJ13)],H LfH oprann 

Micu:eBoro C3M0BpH.UYB3HllH, cf>bu•-rni Ta IOpH.UHLfHi oco6u, HKi IlOBHHHi 
nnponanacyaaru a6o BHIWHYB3TH ui BHM0rH 

Peanisauin perynaropaoro axra He TTOTpe6ysaT11Me )],0)],aTK0B11X 6IO,n:)KeTH11X 
BHTpaT i pecypcis Ha a,n:MlHICTpyBaHH.5! peryJTIOBaHH5I opranavn BHKOHaBYO'i BJTa)],H 
q11 opranaxor sncueaorc caraoepxnynairua. 

,[lep)KaBHe perymonanns He nepezidaxac yrsopenaa aosoro nepacannoro 
oprany (a6o nonoro crpyxrypnoro ninposniny niio-roro opraay). Binrtouinno, 
pospaxynox B11TpaT Ha BHKOHaHH.5! Bl1MOr perynsropaoro axra )],Jl5I oprams 
nmconaa-toi BJia,n:11 '-111 oprania Micu,esoro caMOBp51,ll,YBaHH51 3fi)],HO 3 )],O)laTKOM 3 no 
MeTO)],HKM nposezteans aaanisy BITJIMBY perynaropnoro axra He npOB0)],11BC51. 

Pospaxynox B11TpaT Ha B11K0HaHH5I BMM0r perynaropnoro axra )],Jl5I cy6'E:KTiB 
rocnortaproaanns sennxoro Ta cepennr.oro ninrrp11E:MHMU:TBa He nposoJJ,HBC51, y 
313'513KY i3 3,n:iifcHeHH51M pospaxyrncy B11TpaT Ha 3anposaJJ,)KeHH51 nepacasnoro 
peryJTIOBaHH.5! )],1151 cy6'E:KTiB MaJioro ninnp11€MHHU,TBa srinao 3 )],0JJ,aTK0M 4 )],0 

MeTo,n:MKM nposenenus aaanisy arrnusy perynaropnoro axra (Teer Manoro 
ni.n:npHE:MHHIJ,TBa). 

TipHHH5ITT51 Ta onpHIIIO)],HeHH51 rrpOE:KTY TTOCTaHOBH B ycTaHOBJ1eHOMY nop5IJJ,KY 
aafiearre-nrrt, nosenenns iioro BMMor no cy6'E:KTiB rocnonaprosanna, uerrrpansanx 
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Ta xricnennx opranis BHKOHaBqoi' BJ1a,n11 i opraaia Micu:eBoro caaoapanyeanas. 
JJ:oc5IrHeHH51 uinea He nepenfiasac ,no,naTKOBHX opraaisauinnax aaxonis. 

I1pHHH51IT51 perynaropnoro axra He npaasene no HeoqiKyBaHJ1X peaym.rarin 
i He TIOTpe6yBaTl1Me .nonaTKOBl1X BHTpaT 3 ztepacaaaoro 6IO.Ll)I<eTy. 

MmKJIJ1Ba nrxozra y pasi oqiKyBaHJ1X uacninxis ni'i axra He nporHO3Y€TbC51. 
JJ:ep)I<aBHHH KOHTpOJib 3a ztonepacaaaav BI1M0r perynsropaoro axra 6yne 

aafieane-reno MiHicTepCTBOM oxoponn snopos's Yxpannr, 5JK u:eHTpaJibHJ1M opranov 
SHKOHaBqoi' BJ1an11, uto 3nii1:CHIO€ cpyHKU:i'i TeXHiLJ:Horo peryrnonanus y cdiepi 
Men111rn11x BHpo6iB, a TaKmK opranaxra noxonis i sfiopia Ta nepxcaaoro pnaxosoro 
narnsny s crpepi Men11qH11x BHpo6iB. 

VII. 06rpyuTyBaHHH aanponononanor o crpoxy i.ii' pery.nsrropaoro aicra 
CTpOK nii' peryrraropnoro axra SCTaH0SJII-0€TbC5J Ha He06Me)KeHJ1H CTpOK 3 

M0MeHTY Ha6paHH5I HMM q11HHOCTi, OCKiJibKH neofixinnicrr. Sl1K0HaHH5J ITOJI0)KeHb 
peryrrsropnoro axra € IIOCTiHHOIO. 

VIII. Bnanavenna noKaJHHKiB peJyJ11>TaTttBHOCTi i.i"i perynsrropuoro arcra 
ITporH03Hi 3HaqeHH5I TIOKa3Hl1KiB TaKi: 
1) possrip nanxonzceas no ztepacannoro Ta Micu:eBl1X 6IOn)KeTis i nep)KaSHJ1X 

uim.osax cpottniB, Tl0B15I3aHl1X 3 zticro axra; 
2) xinr.xicrr, cyfi'exrin rocnonapronanns 'ra/afio cpi311LJ:Hl1X oci6, Ha 5JKJ1X 

rrow11p10saTI1MeTbC51 ,Ll15I axra; 
3) poavip KOWTiB i -rac, uio SI1TpaLJ:aTl1MYTbC51 cy61€KTaMJ1 rocnonapionauns 

ra/aoo cpi311qHJ1Ml1 ocofiaxra, TI0B1513aHl1MJ1 3 BHK0HaHH5IM SHMOr axra; 

4) pinem, rrohnpopvonanocri cy61€KTiB rocnonapronanns ra/afio cpi3HLJ:HHX 
oci6 3 0CHOBHJ1X IIOJIO)I(eHb axra; 

5) xim.xicri, asepnem, no MO3 sin cyfi'cxrin rocrronapiosamrs (s11po6H11Kis, 

ynounosaacemrx npencraamncis, nporpeciannx acouiauiji, opranis 3 01.1,iHKH 
ninrrosinnocri, U:OBB) mono nanannn pos '5ICHeHb 3acTocyBaHH51 HOpM np11i1:H5JToro 

3aKoHy Yxparan «Flpo Men11qHi B11po6m>; 

