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Jlep;kaBHa peryJsiTOpHa cJjyx0a

Ykpainu

MiHicTepCcTBO OXOpPOHH 370pOB’S YKpaiHU HampaBisie Ha MOTOIKCHHS
npoekT nocranoBu KabGinery MinictpiB Ykpainu «IIpo BHeceHHS 3MiH [0
noctanoBu KaGinety MinicTtpiB Ykpainu Biz 26 tpaBas 2005 p. No 376».

[Tpocumo po3rIIAHYTH 3a3HAYEHHI MPOEKT B JECATUICHHUN CTPOK.
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AHAJIS PETYJATOPHOI'O BILTHBY

a0 npoekTy noctanosn Kadinery Minicrpie ¥ kpainn «[po swecennn smin qo
nocranosn KaGinery Minicrpis ¥Ykpainn gin 26 tpasus 2005 p. Ne 376»

I. Buznavennn npodaemn

[poext noctanoen Kabinery Mimcipie Yepaiun «llpo suecenns 3min o
noctanosn KabGinery Minictpie Yipainu Bin 26 tpasua 2005 p. Ne 376» (mani —
NpOEKT aKTa) popobieHo MiHICTEPCTBOM OXOPOHM 3A0POB™S 3 METOK BCTAHORICHHS
CTPOKY il peecTpamifiHux NOCBIIYEHSs, ¥ TOMY YHCII NPOIOBKEHHA PeecTpaniinmy
mocBiadent 13 crpokom aii ao 01 keimaa 2023 poky, Ha nikapceki saco0M, AKi
3AKYNOBYHOTECE 0CODOI, YNOBHOBRXMEHOIW HA IAIHCHEHHN 3akymiBens y cdepi
OXOPOHH IAOPOR'A, 4 TAKOM® MUINMATAOTE IAKYMIRN 38 PEIVALTATAMH 3AKYIIBEILHO]
MPOLCAYPH, NPOBCACHOI CNELIANIZ0BAHOIY OPraHijalliclo, AKa ACHIOC 3aKyIiai,
HA BHKOHAHHA yrodW mojo zaxynism smix MO3 ta slqnosiaHow cneuianizoBanon
Oprafisaiicio, Sxa VHCHIOE 3AKYIIBI, 10 BBCACHAR B Ao 3akony Yrpainn «IIpo
nikapebki 3acobuy sin 28 aunna 2022 pory Ne 2469-IX BHEMOYHO AN8 BHEOHAHHA
NpOrpaM Ta 3AifCHEHHN NEHTPATIZ0BAHHN 3aX0/11B 3 OXOPOHM 3I0POB’H 13 BHECCHHAM
pignosigaol indopmanii no Jlepkasnoro peectpy nikapekkux sacobin Ykpaiumw
NUIAXOM BHIAYI BUIMOBUIHHX PeECTPallifiHMX NOCBIJYCHE TAa YHEMOXIHBIEHHA
nepskasHol peccrpauii abo nepepeccTpaiii MiKapcekHX 3acofis, BHPOGHHIITRO ARMX
xo4a O 4acTKORO, B TOMY 4HCI pospobka Ta/abo kniHigHI BHNpo0OyBaHHA (32 YMOBH,
AKIIO BOHK PO3N0OYATI 3 MOMEHTY NMoBHOMacTabHoro eTopracaas Pocll B Yrpainy),
nificHoBanock Ha TepuTopii pocifickkol deacpanii abo pecnybnikn Ginopych, nio B
CROK) 4YEpPry CTHMY/IIOBATHME BUIMOBHTHCHA BlJ NOCTABOK TOBAPIE 3 LMX KpaiH B
YCLOMY CBITI.

Binnosigno mno 3akouy Yipains «[Ipo nikapcwki sacoBue (gam - 3axowu)
nikapchki 3aco0M JONYCKAKTECA I0 3aCTOCYBAHHA B YEpaiHi micna ix JepxaBHol
peecTpauil, KpiM BHNALKIB, nepeadageHux uMM 3akoHom. Jlikapcekuii 3acid mome
3ACTOCOBYBATHCE B YKpaiHl NpOTATOM N'STH POKIB 3 JHSA HOro Aep#aBHOl peccTpaiil.
[Micna 3akiHYeHHA CTPOKY, NPOTATOM AKOro Gyno J03IBONEHO JACTOCYBAHHA
Aikapcekoro 3acoby B Yxpaini, fioro nofansine 3acTOCYBAHHA MOMJIHBE 33 YMOBH
nepepecerpauii, licas nepepeectpanil cTpok 3acTocyBaHHA B YkpaiHi JTiKapchRoro
3acoDy He 0OMEeKYETLCH.

Cratreto 9', 3akomy pernamenToBaHo oco0aMBOCTI JepmaBHOi peecTpauil
AikapcekHX 3acobiB, AKI MOEYTL 3aKYNOBYBATHCA 0CO00I0, YNOBHOBLKEHOK Ha
3ailicHeHNA 3aKynigens y cepi OXOpoHH 300poB’A. SIKNID OepikaBHAa peccTpaiif
nikapchkoro 3acofy aaificHiocTeCA ANA nimel  saKkynmiBens, mo 3MIACHIOIOTHECH
ocobol0, YNOBHOBLKEHO HA 3MICHEHHA JAKYNIBEAL ¥ cepi OXOpOHH 3M0pOB’S,
TakHi niKApCBKHi 3aci0 Moke OyTH 3apeccTpORANME 33 NPOUCAYPAMA ACPHKABHOT
peecTpauil, BHIHAYEHHMH ¥ Uif cratmi. Ha nikapeexi saco0n, AcpkasHa peecTpanis
grHX ificHoeTECS BiANOBIAHO M0 cTarTi 9, NOWHPIOIOTECH NONOKEHHS YACTHH
nepinol - TpeThol, choMol, AeB ATOL, OAHHAALUATO! - HOTHPHANUATOL, WICTHAAUATOT -
OBAJLATE APYTOI, ABAMLUATL HMETBEPTOL, JBAAUATE WOCTOl cTarri 9 usoro 3axony.
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i nofnoskeRHs cTatri 9 usoro 3akoHY HE NOWMPIOKOTECA HA MiKapeeki 3acobm,
fiepAABHA PEECTPALIA SKHX UNHCHIOETHCH BLNOBLIHO 40 WiET CTaTTi.

IMpoexT axta pospobneso Bignosiano oo nyskTis 2, 3 posainy II «[Ipukiniesi
Ta nepexiani nonomenns» 3akony Ykpainwn sin 12 ciyns 2023 poxy Ne 2869-IX
«[Mpo sHecenns 3Min jo 3axony Yepainn «llpo nporwaio noumpensio xsopob,
IYMOBIEHHX mipycos imysogedimnry momuwns (BUI), ta npasoswil i couwansumi
saxHcT mioaecH, sxi wueyTe 3 BUI» moao 3acToCyBaHHA CYHACHMX NLIXOMIB 10
npodinakTiky, TecTysasns i nikysanua BLI-indexuil BiMOBIAHO 10 KepiBHHX
noxymentis BeecsiTHeol oprasisauii oXopoHu 3zopos’sy (aami — 3akon), crarri 9'
Jaxouy Yepainn «IIpo mixapceki sacofuy» 3 MeTolo npusenenna [Topanky AepkaBHoil
peectpauii (nepepeectpamii) nikapeekux 3acofis, 3aTBEPIKEHOrO MOCTAHOBOK
KaGinery Minictpis Ykpainn pin 26 tpasss 2005 Ne 376 «llpo sarsepamenns
Mopanky nepwasnoi peectpauii (mepepecctpauii) nikapcerux 3acobis 1 Po3MIpIB
afopy 32 X JcpwaBHy peecTpaiii (nepepeccTpanilo)»s, Yy BUINOBIAHICTE [0
3AKOHOJABCTEA.

Jokpema, v nymirax 2, 3 poaginy 11 «llpukinuesi Ta nepexiiHi NONOXKeHHR
3aKoHY YCTAHOBNERO, O CTPOK Jii PEECTPALIAHIX NOCHIIYEeHs Ha NiKapCBKi 3acobu,
AKi 3@KYNOBYIOTECA 0c060I0, YNOBHOBAKEHOK HA IificHenns 3akynisens y cdepi
OXOPOHH 310POB’A, @ TAKOH NULTATAIOTE JAKYTIBAL 38 PEIyNBTATAMH JAKYTBENEHOI
NpoleypH, NPOBENEHOT CENiani3oBaHO0 OpraHijauielo, Aka 3AIHCHIOE 3aKyninmi,
HA BHKOHAHHA YTOIH Moo 3akynisn mix MO3 ta signosianoo CHewiamn3o8a o0
opraMizamicio, ska amificeioe saxkymisni, mo miane jgo 1 keitEs 2023 poxy,
NPOIOBAYETHCA JI0 BBEIEHHA B Mit0 Jakony Ykpainn «Tlpo nikapeski sacobuy sin 28
miamna 2022 poxy Ne 2469-IX summouHo 174 BHKOHAHHA OpOrpaM Ta 3/iFCHCHHSA
HEHTPATI30BAHHX 3AXOMIB 3 OXOPOHH 370POB'A i3 BHCCCHHAM  BIINOBIAHON
indopmauii no Jlepaannoro peecTpy nikapeskux 3acoGis Ykpainn uuisaxoM BHIaw
BIAMOBLAHHX PEECTPALIIHHHX NOCBII4YEHE,

Tako®, NPOEKT AKTA pospoineHo Ha sukonanns 3akony Ykpaiun sin 22 TpasHs
2022 poxy Ne2271-IX «llpo sHecenna 3min o 3axody Yxpainm "Tlpo nikapceki
sacobn” oo oOMexenns obiry nikapcekux sacofis, BHpoDHHUTBO SKHX
postamosano Ha Teputopii Pociiicexol Meacpauii afo PecnyGnikn bitopycs, a
Tako® IOA0 BHBe3IeHHA Nikapchkux 3acobis 3 Yrpaiuwy, 3 Ornaly Ha TPHBAOWY
aGpoitny arpecio Pocificsrol Pegepauii no BiIHOMEHHIO 10 YKPAIHH 33 CIPHAHHA
Ginopyci, HeOOXiFHHM € HEAONYWIGHHA [0 JcpkasHoi peectpauii  abo
nepepeecTpauii, T06T0 obMexkenns obiry, Aikapcekux 3acobis, BHPOOHHITEO AKHX, B
Tomy useni pospobka Ta/aGo kniwivmi BHNpOOYBAHHA (33 YMOBH, SKIIO BOHM
pOINOYATI 3 MOMEHTY MOBHOMACIITAOHOIO BTOPTHEHHA Pocii 8 Ykpainy),
MPOBOAMNOCE HA TEPUTOPLI LHX KpPaiH.

BigMoBa y JepiaBuifi peectpauii abo nepepeecTpauii JIKAPCEKHX 3acobiB B
Vkpaini y pasi, xomn Oyne BHABAEHO, IO OJIMH, AEKUIbKA abo sel eTanu
supobHMITEA NMiKapcekoro 3acoBy, B Tomy 4Mcni foro pospodka Ta/abo KIIHIMHI
BHNPOOYBAHHA, IAACHIOIOTECA MIANPHEMCTBAMH, BHPOGHMUI MOTYAHOCTI HKHX
posTamosani Ha Teputopii Pocificekoi ®enepauii abo PecnyGnikn Binopycs 9iTkO
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sathikcye nosHuin Ykpainu mwoae Toro, WMo #oAHa 3 BUINOBIIANTEHHX KOMNaHiii He
Oyle 1 He MIAHYBATHME MNOCTAYATH MIKAPCHKI 3aco0H 3 KpaiH, AKI IMHULYIOTEH
rpoMann Y kpainu,

[MpoekTom axTa nepeadaueno:

BCTAHORACHHA CTPOKY #ii  peecTpauifiHMx mocsifgMeHs, Y TOMY 4HCmi
NPOAOBKEHHA PecCTpaIlifiHuX NociaYens i3 crpokom aii 1o 01 ksitaa 2023 poxy, Ha
nikapcbki 3aco0M, AKI 3aKYNOBYIOTRCH 0COGOI0, YNOBHOBAKEHOI HA iCHEHHS
sakynisent y ciepi OXOpOHH 3IAOPOB'A, @ TAKOM NMIANATAIOTE 3akynisn 3a
peIyALTaTAMH  3AKYMIBENEHOT  Npouenyp, nposefcHol  CHCWiamizoBaHol0
opragisauicio, AKka 3AIHCHIOE 3aKYMIBNI, HA BHKOHAHHA YIOMH WOAO JaKYTHBAL MUK
MO3 Ta BiINOBLIHOK CNEWIATI30RAN0ID OPraHilaliclo, Aka 3MiACHIoE 3aKymam, 10
BResieHnA B Ao 3akony Yrpainn «IIpo nikapceki sacoDu» sin 28 munuma 2022 poxy
Noe 2469-1X sMimouHO U BHKOHAHHA NPOTPAM Ta UACHEHHA UCHTPANIZOBAHKX
3AXO0/IB 3 OXOPOHH 30poB'A;

BIAMOBY Y OEpsaBHiil peccTpauii nikapcsxkoro saco0y, KOMH BHABIEHO, WO
O/tMH, AeKineka abo Bci erani BHpobHKLTEA, B TOMY uHCal pospobka Ta/ubo kniniumi
BHNpoGYBaHHA (38 YMORH, SKIIO BOHH NpoBOAMIMCA nin wac 30pofiaol arpecii poci
npoti Yipaiau) nikapckkoro zacofy 3gifcHIOETECHS NUANPHEMCTBAME JIepiKaBH-
arpecopa,

BiIMOBY B JepaBHifl peectpanii afo nepepeectpauil nikapcekoro sacofy y
pasi, KoM BHABSHD, WO OMH, Jekinbka abo Bei eTanH BHPOOHMITEA MIKAPCHKOTO
3acofy 3MiCHIOETECA NUANPHEMCTBAMA J1CPKABH-ATPECOPA,

Brazani NHTAHHA HE MOXYTHR OVTH po3B'A3ani 33 JONOMOrOK PHHKOBHX
MEXAHIIMIB, 4 TAKOXK 33 JONOMOTOI0 JIII0MHX PEryIATOPHHX aKTiB,

[TpHiAHATTA NPOEKTY aAKTA J03BOMMTH HE TUIBKH 3a0e3nednTH 3MIHCHEHHS
crpolmieHol MpoueaypH peectpanil mixapeskux 3acobis, ski nepeabauawTses 10
sakynisai ocobowo, YIOBHOBAKCHOI HA IMIMCHEHHA 3aKyniseib y cdepi 0XOpoHH
IM0poR’A, ¥ TOMY YMCHi THX, peccTpauiiine noceimdenns skux Gyno i3 cTpokoM il
mo 01 msitas 2023 p., ane i ofmexurn ofir 8 Ykpaini nikapcekux 3acobis,
BHpOGHMITEO SKHX ToB'W3ase 3 pocificekolo denepauniero abo pecnybmikoio
DImOpyCE.

Ocrosri rpyny (NiArpymH), Ha Axi npobaeMa Mae BIIME;

T'pyon (niarpymnm) Tak Hi
I'pomansim +
Jeprasa +
Cy0 ekt +
rocnofaploBaHs
y ToMy umemi cy0'extn* +
MAIONO MANPHEMHHLITEA

*nuToMy Bary CyG'eKTIBE MAnoro NUIMPHEMHHLTEA BEAIATH HEMOMJIHBO,
ockimbkH TpobneMa OHAKOBO BOOHBAE Ha Beix cyf'exTie TOCMOAApIOBAHHA
HE3WNEKHO BIJ PiBHA JOXOIY.




I1. Lini nepxannoroe peryioeanus

3aBasKH NPHIAHATTIO MPOCKTY aKTY OYIYTH NOCATHYTI TRk 1imi;

a) 3MficHEHHA COpOLIeHol NPoUENYPH pPEECTpallli Jikapcekux 3acobiR, AKi
nepenfavaTLCR 10 3AKYNIEII 0cof010, YNOBHOBOKEHOI HA JIHCHEHHS 3aKVITIBEIb
¥ ciepi OXOpPOHH 310POB A,

0) obmemenna obiry B YepaiHi mxkapcekux 3acobis, BHpODHHLITBO RKHX
nos’s3axe 3 pocificekow denepauicio abo pecnybmikoo HUOpyCs.

JaznavueHi Uil JCpKABHOTO PerymoBaHHA OyIyTh JOCATHYTI 3 JHA HabpaHHs
YMHHOCTI MPOCKTOM AKTA.

1. Buipnadenus 14 ouinka aAbTEPHATHBHHX CHOCODIB AOCATHEHHA WineH

|. BH3Ha4eHHA anLTepHaTHBHHX crocofin
[lig wac maroToskH MpoekTy akta Oyno onpalbOBAHO JBA ANLTEPHATHEHI
cnocofn AOCATHEHHA BHILE3AIHAYEHHX LLICH:

Bua ansTepHaTHBR

CiHe aILTECPHATHEH

AnwrepHatuea |

[lpHiHATTA NPOEKTY &KTAa [03BOJHTE PEECTPYBaTH 34
COPOLIEHOK  MpOUEAYpow  Jikapeeki  3acobm, sk
nependaualoTECA 40 3aKyiBm 0co0010, YNOBHOBAKEHOO Ha
3aificHeHHA 3akynisens y cdepi OXOpoHH 3M0poB’A Ta
oOmeskuT 00Ir B YEpaini nikapcekux 3acobis, BupobHnUTED
AKHX NOB'A3aHE 3 pocilicekoo feaepanicio abo pecnybGnikowo
Ginopyce.

AnsTepHaTiea 2

JanmuuTi cHTyalio Hes IMiE.
lle He npusbeae 10 JAOCATHEHHA NOCTABACHHX Hinedt.

2. Oninka sulpannx AlLTCPHATHBANX cniocobin focarnenna niiei

Ouinka srumsy Ha cepy inTepecis depmabn

Buu ansTepHaTHEH

Buromn Burpatu

AnsTeprathsa |

1)

CIIPOIICHOK  NPOUEAYPOO
MIKAPCHKHX  3aco0IB, AKI

nepeabayaoTLCH o
KYIIiBai ocobolo,
OBHOBKEHOK Ha

IHCHCHH 3aKYIIBENL Y
epi oxopoHH 310pOB'A;

peecTpauis 3a | Butpars 3 GloeTy BiICVTHI
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2)  obmexenns ofiry B

kpaini NKAPCHENX
cobis, BHPODHHUTEO
NoB'A3aHe 3
ociiicekow  denepaiicio
pecnyGIiKow

VIOpYCE.