6) xinr.xicrt, asepnem, no MO3 sin cyfi'etcrin rocnonaprosanna (s11po6H11KiB, 

yrroSHOSa)KeHHX npencranunxin, nporpeciaunx acouiauiii, opranis 3 ou:iHKI1 
ainnoaizmocri, U:OBB) mono neotixinnocri sHeceHH51 3MiH npHHH51Toro 3aKoHy 
YKpai'HH «Flpo Men11qHi B11po6m>; 

7) xirn.xicrr, snepnem, no JJ:ep)l<aSHoi' CJiy)K6I1 YKpa'iHH 3 nixapcsxax sacofiis 
Ta K0HTP0JIIO 3a HapKOTJ1KaMJ1 CT10)KJ1Saqis (KOpHcTyBaLJ:is) Men11LJ:HJ1X anpofiia, a 

TaKmK opranin BHKOHaSLJ:Oi' nnaztn, B11K0HaBLJ:I1X oprania Mic1.1,es11x pan, 

npaBO0XOp0HHHX opranin, rpovancsxnx opranisauia CITO)KHBaLJ:iB ( ofi'eznram, 
cnosomauin), ofi'cznram, cyti'cxris rocnonaprosauna, y 5JKJ1X MiCTI1TbC5J indiopvauis 
npo p03TI0BCIOn)I<eHH51 nponyxuir, uro saszrana WKOnH cycnirn.anu inrepecav LJ:I1 Ma€ 

nenonixn, nto MO)KYTb 3aBnaTI1 raxoi WKon11, i aincyrns iadiopvauia, 3a 5IKOIO 

s11po6HI1Ka raxoi nponyxuii M0)Ke 6yTH inerrrnrpixoaaao, ane MiCTJ1TbC5J 

iHcpopMaU:i5I, 3a 5IKOIO MO)Ke 6yTH SCTaH0SJieHO p03ITOBCIOn)KysaLJa, y 5JK0ro 6yno 

np11n6aHO (BH5IBJieHO) raxy npozryxuiro. 
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IX. BH3H31.JeHHH 33XO)J.iB, 33 )J.OnOMOrOIO HKUX 3)].iikHIOB3THMeTbCSI 
Bi)J.CTemeHHH pe3yJihT3TUBHOCTi )J.i'i perynsrropnor-o 3KTa 

Bi,z:i:cTe)KeHH5I pe3yJlbTaTHBHOCTi peryrrsropaoro axra 3,[(il1CHIOBan1MeTbC51 

Bi,[(TTOBi,[(HO ,[(0 MeTO,[(HKH Bi,[(CTe)KeHH51 peaynr.rarunnocri perynaropnoro axra 
aarsepzrscenoi rrocTaH0B0IO Kafiinery Minicrpis YKpai'H11 sin 11.03.2004 Mi 308 
«Flpo 3aTBep,[()KeHH51 MeT0,[(J1K nponezrenna ananisy BI1Jll1BY Ta Bi)lCTe)KeHH51 
pe3yJibT3Tl1BH0CTl perynaropnoro axra». 

Easoee eiocmeucenusi peayrn.raruanocri perynsrropnoro axra 
3JliikmosaTHMeTbC51 MO3 -repes I pix nicrrs Ha6paHH51 q11HHOCTi. 

Iloemopue eiocmeocenun pe3yJ1hTaTJ1BHocTi perynaropuoro axra 
3)liikmoBaTJ.1MeTbC51 MO3 qepe3 2 p0KJ1 rriCJ151 Ha6paHH51 YHHHOCTi. 

Ilepioouuue eiocmeoicennn pe3yJihTaTHBHOcTi perynsropnoro axra 

3,[(iHCHlOBaTJ1MeTbC51 MO3 pas Ha KO)KHi TpH poxn IT0YHHaIOYH 3 )lH51 3aKiHYeHH5J . . . 
3aX0,[(lB 3 IT0BT0pHoro Bl,[(CTe)KeHH51 pe3yJibTaTHBH0CTI usoro axra 

Memoo npoaeztenns Bi,[(CTe)KeHH51 pe3yJibTaTHBHOCTi - CTaTHCTW-IHHH. 

Bua OGHUX, 3a ,[(0IT0M0f0IO 51Kl1X 3,[(il1CHfOBaTHMeTbC51 Bi,[(CTe)KeHH51 . . 
pe3yJlbTaTHBH0CTI, - CTaniCTffLJHI. 

Bi,a,cTe)KeHH51 pe3yJibTaTJ1BHOCTi perynaropnoro axra npoB0)lHTHMeTbC5J 

1UJ15IX0M p03fJ15I,[(Y rrpOI103HldH Ta sayaazcem, nizt cy6'E:KTiB rocnonaproaanna, 51Ki 

Ha,[(iHillJIH zio MO3 npcrarov ycsoro repviny i1oro .n:i'i. 

Minicrp oxopona snopoa'n YKpa'iHu 

202_ p. 

BiKTOp JUUJJKO 
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)],o)],aTOK 

)],O Ananisy peryna ropnor-o snmrny 

TECT MAJIOrO IIl):(IlPH€MHHU:TBA (M-TecT) 

1. KoncyJihTaQii° 3 npe,LJ;CT3BHHK3MH MiKpo- Ta MaJioro ni,LJ;npHCMHHQTBa 
IJJ.0)1;0 OQiHKH BnJIHBY peryJIIOB3HHSI 

Tlpoexr 3aK0HY YKpai"HH «Tlpo Me)],HqHi BHp06H» pospofineao 3 MeT0I-0 
naneaororo BHKoHaHH5I YKa3Y Tipe3H)],eHTa YKpai"HH N2 369/2021 «Ilpo piurenna 
Pa)],H nauionarn.noi 6e3fieKH i o6opOHH YKpai"HH Bi)], 30 Jll,fnH5I 2021 poxy «Tlpo CTaH 
nauionarn.noi CHCTeMH oxoponn 3,2l,Op0815I Ta HeBi)],KJ13)],Hi 3aXO)],H l.1{0)],0 
3a6e3neqeHH51 rposrazour YKpa"iHH Me)],HqH0I-0 )],0TI0M0f0I-0». 