Ansrepuarnea 2

Buroam siacyTHi.
Curyania 3amHiinTbCR
HA ICHYIOUOMY PIBHI.

Biacyrmi,

OuiHka BIUITHBY Ha cepy iHTepecis rpoMaIiH

Bua ankTepHaTHER

Buroan

Butpats

AnwrepHaruea |

BeakowrroBHMil JocTyn a0
MKApCLEHX  3acobiB, #KI
IAKYTIOBYIOTHCA 3a
nepaaBHl KomTH ocoboto,
YTIOBHOBAKEHOI Ha
IMIACHCHHA 3AKYMIBENEL Y
cihepi OXOpOHH ILOPOB’S

BuTpaTi BIACYTHI.

AnsrepHaTHia 2

Bes amin.

BuTparh BimcyTHi,

Ouinka BIIHEY Ha chepy inTepecina cyl eXTIB rocnogaproBanEa

IMokasHuE

Benuxi

Cepenni

Mami

Mikpo

Pazom

Kinekicth cy®'extin
roCTO/IapBaHHEA,
oo miOnagaTs i
ni  perymoBaHHA,
OIHHHLL

748

320

30

0

1098

[THromMa Bara rpyna
y 3ArANLHI
KLTBKOCTI,
BLACOTKIR

68%

29 %

3%

100%

*Tpunimua; Hasedena v ysomy APB xitexicme cy ‘exmis 2ocnodapiosaria canom

wa 2023 pix 3a inghoprayiers, wo Inaxodumesca y posnopadxcenni Lenmpy

Bua
ANLTCPHATHREH

Buroam

Butpati




AnkTepHaTuea |

1) asabesnevenns Ta

NPONOBKCHHA
peecTpauii 34
CTPOIEHOI)

NPOLELYPOLD

nikapceEnx 3acobis, AKi
nepeabauaTeC o
FAKYIIRI ocobolo,
YTIOBHOBAKEHOHD Ha

IMICHEHHA  3aKyTiBens
y chepi OXOpPOHH
IM0POB'H;

2) DesxowrToBHMH
AOCTYN JI0 NIKapCBKHX

3aco0iB, AKI
JAKYIIOBYIOTHCA 3
Nep#aBHi KOLITH
ocobolo,

YIOBHOBAKEHOKO HA

IMIACHEHHA  3aKymninens
vy cepli  OXOpOHH
30pOR'A

3) obmemenns obiry
B YEpaini JiKapCEEHX

[Mpssuil Brme npoekTy akra
Ha BHTPATH cyh exnin
roCMoAapioBaHHA BLICYTHIH,

Butpars ans yeix cyb'extin
rocnoaapioBadHA NoB A3aH1 JTHILE 3
O3HAHOMIICHHAM 3 BHMOTEMH
HOPMETHBHO-TIPABOBOND AKTA Ta
cTrapoBaaTs 20 xewanH pobodoro
Hacy, 3 YpaxysaHHAM pOIpaxyHKY
MiHIMATBHOT 3apobitHol muatH B
Vipaini, wmo crasosurs 4046
[PUBCHE Y MOFOJMHHOMY pPO3MipI
arigio  3awony Vepainn «llpo
Hepxapanit Oiopxer YEpaiHH Ha
2023 pik»,

3acobip, BHPOOHHUTEO
AKHX NoB A3aHE 3
pociiiceror henepauicio
abo pecnybnikoo
BL1opyCh
Amwrepuaruea 2 | bea amin. BiacyrHi.

IV, Bubip naiifinsm onruMaisnoro alLTepRATHBROTO cnocoly Jocarnenns

wisred

3a pesyabTaTaMH ONPAIIOBANHA ANLTEPHATHBHMX cnocolis JOCATHEHHA uined
JEpPWABHOTO PEryMoBaHHA 3alficHeHo BHOIP ONTHMANRHOIO AIRTEPHATHBHOIO
cnocoby 3 YpaxyBaHHAM CHCTEMH DaTbHOT OUIHKM CTYICHA JOCATHEHHA BHIHAYCHHX
uineii. BapricTs Ganis BHIHAYAETHCRA 38 HOTHPHOAILHOI CHCTEMOO OLIHKH CTYTNEHS
MOCATHEHHA BHIHAYCHHX 1inei, fe:
4 - wini npHItHATTA PEryAATOPHOTO AKTA, HKI MOKYTE GYTH JOCATHYTI NOBHOR
Mipoio (npofiema Ginsie icuysati ne Syae),
3 - uini NpHIHATTA PEryASTOPHOTO AKTA, AKI MOXYTh OYyTH JOCATHYTI Maiime
NOBHOK Mipoto (yoi Basnnei acnexti npobneMH iICHYBaTH He DYIyTs);
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2 - [ini MpHIHATTA PEryNIATOPHOTO AKTA, AKi MOXKYTh OYTH AOCATHYTI Y4CTKOBO
(npobneMa InaUMO IMCHIUWTECH, [EAKi BARIWBI Ta KPHTHYHI acnexTH npobremu
JATHIIATECH HEBHPILICHHME ),

| - uini npuiHSTTA pEryAATOPHOrO aKTa, AKI HE MOXKYTE GYTH NOCATHYTI
(npobneMa NpoIOBKYE ICHYBATH).

PeitTHar
PE3YNETATHEHOCTI
(mocarHenns winei
MiJl 98¢ BHPINEHHN
npobaemMi)

Ban pesyiLTaTHBHOCTI
(3a woTHpHOANEHOIO
CHCTEMOR OLITHKH )

KomerTapi 11010
NPHCBOCHHA
BUANOBIAHOTO Dana

AnsTepraTtisa |

[MpuitHATTE  NPOEKTY
AKTY MPH3BEAC J0:
a) NpOAOBKEHHA
peecTpauil 3a CIpomeHOK0
NPOLEAYPOR  MKAPCHKHX
sacobin, Ki
nepenbavaioTEC o
Ky ocobolo,
YIIOBHOBLKEHOKO Ha
JMifiCHEHHA 3aKYNMiBENL Y
cihepi OXOPOHH 3A0POB'A;
6) BeskoIITOBHOTO AOCTYI
fo nikapchkx 3acobie, Aki
FAKYTIOBYIOTECH 34
AepkanHi KowTH ocobow,
YIIOBHOBLKEHOK Ha
MifiCHEHHA 3AKYNIBENL ¥
chepi oxoponn 300poB’s

B) obmemenns obiry B
Yxpaini NMKAPCHEHX
3acobis, BHPOGHHLTEO
AKHX nos'A3aHe 3
pocificekoro  (henepauieio
abo pecnyGinikow0

DLnopyCh,

Anpreprarisa 2

Jammmenns curyauii Ges
IMIH MPH3BEIE 10
BLACYTHOCTI MORUIHBOCTI
IMIITCHEHHA TepaaBHOT
peccTpaLii 3 CHpoIlEHOK




NPOLEAYPOID NIKAPCEEHX
sacobis, nependageHnx
I8 3aKYTIRMI 0coDo0,
YINOBHOBAXKEHOK Ha
ifCHEHHA JaKYIIBCIL ¥
cipepi oxopoun 310poB’s,
Ta NPOOBKEHHA CTOKIB
Aii peecTpamiiinux
MOCBiIHMEHE Ha Taki
pikapcuki 3acobu, 1o BKe
JAPEECTPOBAHI 32
CIPONLIEH0I0 MPOLEaYPOD,
TAKOM 710 HANBHOCTI M
qaC TPHBAKHOI 30poiinoi
arpecii pocii npoTH
Ykpainn Ha pHHKY
JiKapceKHX 3acobis, 10
BHpOOHIITBA AKMX OymH
fony4eni Kommnanii

nepAasH-arpecopa.
Tomy, uini npuiEATTR
PEryIATOPHOIO GKTa HE
MOKYTE BYTH NOCATHYTI
(npoGnema Gyne
NPOJOBAKYBATH ICHYBATH).
PefTHHr Buroan (niacymox) | Burpatn OGrpyHTYBAHHA
pe3yILETATHBHOCT (mincyMmoK) BIANOBLIHOTO
MicLLs
ANETEPHATHEH ¥
peHTHHIY
AnsrepnaThsa | Mpuituarra Mpami srpari y | i BHpLIEHES
NpPOEKTY aKTy | CyD'eKTiB npobaemMn
JAO3IBOAHTE rocnogapiosanna | nafbLism
saBesneuntn  mosy | HE nepenbaueni BHIPRB/AHOI0 T4
. JOUIIEHOK €
e - AnsTepuarusa 1,
MPOACRKHTH IO
: Y a/Uke BOHA
BIKE icayroqol oo
prempaihn e HOBHOTO
CHPOILEHDIO BHPIICHHA
npoLeIypo npoBneM,
NKAPCHRHX BHAHAMEHHX




sacobis, AKi
nepenbavaloThes
Io IAKYIiEm
ocobolo,
YIOBHOBAKEHO
Ha aliicHEHHA
sakyniseas y chepi
OXOPOHH 310POB'H;
DeskomToBHMHI
A0CTYT Ao
NIERPCEEHX
sacoDis, AKI
JAKYNOBYIOTECA 34
JepHaBHi  KOWTH
ocobolo,
YIOBHOBAMEHO
Ha IliiCHEHHA
JAKYIIBENS ¥ cep
OXOPOHK 310pPOB’H;
obOmexenns obiry s
Vpaini
NMKAPCHKHX
sacobis,
BRPOOHHIITBO AKHX
nog A3AHE 3
POCIHCHKOD
denepauicio abo
pecrnybnIKo

BLlopycE

posaitom | Asamizy
PEryIATOPHOTO
BILUTHBY

AnsTepnatiea 2

Buromn sigcyri

MpoGnema Gyme
MPOAOEKYBATH
ICHYBATH.

AnsTepHaTHBa 2 HE
CTIPHATHME
BHPIIICHHID
npodueMu, ToMy
snbip paxoi
ANLTEPHATHEH HE €
JOLLTEHAM.

PedTunur

AprymenTd [0J0 NOEpeBary
ANLTEPHATHEH

obpanoi

[PHYHHH BIIMOBH

Ominka

Bl

: PH3HEY
/ | YHHHHKIB
JAMPONOHOBAHOND PETYIASTOPHOMD

IOBHILIHIX
Ha AL




ATETEPHATHEH AKTa
Anerepuatipa | [puitnatts  npoexty  axry | Pusukn ne nepeabayatorscs.
| JO3IBOJTHTE:

1)  3abeaneynTn HOBY

peecTpanie  Ta  MPOJOBAHTH

4K BMKE ICHYWOHOI peecTpauii
38 COPONIEHOI0  NPOUENYPOIO
nikapceknx  3acobiB,  Axi
nepeafayaloThcs A0 3AKYMiBII
oco0010, YNOBHOBAMEHOW HA
3ificHeHHS 3aKyTiBENE Y cipepi
OXOPOHH 310POB A

2)  De3skoWTOBHHIT  J0CTYN
o  nikapeskux  3acobim, AKi
JAKYNIOBYIOTECA 33  JIEpPWaBHi
KOLITH ocoboo,
YIIOBHOBAKEHOIO Ha
3miiicHenHA 3aKyniBens vy cihepi
OXOPOHH 310pPOB A,

3) obmemenns obiry B Yrpaiui
NikapchKHX 3acobis,
BHPOOHMIITBO AKHX MOB A3AHE 3
pociiicekom deaepanieo abo
pectryGaikoto binopycs

AnkTEpHATHBA
2

[TpH4HHOIO ANA BLIMOBH BIJ
aHOT ANETEPHATHEH € Te, M0
NIAHA ATLTEPHATHEA CTBOPIOE
CEAAMHOUL VIR BIaeMOali
PI3HHX ENEKTPOHHO-
indopMAaLTiHHHX CHCTEM 3
PeccTpoM, aBTOMATHYHOTO
onpamosaHHa iHdgopMauii,
inenTidikauii gapnx B npoiec
nepeati indopmanii 3
Peectpy.

Iini npuilHATTA pPeryasTOPHOTO
akta He Oyayrs  OOCATHYTI
(npobnema Gyae MPOAOBKYBATH
ICHYBATH).