)],011,iJibHiCTb BHeceHH5I 3MiH, l.U0 npononyrorr.cs y npoexri 3aK0HY ofironopeno 
Ha napani, mo sinfiynacr, 14.09.2021 B npnviuieani M03, 33 y-racri 3aCTYTIHHKa 
Tonoua Pa)],H nauioaansnoi 6e3rreKH i ofiopoun YKpai"HH 0. Conoaiioaa, 
npe)],CTaBHHKiB AMepHKaHChKoi" ropriaem.noi nanarn B Yxpauri, €sponeticbK0°l 
Eianec Acouiauii, Acouiauii «Oneparopn pHHKY Me)],JilqHHX snpofiin», Acouiauii 
opranin 3 ouinxn Bi)],TTOBi)],HOCTi, Ha 51KiH BH3HaqeHo nepenix TIHTaHb cdiepn o6iry 
Me)],HqH)i[X sapofiin, 5IKi TIOTpe6yI-OTb BperyJII-0BaHH5I Ha pinni saxony. 

Koncym.ranii l.lJ,0)],0 BH3HaqeHH5I BTIJIHBY aanponouoaanoro peryJII-OBaHH51 Ha 
cyti'cxrin xranoro nizmpxesunnrrsa Ta BH3HaqeHH5I zrerarn.aoro nepenixy npouenyp, 
BHKOHaHH5I 5IKHX neofixizuro )],J15I )],0TpHMaHH5I BHM0f peryJII-0BaHH5I, 
ofiroaopronanncs nin -rac mcasanot BHI.Ue uapaznr. 

B11)]. xoacynt.ranij (nyfini-mi KOHCYJihTau:ir Kirrsxicrt, 
npnvi (xpyrni CT0JIH, pofio-ri sycrpi-n y-racunxia 
TOl.lJ,0 ), iHTepHeT-KOHCYJibTaU:ll rrpavi «oncynsrauiu, 
(inrepaer-tpopyxnr, couiarn.ni Mepe)Ki oci6 
TOl.1{0 ), 3aTTHTH (no ninupncvuia, excnepria, 
HayKOBIJ,iB TOl.1{0} 

OcHOBHi 
peaynsraru 
«oncynsrauin 
( OTIHC) 

1. Pofioxa aycrpi-r 3 
nporpinr.nax acouiauiil 
BHp06HHKiB, isrnoprcpie, 

npe.ucTaBHl1K3MH 
HaIJ,I0HaJibHHX 

,UHCTptt6'I-OTOpiB 
Ta lHlIIHX yqacHHKIB pHHKY Me.z:i:11qH11x 
BHpo6iB, 11,eHTpaJibHHX opranis aaxonaa-ror 
BJia,UH 

3* IHopMH, l.UO 
MJCT5ITbC51 B 
npocxrr 
HaKa3Y, 
nizrrparaaao 

* Ilpmri nca: I napana 3 npeL1,CTaBHttKaM11 Kovirery 3 oxoponn 3L1,0poB'5! €Bponeti:cbKoi· 
Eisnec Acouiauii (nonan I 000 KOMrrattiH, 5!Ki npaUIOIOTb Ha yxpainct.xovy p11HKy), Korairery 
Jlanarn 3 ITHTaHb oxoponn 3L1,opoB'5! AMep11KattCbKO"i roprisern.noi nanarn B Yxpauri (uonazi 600 
xovnania - ttai16iJlblllttX Mi)I<ttapOL!,HttX xosmanii, 5!Ki rrpaUIOIOTb B Yxpami), Acouiauii 
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«Oneparopn pHHKY MC)].I11IHI1X BHpo6iB» (6JII13hKO 70 aaniouansnnx BHp06HHKiB, iMrrOpTepiB, 
,l],HCTp116'1ornpiB Ta iaumx ~aCHHI<iB pHHKY MC)].HqHI,fX BHpo6iB). 

2. BnMipIOBaHHSI BnJIHBY peryJIIOBaHHSI Ha cy6'CKTiB MaJioro 
ni,ll,npHCMHHQTBa (srhcpo- Ta MaJii) 

2.1. Kinr.xicrr, cy6' CKTiB Manora rri,1],np11eMHJ1U:TBa, Ha 5IKl1X now11pIOE:TbC5! 

peryJIIOBaHH5I: )],JI5I pospaxyaxy np11HH5ITO, ruo xim.xicrs cyfi'cxrin Manora 

ni,1],rrp11E:MHI1UTBa, Ha 5IKJ1X TIOWI1pIOE:TbC5! peryJIIOBaHH5!, CTaHOBl1Tb 3238 0)],I1Hl1U:i 1• 

2.2. IlMTOMa Bara cyfi'cxria MaJioro nim1p11eMHI1U:TBa y saransnif KiJibKOCTi 

cy6' E:KTiB rocnoziaproaaaua, Ha 5IKl1X npofineva 1.JJ1HI1Tb BITJII1B, 61, 70 %2. 

3. Pospaxynore BHTpaT cy6'CKTiB MaJioro ni,ll,npHCMHHQTBa Ha BHKOHaHHSI 
BHMOr peryJIIOBaHHSI 

Ans-repna'raaa 1 

N2 Hati:MeHyBaHH5I ouinxa Y nepumii pix Ilepiorm-mi Bv1TpaTI1 3a 
s/rt ( CTapTOBI1H pix (3a nacryrmaii n'5!Tb poxis 

nrrpoaanaceuns piK) 
peryJIIOBaHH5!) 