V. Mexamizmn Ta 3axom, axi safeaneqars pois’a3anns Bunavenol npobaemu

Mexanizmon, sxuii 3abesnegars po3s’s3aHHa npobnemy, € NPHAHATTA MPOEKTY

AKTa

JAXOMH, 1110 NPONOHYIOTHCA 1A PO3E A3AHHA NPOBIeMH:

1)

MOraIHTH

NpOEKT aKry i3

MinicTepcrom  (iHaHcls Y Kpali,
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MinictepersoM umiposol Tpancopmauil Yepainn, MinicTepcroM eKOHOMIKH
Vipainn, Ynosnosaxkenns Bepxosnoi Pagu Yipainu 3 npas monuan, Jlepmxastow
PeryIaTOpHOK cuyxbow Yrpainn,
2) nojgaTH MPOEKT AKTY HAa IPOBENEHHA TPAaBoBOl  CKCHOCPTHIM 10
MinicTepersa oCTHII Yrpainm;
3) npuitasTTa npockTy axkty Kabinerom Minictpis Yrpainn.
Takow, poIs’A3aHHA BHIHAMEHHX B po3aini | Ananisy peryasTopHOTO BILTHEY
npoGnes 3abeIneynTs TaKi 3aX01n:
1. Opranizauiiini 3axoIu 118 BIPOBAKCHHA PEryTIOBAHHA
[N BOPOBAMMAECHHS UBOTO NPOEKTY AKTY Heobximmo  3abesnewuTH
inopMyBanns cyG eXTiBE rOCNONEPIOBAHHA PO BHMOTH 1LOTO MPOEKTY MUIAXOM
fioro onmpHmoAHeHHs Ha caiiti  MimictepcTea  oXOpoWH 30pos’s  YEpaiHH
(Wwww.moz.gov.un).
2, Jaxoan, #xi neobxigHo 3aificHuTi CyH ERTAM FOCIOMAPIOBAHHA:
03HAMOMHTHCA 3 BHMOraMH PETYIOBaHHA (NOWYK Ta ONPALIOBAHHA MPOEKTY

AKTY B Mepei IHTepHeT).

V1. Ouninka BHKOHAHHS BEMOT PEryASTOPHOTO AKTA Jaexuo sia pecypceis,
AKHMH POIMOPATAAIOTECH OPTani BUKOHABYOI BAAAN Y OPraHi MiCIEBOTO
camospiaysanng, Giznuni Ta opuanani ocoln, AKi NOBURNI NPOBAKYBATH abo
BHKOHYBATH Wi BUMOTH

BikoHaHHE BHMOr pETYISTOPHOID AKTa 3AIHCHIOBATHMETECH B MExax
iCHYIOUHX KOMITOPHCHHX BHTPAaT HAa YTPHMAHHS BIANOBIZMMX Oprasis JiepaasHOl
RIAMIH.

BHTpaTH Ha BUKOHAHHA BHMOT PEryASTOPHOTO aKTa 3 DOKY OpraHis BHKOHAB4OI
saaau alio oprafis MicUeBOTO CAMOBPANYBAHHA BIICYTH.

Peanizanis pery1stopHOro akTa He notTpefyBaTMe AOJATKOBHX OIOMCTHIX
BHTPAT i pecypciB Ha AAMINICTPYBAHHSA [CKABHAMH OpraHaMH Ta He noTpebye
NOJATKOBHX BHTpaT cy6 eKTiE rocnofapioBaHHA, OB A3AHHX 3 BHKOHAHHAM BHMOT
peryJIsTOPHOTO KT,

TpuilHaTTa NPOEKTY aKTa HE NPHIBEAC N0 HEOHIKYBAHHX pe3ynsTaTiE | HE
notpeGye AOMATKOBHX BHTPAT 3 AcpikasHoro Groukery. Momnnsa mikona y pasi
OMIKYBAHHX HACHIIKIB AiT AKTA HE NPOTHOIYETLCH.

Butpath Ha ojHoro cyG'eKTa TrOCHOJAPIOBAHHA BETHKOIO i CepeaHboro
MiANPHEMHMITBA, SKi BHHUKAIOTH BHACHINOK il PErynsaTOPHOre aKTa HABEACHI
BiIMOBIAHO A0 AoaaTKa 2 A0 MeTomHki NPOBSIEHHA aHAN3Y BIUIHBY Pery/InTOpHOTO
AKTA, A0JAI0TECH.

BHTpaTH ¥ Opradis BUEOHABYO] ANAIH HE NEPEADAYALOTECA, 3 TOMY PO3paxyHOK
prrpar arigao Jopatey 3 MeTojHER npoBeieHHs AHATIZY BILIHBY PErYAATOPHOIO
axTa He pospoluasca.

Teer manoro nignpuemanuTsea (M-Tect) HaseacHui BiOnoBigHo g0 mozarka 4
10 MeToaukH NpoBeicHHA AHAMITY BIUIHBY PETYIATOPHOIO AKTA, N0JAETHCA.
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VII. OGrpyuTyBaHHA 3ANPONOHOBAHOTD CTPOKY Aii PEryIRTOPHOIO AKTA

Bpaxosyioun Gesnepepsricts notpebn nacenenns Vipainw B crabinsHomy
ApeTyni Ao AkicHux, Geaneunnx Ta edexTHBHMX nikapceknx 3acobis, foro Jix Gyne
NocTiHHOI0.

IMiHa CTPOKY il PEryIsTOPHOTO 8KTA MOMIHBA B pa3si 3MIHH MiKHADOIHO-
MpABOBHX AKTIB, PEKOMEHAANUIA BLANOBUIHMX MIKHAPOIHHX oprasizami  um
HOPMATHBHMX axTis Yepaing Buumoi IOpHIMYHOT CHIM, HA BUKOHAHHA AKHX
poapobneHHil Ueil NPOEKT aKTy.

Tepuin HabpaHHs 9MHHOCT] PErYIATOPHONO AKTA — CYD €KTH TOCNOJAPIOBAHHA
AMOKYTE JOTPHMYBATHCh HOBHX BMMOr 3 AHA  odimifinoro omyOmiKyBaHHA
NOCTAHOBH.

VIII. BuinaveHHns NOKAIANKIB PeIyvIbTATHEHOCTI il peryasTopHOro aKkTa

OCHOBHAMH  NPOTHOIHHMH  FHAMEHHAMH NOKA3HWKIE  Pe3YNLTATHBHOCTI
PErYAATOPHOIO AKTA €.

a) possMip HAIXOMKEHb A0 JEPWABHOTO Ta MicuesHx OiomxeTie —
peatizanis akra we nepeabayac NPAMMX JONATKOBHMX HAAXOMLKCHL Ta BTpAT 10
NepanHOrD Ta MICICBHX DHKETIR;

) Kinbkicts cy0'exTiB rocnogapiosanHs Ta/abo Qizwunux ocib, na axi
MONMPIOBATHMETECA iA akTa — JiA 8KTa NONMPIOETHCE Ha yeix cyb'extis
rOCTIONAPIOBAHES  (PE3IEHTIB TA4 HEPEIMIEHTIB), AKI € 3aTBHHKAMH Ta/abo
pHpOGHIKAMH Tikapchkux 3acoiB i BUMOBIAAIOTL 38 ix edeKTHBHICTS, GeaneqnicTh
Ta AkicTs — 1098 cy0'exTiB rocnosapoBaHns,;

B) poiMip KOWITIB, 10 BUTPAYATHMYTHCA CYO'EKTAMH TOCTIONApIOBAHHA

ta/abo dizmaamvn  ocobamit, noB'A3AHHA 3 BHKOHAHHAM BHMOr aKTa - He
nepenbavacThOA,
r) KIIBKICTE 4Yacy, [0 BHTPAYaTHMEThCH CyD'EKTaMH rocno/laploBaHHs

ta/abo dizwumumy ocobamu, OB A3aHEH 3 BHKOHAHHAM BHMOT aKTa — 20 XBHIIHH;

a) pisens noindiopmosanocti ¢yl eKTIB TOCHO/PIOBAHHA Ta/abo giIHTHHX
ociB omiHIDETEA AK CepelHiil, OCKLILKN 3ANPONOHOBAHNH IPOCKT AKTa poIMIlEHHE
na peGcaitti MinicTepeTsa oxopoHn 31opos’s Ykpaisn (www.moz gov.ua).

IX. Bianavenns 3axo/1is, 3a JONOMOT010 SKAX 34iHcHIOBATHMETECH
piacTemennn pesyasTaTHEROCT Al peryasTopHoro akra

BincTemeHHs peIylLTATHEHOCTE PeryisTOPHOTO aKTa 31IHCHIOBATHMETLCH
mAsxoM  TpOBENEHHA $430BOTO, MNOBTOPHOTO T2  MEPIOAHYHOTO BLACTEREHD
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CTATHCTHYHHAX TOKAIHHKIB PE3YILTATHRHOCT] AKTA, BUIHAUCHHX MiJ| 4a¢ NPOBE/ICHHS
aHaniay BIUIHBY PEryIATOPHONO aKTa.

Fasope BiACTEACHHA PE3y/ILTATHBHOCTI peryisTopHore akta byae AIACHEHO
gepes pik micas HabpaHHA HAM WYHHHOCTI, HUIAXOM AHAMIZY CTRATHCTHHHHX JAHHX.

MosTopre BiacTemenHn Gyae NPOBOAMTHCE HEpes [ABA pokn 3 aus HabpaHua
qHHHOCTI ULOTO Pery/IATOPHOTO AKTA ULIAXOM AHANIZY CTATHCTHHHMX INAHuX
MOpiEHAHO 3 Ga30BHM RIICTEREHHAM.

MepioguyHe BIACTEKCHHA PEIYILTATHBHOCTI  PEryNATOPHOrO  AKTA Oyne
3iliCHIOBATHCh Pa3 Ha KOMHI TPH POKH, NOYMHHAMH 3 JHA JAKIHYEHHS MXOMIB 3
OBTOPHOTO BIACTEKCHHA Pe3yIBTATHBHOCT] LLOTO AKTa.

MeTo/1 NpoBe/IcHHA BIICTEAKCHHA PEIYTBTATHBHOCTI - CTATHCTHHHMIL,

BincremenHa pesynsTaTuBHocTi akTa Gyne NpOBOIMTHCE MIIAXOM aHamsy
IAHHX MWoAo MKApchLEMX 3acobis, AKL JAKYTOBYHITECH ocoB0i0, YIOBHOBAKEHOKO HA
sificHeRHA JaKyiBens ¥ ciepi OXOPOHH 310POBS, JAPLECTPOBAHMX 32 CHPOIIEHOIO
pOLEAYPOIO, TA KUTLKOCTI JIKAPCHKHX 3aco0is, AKHAM BiIMOBIEHO B JCpWaBHiil
peectpaitii abo nepepeecTpauii Ha MiAcTaBi BeTaHOBAEHOTO (DAKTY TPO JANYICHHA Y
BHPOBHMITBL, B TOMY uMCHi po3poli ta/abo npopeneHHi KAIHIMHAX BHOpoDYBaHb
MIANPHEMCTE KpalHH-arpecopa.

[Minsori rpyms, ki GyIyTs 3My9ATHCE 10 NPOBCACHHA nocmimkenns, — MO3,
Jlepaasuuii excnepranii uewrp MO3 Vipaimn, Jlepwasna cayxba Yrpainu 3
NiXapchKHX 3ac00iB T2 KOHTPOIIO 33 HAPKOTHKAMA, cy0'eKXTH MOCNOIAPIOBAHHA.

MinicTp
oxopon# 3opos’s YKpainm / _Biktop JIAUIKO

*-'1: " 2024 p.




JHonaTok 10
AHANIIY PETYARTOPHOTO BIVIHBY

TECT
sagaore nianpuemanurea (M-Tecr)

1. Koncyasrauii 3 npeacrapunkamu Mikpo - Ta MaJIoro NiNpHEMHRITED
WoA0 OUHKH BILTHEY PEryJIHBAHNA.

KoHeynsTauii (o0 BA3HAYCHHA BILIMBY 3ANPONOHOBAHOND PETYIOBIHHA LA
¢y’ EKTIB MANDro NiINPHCMEHLITEA TA BHIHAYEHHA MEPENiKy MPOLUEAYP, BHKOHAHHS
AKX HEoBXHO I JAICHEHHA PETYITOBAHEA, POIPOOHHKOM IIPOBEIEHO.