Onimca «Tip5IMHX» BHTpaT cyfi'cxrin niztnpnevnmrraa Ha BYIKOHaHH5! peryJIIOBaHH5! 
1. Ilpv!)].6aHH5! neofixiznroro - - - 

o6na)],HaHH5! (npI1CTpO°iB, 
MaWHH, xrexaaiasriu) 

2. Ilpouenypn TT0B1pK11 ra/afio - - - 
TT0CTaH0BKI1 Ha Bi)],ITOBi)],HI1H 

ofinix y BI13Ha1.JeHOMY oprani 

nepacasnoi BJia)],11 1.JH MicueBoro 

caMOBp5I)],yBaHH5I 

3. Ilpouenypn excnnyarauii - - - 
o6na)],HaHH5! ( eKCITJiyaTaUiHHi 

BY!TpaTH - BHTpaTHi MaTepian11) 
4. Ilpoueztypa o6cnyroByBaHH51 - - - 

o6Jia)],HaHH51 (TeXHiLJHe 

oficnyronyaauua) 
5. Iuuri npouenypn (yT01.JH11T11) - - - 
6. Pa3oM, rpasem, - X - 
7. Kirn.xicrr, cyti'cxria 3238 + 269 = 3507 

rocnonaptoaaaaa, uto TI0BHHHI 
BMK0HyBaTH BHM0I'H 
peryrrronanus, 0)],HHHUb 

8. Cyxrapno, rpnaens - X - 
Ouinxa BapTOCTi a)],MiHiCTpaTHBHHX rrpouenyp cyfi'cxris Manora ni,1],np11eMHl1U:TBa 

urozio BI1K0HaHH51 peryJIIOBaHH51 Ta 3BITyBaHH51 
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9. Ilpouenypa 0TpHMaHH5I 3 200 * 39 
nepnannoi inrpopraaui; rrpo 2pHlzOO * 1 
BHMOrH peryrnonanna npauieuu« = 
OmpUMaHHR iiupopssauii ma 117 2pH 3 

onpa41oeaHHR eUM02 
. ~ pezymoeaunn 5lK ynpaenincexuu 

npouec 

3 200 * 39 
epn/zoo * 1 
npau i8HUK = 
117 2pH 3 

10. Tlportenypn opraaisauif 5 200 * 39 
BI1KOHaHH5I BHMOr zpn/eoo 
peryrnosanna: * 1 npauienu« 
30iucHeHHR opzanisauiuuux = 195 2pH 3 

saxooie UfOOO nonepeootceunsi 
06i2y qJGJZbCUqJZK08QHUX 

sceouuuux eupoiiie 

5 200 * 39 
2pHlzOO 
* 1 npau ieHUK 
=1952pH3 

11. Flpouenypn otpinitinoro 

12. ITpou:eJJ;yp11 
3a6e3rre11eHH5I 
nepesrpox: 
,/J;HCTaHI..J,iHHi ayJJ;HTH opranavn 

W:OJJ;O 

rrpou;ecy 

. . . . 
3 OIJ;lHKH Bl)J;ITOBI,/J;HOCTI 

16 200 * 39 
epn/eoo * 2 

16 200 * 39 
2pHlzOO * 2 

npau ieuuxa = I npauienuxa = 
1248 2pH3 1248 2pH3 

16 200 * 39 
2pHlzOO * 2 

npauienuxa * 5 
p0Kl8 = 6240 

2pH3 

13. HaJJ;aHH5I incrpyxuii 13 
3aCTOCyBaHH5I Me)J;HYHOro 

BHpo6y B eJieKTp0HH0MY 
mrrrrsni (rriJJ;TpHMKa 
cpyHKU:ioHany se6ca11Ty 
BI1po6HHKa )J;JI5I 3a6e3ITeLJ.eHH5I . . ninr.noro rtoctyrry CIT0)KHBaYlB 
Ta KOpHcTyBaLJ.iB) 

24 200 * 39 
2pHlzOO * 2 

24 200 * 39 
2pH!zOO * 2 

npauieuutca = I npauieuura = 
1872 2pH3 1872 2pH3 

24 200 * 39 
2pH!zOO * 2 

. * 5 npauienutca 
p0Kl8 = 9360 

3 
2p1-1 

14. Pa10M, rpnseas: 3432 3120 15912 
15. Kinsxicrr, cy6' E:KTiB Manoro . . 

Ill)J;TlpHE:MHHIJ;TBa, W:O ITOBHHHI 

BHKOHaTH BI1MOrI1 

peryrnonanna, 0JJ;HHHU:b 

3238 + 269 = 3507 

16. [Cyvapno, rpaseas: I 12036024 10941840 55803384 

O10,IJ;)KeTHi BHTpaTH Ha a,IJ;MlHICTpyBaHH5I peryJ110BaHH5I cy6'E:KTiB Manoro 
IllJJ;ITpI1€MHI11.J,TBa: 

a'iHH 
Ilpouenypn perymo- Flnaaosi Bapricrs Ouinxa 
B3HH5I cy6'E:KTiB BI1TpaTI1 qacy cnia- KiJlbKOCTi 
Manoro nizmpncv- LJ.acy Ha po6iTHHKa npouen 

Ouiaxa . . 
K!JlbKOCTI 

C2'_6'€KTiB, 

B11Tpan1 Ha 
aJJ;MIHJCTPY 
BaHH5I 
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HI1IJ:TBa (pospaxyaox npone- oprany 3a p1K, mo mo run- peryruosan 
Ha 0.LJ.H0ro THII0B0ro .nypy nepxcaa- npnna- naztaiort, H51 (3a pix), 
cyfi'crcra rocrrozta- aof anaznr )].aIOTb Ha run .ll.11-0 rpn . . 
pIOBaHH51 Manora sum 0 nin- ormoro npoueziy- 
m.nnpHE.:MHHU:TBa - 3a HOi" cyfi'cxra pH 
IlOTpe611. 0KpeM0 )].J151 xareropu perymosan 
cy6'E.:KTiB Manora Ta (sapofiirua H51 
M!Kp0- rrrrara) 
n inn pHE.:MHHU:TBa) 
1. O6JiiK cyfi'cxra - - - - - 
rocnonaproaanna, mo 
nepe6yBae y cdiepi 
pe r_y 111-0 BaHH51 
2. IT0ToqH11.11 - - - - - 
K0HTp0Jib 3a 
cy6'E.:KTOM 

rocnonapronanaa, mo 
rrepe6yBae y crpepi 
perymosanaa, y T0MY 
-ntcrn: 
xavepanr.m 
BJ113Hl 

3. ITi.nroTOBKa, - - - - - 
3aTBep.LJ.)KeHH51 Ta 
onpaU:IOBaHH51 0.LJ.H0ro 
otcpexroro aKTa rrpo 
nopynrenns BHM0r 
peryJIIOBaHH51 
4. Peanisauis 0)].H0r0 - - - - - 
oxpesioro pnnenns 
uiozro nopymenns 
BHM0r peryJIIOBaHH51 

5. OcKap)KeHH51 - - - - - 
0.LJ.H0ro oxpevoro 
p1rneHH51 cy6' €KTaMJ1 
rocrtonaprosanns 
6. ITi.nroTOBKa 4 200 57,1 1 - 228,4 

. . 4 3BITH0CTI 3a epn/eoo 
peaynr.raraaa 
per_yn1-0BaHH51 
7. Imui 20200 57,1 1 30 34260 . . . 

zpn/eoo 4 a)].MIHICTpaTHBHl 
npouenypn: 
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HQOQHH5l 0,2 200 57,1 1 50 571 
KOHC)lflbmamUBHUX 2pHlzOO 4 

nocnyz cy6 'cxmy 
Pa30M 3a pix X X X X 35059,4 
CyMapHo 3a rr' 51Tb X X X X 175297 
poxin, rpaaens 

,ll,epmaBHa crryaefia Y1~pa
0

iHH 3 nhcapcstcax aacofiia Ta KOHTPOJIJO 3a 
HapKOTHKaMH 

Ilpouenypn peryrno- Ilrranosi Bapricrt, Ouimca Ouinxa B11TpaT11 Ha 
BaHH5l cyfi'cxris BHTpaTl1 -racy KinhKOCTi KinhKOCTi a,n:MIHICTpy 
Manora ninnpnesr- -racy Ha cnispofiira npouenyp cyfi'cxris, saana 
H11U,TBa (pospaxynox npoue- nxa oprany 3a pix, uro uto nizr- perymosaa 
Ha ozmoro THITOBoro .n:ypy nepacasnof npurra- naztarort, H51 (3a pix), 
cyfi'cxra rocrrozta- nnaznr ,n:aI-OTb Ha nin ziiro rpn . . 

Bl.D:ITOBI.D:- O.D:HOro npouezrypn 
noi cyfi'cxra perymosan 

pI-OBaHH5l Manora 
m.n:npHCMHHU,TBa - 3a 
ITOTpe6tt OKpeMO .D:JI51 
cyfi'cxrin xrancro Ta 
MlKpO 
ninnpnevmurnsa) 

xareropu 
(sapofiirna 
nnara) 

H51 

1. Ofinix cyfi'cxra 
rocnonaprosamra, uio 
nepefiyaae y crpepi 
perynI-OBaHH51 

0,2 200 1 3238 + 269[ 31282,44 
= 3507 

2. I1oT01.JHHH 
KOHTpOJTh 
cy6'cKTOM 
rocnonaproaanua, uio 
nepefiysae y crpepi 
peryrnoaamra, y TOMY 

3a 

4I1CJTI: 
B11131-Tl 

xaxteparrr.m, 

0,5 200 44 65 J 

2pHlzOO 
1 3238 + 269 

= 3507 
78206, 1 

3. ITi,n:roTOBKa, 
sarnepnaceans Ta 
onpaU:I-OBaHH51 ozmoro 
OKpeMoro aKTa rrpo 
nopyurenna BHMOr 
peryrnonaana 

8 200 1 3 2 3 8 + 2 6 9 I 1251291, 6 
= 3507 

4. Peanisauia onnoro 
oicpevorc p1weHH51 
urono nopyweHH51 
Bv!MOr ~I-OBaHH51 

0,2 200 1 3238 + 269[ 31282,44 
= 3507 
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5. OcKap)KeHH5l - - - - - 
0,LJ:H0f0 oxpevoro 
p1weHH5I cy6' E:KTaMH 
rocnonapronanna 
6. Ili,n:rOTOBKa - - - - - . . 
3B1TH0CT1 3a 
pe3y J1b TaTaMH 
peryJTI0BaHH5l 
7. Inuii - - - - - . . . 
a,n:MIHICTpaTHBHl 
rtporreztypn: 
0111,PUMQHHR 0,5 200 44 65 1 1 22,3 , 
iiupopuauii ma 2pH/200 

onpautoeanun 6UM02 

peeynioeannn 5lK 

vnpaenincexuii npouec 
enecenusi 3MiH 6 4 200 44 65 1 1 178,4 ' 
001<yMe1m1a4i10 2pHlzOO 

euympiuocsoi cucmeuu 
ynpaeniuun sucicmto 
1-/QOQl-/Hfl 0,2 200 44 6:J j 2000 ° 17840,0° ' 
K0HCYllbmamUBHUX 2pHlzOO 

nocnyz cy6 'cxmy 
Pa30M 3a nepumii X X X X 497262.3 
pirc: 
CyMap1-10 3a n'HTh X X X X 2129412,2 
porcin, rpnnem, 

AJ1hTep1-1aTHBa 2 

N2 Ha11MeHyBaHH5l ouinxn Y nepumii pix I1epio,n:11Y1-Ii B11TpaT11 3a 
3/n ( CTapTOBl1H pix ( 3a HaCTYTTHl1H rr'51Tb poxis 

nnponazracenna piK) 
peryJJIOBaHH51) 

Ouimca «rrp51MHX» BHTpaT cy6'E:KTiB ninnpacsnnurrua Ha Bl1K0HaHH5l oeryJIIOBaHH51 

1. Tip 11,z::i:6 aHH5l neofixizmoro - - - 
o6na,n:HaHH5l ( rrpacrpoia, 
MallJHH, MexaHi3MiB) 

2. Ilpouezrypn IT0BlpKH 'ra/afio - - - 
TT0CTaH0BKH Ha ninnonizmaii 
ofinix y BJ13HaYeH0MY opraui .. . nepacasnot snazra ~rn xucuesorc 
caM0Bp51,n:yBaHH5l 



19 

3. Flpouezrypn excnnyaranij - - - 
o6na)],HaHH51 ( excnnyarauitrni 
BHTpaTH - BHTpaTHi MaTepianH) 

4. ITpoue,lJ,ypH o6cnyroByBaHH51 - - - 
o6na)],HaHH51 (rexni-me 
o6cnyroByBaHH51) 

5. Innri npouezrypn: 10 2pH. * 1000 10 2pH. * 1000 10 2pH. * 1000 
BHI'0T0BJieHH51 nancposoi tum. = 10000 Ulm. = 10000 tum. * 5 
incrpyxuif 13 3aCT0CyBaHH51 2pH. 2pH. poxie= 50000 
Me)],W-IHOI'O snpofiy 2PH. 

6. Pa3oM, rpasem, 10000 10000 50000 
7. KiJTbKiCTb cyfi'cxria 

I'0CIT0,[1,apFOBaHH51, uto II0BHHHI 3238 + 269 = 3507 
BI1K0HyBaTH BHM0I'l1 
peryJTFOBaHH51, 0,/J,HHH[(b 

8. Cyvapno, rpnnem, 35070000 35070000 175350000 
Ouimca BapTOCTi a)],MiHicTpaTHBHI1X npoueziyp cyfi'cxrin Manora ni,[1,npHE:MHHU,TBa 
LLl,0)],0 BI1K0H3HH51 peryJIFOBaHH51 Ta 3BiTyBaHH51 
9. Ilpouenypn 0TpHMaHH51 - - - 

nepBHHHOi' impopMaui·i npo 
13HM0I'H perymouaaas 
Ompuuanun inipopuauii ma 
onpautoeaunn 6UM02 
peeymoeannn 5lK ynpaenincucuu 
npouec 

I 0. Ilpoueztypn opramsauu - - - 
13l1K0HaHH51 BHM0I' 
peryJTFOB3HH51 

1 I. Ilpouenypa ocpiuiHHOI'O - - - 
3BiTyBaHH51 

12. Ilpoucztypn W:0)],0 16 200 * 39 16 200 * 39 16 200 * 39 
aafiearreveaas npouecy 2pH/200 * 2 2pH/200 * 2 epu/eoo * 2 
nepempox: npa71i6HUKa * npau i6HUKQ * npa71i6HUKQ * 
ay)],HTH opraaavn 3 0[(IHKI1 80 2pHlzOO = 80 2pH!zOO = 80 epn/eoo * 5 . . . 

BHi°3)],0M 99 840 2pH 7 99 840 2pH 7 pOKi6 = B 1,/J,II0 B 1,/J,H0CTI 3 Ha 
Bl1p06HH[(TBO 7 499 200 2PH 

13. Ha,lJ,aHH51 . . .. 
24 200 * 39 24 200 * 39 24 200 * 39 IHCTPYK[(ll 13 

33CTocyBaHH51 Me)],HqHoro zpn/zoo * 3 2pHlzOO * 3 2pHlzOO * 3 
1311po6y B nanepoaovy BHI'J151)],i npai1 l6HUKQ * npaif i6HUKa * npauieuuxa * 

20 2pH = 20 2pH = 20 2p1-1 * 5 
56 160 2pH 

7 56 160 2pH 
7 

pOKi6 = 
7 280 800 2PH 

14. Pa3oM, rpnaens: 156 000 156 000 780 000 
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15. Kim.xicrt, cyfi'exris Manoro . . 
3238 + 269 = 3507 m.n:rrpHE:MHHL(TBa, mo ITOBHHHI 

BHKOHaTH BHMOf'H 
peryrnonanns, O,[(HHHL(b 

16. Cyvapno, rpasens: 547092000 I 547092000 I 2135460000 

bJO,[()KeTHi BHTpaTH Ha a,n:MJHlCTpyBaHH51 perynIOBaHH51 cy6'E:KTiB MaJIOf'O 
m.n:npHE:MHHL(TBa: 

Minicrepcrno oxopona 3AOpoB'H YKparnn 
Ilpoueziypn peryrno- Tlnanoai Bapricrs Ouiinca Ouimca Bnrpara Ha 
BaHH51 cyfi'cxrin BHTpaTH -racy cnis- KiJibKOCTi KiJibKOCTi a,UMIHICTpy 
Manoro nizmpaeja- =racy Ha po6iTHHKa npouenyp cyfi'cxria, saHH51 
HHUTBa (poapaxynox npoue- oprany 3a pix, mo mo nin- peryrnonan 
Ha O)lHOf'O THITOBoro ztypy rtepxcaa- npnna- nanarort, H51 (3a pix), 
cyfi'cxra rocnozia-] I HOI snan 
pIOBaHH51 xrarroro] I nirmonizi- 

• I I •• - numpaewamrma - 3al I HOI , ., 
norpefin OKpeMO )lJI51j i xare . . 
cyfi'exrin Manoro Tai i tsaoo 
M!KpO 

ni,n:rrpHE:MHHL(TBa 2 

1l1 l,[(aIOTb 
O,[(HOf'O 

lcvfi'cxra ... 
ronn 

/ 

6iTHa 
' . 
nnara) 

- 1. O6niK cyfi'cxra] - - 
rocnonapronanna, mo 
nepeoynae y crpepi 
peryJIIOBaHH51 

2. IloToqHHH 
KOHTpOJib 
cy6'E:KTOM 

rocnonaprosanna, mo 
rtepefiysae y crpepi 
peryJIIOBaHH51, y TOMY 

3a 

9l1CJI1: 

xavepanr.rn 
Bl113Hl ,, 
.) . Ilinroro BK a, 
33TBep,[()I(eHIDI Ta 

orrpaUIOBaHH51 O,[(HOf'O 
oKpeMoro aKTa rrpo 
nopyurenns BHMOr 
peryJIIOBaHH51 

4. Pcanisauis ortnoro 
oxpexioro p1weHH51 
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uiozto nopyrneirns 
BHMOr peryJIJOBaHHH 
5. 0cKap)KeHH5I - - - - - 
O)],Horo oxpevoro 
p1weHHH cy6'E:KTaMH 
rocnonaproaamrs 
6. Tli)],rOTOBKa 4 200 57,1 1 - 228,4 . . 2pHlzOO 4 3BlTH0CTI 3a 
pesynsrarasnr 
perymoaanns 
7. Imni 20200 57,1 1 50 54 JOO . . . 

2pHlzOO 4 a)],Ml H l CTpaTHBH l 
npoueziypu: 
I-/QOQHH5l 0,2 200 57,1 1 JOO 1 142 
«oncynemamueuux 2pH/200 4 

nocnyz cy6 'exmy 
Pa3oM 3a pix X X X X 55 470,4 
CyMapHo 3a rr' 51Tb X X X X 277 362 
poxin, rpaaenr- 

,ll,ep:tKaBHa cnyaefia YKpaiHH 3 JiiKapCbKHX sacofiis Ta tcotrrporno 3a 

Ilpouezrypa peryrno- Tlnanoai Bapricrr. Ouinxa Ouimca B11TpaTH Ha 
cy6'E:KTiB 

. . . . 
BaHHH BHTpaTH qacy KlJibK0CTl KlJibK0CTl a)],M 1 H 1 crpy 
Manora rnzrrtpaev- xacy Ha cnispofiirn rrpou,e)],yp cy6 'E:KTi B, BaHHH 

HHJJ,TBa (pospaxynox npoue- HKa opraHy 3a pnc, nio uto run- peryrnonan 
Ha ozmoro THIIOBoro ,n:ypy ztepacasnoi npana- nanaiors HH (3a pix), 

cy6'E:KTa rocnona- nnamr zraro n, Ha run )],!JO rpu . . 
pt0BaHHH MaJioro B l)],IT OB l)],- 0)],H0f'0 rrpou,e)],yp11 
ITl)],ITpHCMHHU.TBa - 3a Ho·i cyfi'cxra peryJIJOBaH 
ITOTpefoI 0KpeM0 )],JI5I xareropu HH 
cy6'E:KTiB Manora Ta ( sapof i TH a 
MtKp0- nnara) 
ni)],TTp11CMHHU.TBa) 

1. O6JiiK cyfi'exra 0,2 200 44 65 1 3238 + 269 31282,44 ' 
rocnozraproaanns, IIJ:0 2pHlzOO = 3507 
rrepe6yBae y cdiepi 
pery JIIOBaHHH 
2. I1oTOl.JHHH 0,5 200 44 65 1 3238 + 269 78206, 1 

' 
K0HTp0Jib 3a 2pHlzOO = 3507 
cy6'E:KTOM 
rocrtoztaproaarma, IIJ:0 
nepe6yBaE: y crpepi 
peryrnoaanna, y TOMY 
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qy[CJll: xaraepansar, 
Bl113Hl 

3. ITi.LI.rOTOBKa, - - - - - 
3aTBep,LI,)I<eHH5I Ta 
onparuoaanna O,LI,Horo 
oxpesroro aKTa npo 
nopyurenns BMMOr 

pery JIIOBaHH5I 

4. Peaniaauis oznroro - - - - - 
oxpevoro piuremrs 
W:O.LI.O nopyurenns 
Bv!Mor pervrnosanns 
5. 0cKap)I<eHH5I - - - - - 
O,QHOf'O oxpexroro 
p1weHH5I cy6' €KTaMI1 

rocr10,n:ap10BaHH51 

6. ITi.LI.rOTOBKa - - - - - . . 
3B1THOCTI 3a 
pesy no TaTaM11 

peryn10BaHH5I 

7. Imni - - - - - . . . 
a!-(MIHlCTpaTMBHl 

npoueziypn: 
l-/QOQHH5l 0,2 200 44 6j 1 2000 17840,0 ' «oncynemamuenux epn/zoo 
nocnye cy6 'etcmy 
Pa30M 3a nepumit X X X X 127328,54 
pitc: 
CyMap1-10 3a n'SITh X X X X 636642, 7 
pOJdB, rpnnem, 
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IlpttMiTKH: 

I 3238 - 61,70 % Bin aaransnoi KiJibKOCTi oci6, ainnoainarn.nax 3a BBeneHH51 Mentt'-IHHX anpofiie, 
aKTHBHHX Me,z:i:rrqHHX napofiin, 51Ki iMIIJiaHT)'IOTb, Ta Mentt'-IHHX anpofiis .ll:JI51 niarHOCTHKH in vitro B 
o6ir (srirmo nirmoaizmoro Peecrpy oci6). Craaou Ha 0 1.12.2021 3a aaH11M11 )J:ep)l<J1iKcJTy)K611 
saransna KiJThI<iCTb oci6 CTaH0BHTb 7069, npnpicr 2000 oci6 Ha pix (28 %). J];oBinKOBO: 0.ll:HH 
cyti'cxr rocnonaprosaaas B cepezmsovy e oco6om, ainnoninansnoro 3a BBeaeHHH B o6ir B 
cepennsoray .ll:Jl51 4 BHpo6iB. 
2 3a nar-rnMH nporpirn.nax acouiauiii. 
3 P03paxoBaHO 3 BeJI11q11H11 MiHiMaJibH0°i aapofiirnoi IIJTaTH CTaH0M Ha O 1.12.2021 - 6500 rpn/raic 
(3a naHHMH Minicrepcrsa cpiHaHciB YKpa'iHH, minfin.com.ua), cepernn.oi KiJThKOCTi pofio-iax nnia y 
MiC51Ui y 2021 poui - 21, po60'-1Htt neHb - 8 rozinn. 
4 Pospaxoaano 3 BeJTHYHHH nocanosoro oxnany rononnoro cneuianicra MO3 Y1<pa'iH11 arizmo 3i 
WTaTHHM p03Ill1C0M, 3aTBepn)I<eHHM HaKa30M MO3 YKpa'iHH Bin 20.05.2019 - 9600 rpHIMiC Ta 
cepeznrsoi KiJThKOCTi po60'-111X rmis y MiC51Ui y 2021 poui - 21. 
5 Pospaxonano 3 BeJTHYHHH nocanosoro 01<J1any rononnoro cneuianicra sriruro 3 HaI<a30M 
)J:ep)K3BHO'i CJTY)K6H YKpa'iHH 3 JTi1<apCbKHX sacooin Ta K0HTp0JTIO 33 HapK0THKaMH Bin 27.12.2018 
N2 263-K «Ilpo 3aTBepmKeHH51 ra BBeneHH51 B niro Opraniaauinnor CTPYKTYP"' ra Illraraoro 
poanncy JJ:ep)KJTiKCJTY)l<6m> - 7500 rpHIMiC Ta cepennsoi KiJThKOCTi po60t.JHX nnis y MiC51Ui y 2021 
poui -21. 
6 2000 - cyxrapaa xirrsxicrr, K0HCYJTbTaTHBHHX nocrryr cy6'€I<TaM rocnonaptosanns, HanaHHX 
ueHTpaJTbHHM anaparou JJ:ep)KJTiKCJTY)K6H Ta TepHTOpiaJihHHMH ninpoaninaxor. 
7 Pospaxonairo 3 BeJTW-IHHH MiHiMaJibHO'i sapofiirttoi nJTaTH CTaH0M Ha 0 1.12.2021 - 6500 rpHIMiC 
(3a .uaHHMH Minicrepcraa cpiHaHCiB YI<pa'iHH, minfin.com.ua), cepeznn.of KiJTbKOCTi po60YHX .UHiB y 
Micm{i y 2021 poui - 21, pofio-raii neHh - 8 roznm; HaKJTMHi BHTpaTH opranisauii ayzurry 3 
BH'i°3.ll:OM Ha B11p06HHUTBO - 80 rpn/rcn; H3KJTanHi BHTpaTH Ha,n:aHH51 iacrpytcuii j3 33CT0CyBaHH51 B 
nanepoaovy Bl1rJT51ni - 20 rpn. 
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4. Poapaxynox cysrapnux BHTpaT cyfi'cicria MaJJoro nuJ.npHCMHHUTBa, LUO 
BHHHK3l0Th Ha BHKOH3HHSI BHMOr peryJJJOBaHHSI 

rn.re: OH3THBa 
N2 TIOK33HHK TiepIIIHH PIK 3a rr'51Tb poxis, rpn. 
s/n peryrnonanna 

( CTapTOBHH), rpn. 
1 OQiHKa «I1p51MHX» BHTpaT - - 

cyfi'cxris m,n:rrpHE:MHHQTBa Ha 
BI1K0HaHH51 peryrnonamrs 

2 OQiHKa BapTOCTi a,n:MiHiCTpaTHBHHX 12036024 55803384 
rrpoQe,n:yp cyfi'cxris MaJToro 
m,nrrpHE:MHHQTBa uiozio BHK0HaHH51 
peryrnosanna Ta 3BiTyBaHH51 

3 Cyvapni BHTpaTH MaJToro 12036024 55803384 
m,nrrpHE:MHHQTBa Ha BI1K0HaHH51 

sannanonaaoro perymosanns 
4 Eronxcerni BHTpaTH Ha 1445168,68 7225843,4 

a,[(MlHICTpyBaHH51 peryJTIOBaHH51 
cyfi'cxrin xranoro nirmpacsnnnn-aa 
(cyvapno) 

5 Cysrapni BHTpaTH Ha BHK0HaHH51 I 3481192,68 63029227,4 
3aITJiaH0BaH0f0 peryJTIOBaHH51 

A 1 

JlhTeJ )HaTHBa 

N2 TioKa3HI1K Ilepurati plK 3a rr'51Tb poxis, rpn. 

s/n perymosaaaa 
( CTapTOBHH), rpn. 

1 OQiHKa «I1p51MHX» BHTpaT 35070000 175350000 
cyfi'cxrin m,n:rrpHE:MHHQTBa Ha 

BI1K0HaHH51 peryJIIOBaHH51 

2 OQiHKa BapTOCTi a,n:MiHicTpaTHBHHX 156000 780000 
rrpoQe,nyp cyfi'ercris MaJI0f0 

m,nnpHE:MHHQTBa mono BHK0HaHH51 
perymonanna Ta 3BiTyBaHH51 ., Cyxrapni BHTpaTH MaJToro 547092000 2735460000 .) 

m,nnpHE:MHHQTBa Ha BHK0HaHH51 

aannaaosanoro peryJIIOBaHH51 

4 Erozraccrni BHTpaTH Ha 182798,94 914004, 7 
a,[(MlHICTpyBaHH51 peryJIIOBaHH51 

cyfi'exris MaJI0f0 rri,n:npHE:MHHQTBa 
(cyvapno) 

5 Cyvapni BHTpaTH Ha BHK0HaHH51 547274798,9 2736374005 
3aTIJiaH0BaH0f0 peryJIIOBaHH51 

A 2 
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5. Po3p06JJeHHH icoperyro-mx (noM'HKlllyBaJJbHHX) 33X0)].IB )].JJSI MaJJoro 
ni.11.npHCMI-IHU,TBa IJJ.0)1.0 aanponononanoro peryJJIOB3HHH 

Ha OCHOBi oninxn cysrapuax BHTpaT Manora ni.nnp11€MHl1U:TBa Ha Bl1K0HaHH51 
aannanonanoro peryrnouauna (3a rrepIIIHM pix peryrnonamrs Ta 3a n'51Tb poxis) 3 
MeTOIO BI1piBHIOBaHH5I IlHTOMOi" BapTOCTi a.nMiHiCTpaTHBHoro HaBaHTa)KeHH51 Mi)I( 
cy6'eKTaMH BeJIHKoro, cepezmsoro Ta Manora ni.nrrp11eMHI1IJ,TBa 3acTocyBaHH51 
K0MTTeHCaT0pHHX MexaHi3MiB He nepenfiaveno. 