Mopaaxosmii Bun xoncynsrauiil | Kinbkicrs OcHoeHi
HOMED YY4ACHHKIB pe3yILTaTH
KOHCYABTALLIH KOHCYNBTaLii

1. Tenedonni 2 Perymosanes
KOHCYNBTAIT i3 CTIpHAMAETRCS.
cyD cKTaMM OrpHMaHo

MATIOTO iHopMartio moaoe
M ANPHEMHHLITRA, nepemniKy
Npoueyp, Ak
HeoGxXiAHo
BHKOHATH YD exTy
MANPHEMHHIITBEA ¥
38" HIKY 13
JANPOBAIKCHHAM
HOBHX BHMOT
peryaoBaHHA
O3HAHOMHTHCA 3
HOBHMH BHMOTAMH
perymosasnas — 20
XBHIAHH

2. Buamipomauns  BIAHBY  PETYIOBAHHA WA cyG'ewTin  Manoro
mignpuemunuTBa:  KibKicTh Ccy0'ekTiB  Manoro  NUANPHEMHMUTEA, HA  SKHX
mommploeTsca  perymobanna; 30 (ogwmwue); nuTOMa Bara cyl'exTiE  Manoro
MiAMpHEMHHIITES ¥ 3ATaneHiil KinkkocTi cyf EKTIB TOCTIONAPIOBAHHA, HA AKHX npobnema
cnpagnse Brams 3 (piacotkis) (sianositno oo Tabamui “Ouinka siUMBY Ha cepy
inrrepecip cy6'exTiB rocnonapiopanna” gonatka 1 g0 MeToanky NpOBENCHHA ananisy
BILIHBY PEryISTOPHOTO aKTa).



3, Pospaxymox BHTpAT cyli'ckTn Manoro niANpHEMHMUTBA HR BHEOHAHHA
BHMOT Pery.1i0Banes.

3a inGOpMBILIEID, [0 IHAXGIUTRCA Y posnopaerni JlepKarsoro eKcnepTHOro
merrpy MO3, kinbkicTs cy0 eXTiB rOCIONAPIOBAHHA CTAHOM HA 2023 pik.

PospaxyHok Baprocti | JIIOAHHO-TOJMHED LA POIPAXYHKY RHKOPHCTOBYCTECH
wminimMansia sapoGitua naata, mo 3 01.01.2023 cranosuts 6700 rpu. Ta ¥ NOroAHHHOMY
poamipi 40,46 rpn. srinno 3akory Ykpainu «Tlpo Hepwasnnii Gomxer YepalHn Ha
2023 pixe. [Ixepeno orpumania indopmauii: Ogiuiin pebeaitr napaaMeHTy YKpainu
{https:ifzakun.mdﬂ.gmf.uufiawsfshawﬂ‘?iﬂ-!ﬂ#ﬁxt}.

[Meppinua iHGOPMALLY NP0 BHMOTH PETYIIOBAHHA MOME GyTH OTpHMaHa 3a
Pe3YLTATAMH TIOWYKY TPOEKTY TOCTAHOBH KaBinery Minictpis Yepaiun «llpo
sarepkenns Tlonomenna npo Jlepxasauil peccTp NiKapChKiX sacobien Ha sebeaiim
MikicTepcTsa 0X0porH 310poB’a Ypainn (Www.moz.gov.ud).

Indopmanis npo KiMeKicTs 4acy, SEHA BUTPAHAETLCA cy('EKTaMH HAa OTPHMAHHA
spawagenoi indopManii € ouinOYHOW, T OTPHMAHA 33 PE3YNLTATAMH TPOBCICHHX
KoHCY/ETaL (napeneno y Tabmaul posnury 1),

Pospaxynok BHTPAaT cyG'cwrin MASOr0 MIANPHEMHHITEA HA BHKOHAHHA BHMOT
Perya0BANIH

3 Y nepuinit pix 'y .
P epioaH4HI
HajimMeHyBanHs OLIHKH (SEapTOEnE pix (3a HacTynHUH CHEPRIY 38
BOPOBALKEHHA ix) n'STh POKIB
PETYMOBAHHA) P

Ouinka «nNpAMIY BITPAT cyl’ eKTiB MANOTO NIANPHEMHHITED HA BHKOHANHN
PeryoBanum

1. MpuaGanns |
HeobxigHoro
oGnannanHs (NpHCTPOIs,
MAIITHH, MEXAHIIMIB)

v 8 [Npoueayph nosipkx
Ta/abo NOCTAHOBKH Ha
BIINOBLIHMA 0K ¥
BHIHAUEHOMY OpraHi - - -
NepwaBHOl BAAIH T3
MICLIEBOTD

CAMOBPA/YBAHHA

3. [Ipouexypu == = =




excruTyaTauli
obnagHanHR
(excnmyarauiiini sHTpaTH
- BHTPATHI MaTCpiaiH)

Tpouexypx
obcayrosypanns
ofnaaHaHHA (TexHiuHe
ODCTYTOBYBAHHA)

Tuwi nponeypH:

PasoMm, rpHBEHE
Popmyaa:

(cyma padxie ] +2 + 3 +
4+3)

0.00

0.00

0.00

Kinskicts cyd'exrin
FOCTIOAAPIOBAHHA, 110
MOBHHHA] BHKOHATH
BHMOIH PeryioBaHHA,
OIHHHILE.

30

Cymapno, rpHBCHb
Popmyaa:

gionoaidntil CIOanyux
“pazom” X kinexicme
cvll ‘exmis marozo
nidnpUEMHUYMEd, Wo
nosuHKI SUKOHaMU
BUMOSU PEZVANIGANHA

(padow 6 X pacdox

7)

0.00

0.00

0.00

NiANPHEMHHITER W00 BHKOHANNA Pery/ilBaing

Ouinka BapTocTi aaminicTpaTHBRNX HpoUeIyp c¥D eKTiB Mai0ro

9.

[Tpouemyph
OTPHMAHHA NepPBHHHOT

indhopmarii mpo BHMOTH

20 XBHIIHH.

0,00

0,00




perymIOBAHHA (wac, sk (cyD ext (cyD'exT
BHTPAYAETLES NOBHHEH NOBHHEH
Popmyaa; cyh eKTOM BHKOHYBATH BHKOHYBATH
rOCHOAEPIOBAHHA | BHMOTH BHMOTH
sUMpanti 4acy Ka Ha MOMWYK PETYMIOBAHHA | PEryNIOBAHHA
OMPUMAHHR HOPMATHBHO- nuue B NHLIE B
inghopmayii npo APAROBOTO AKTA | Mepmi pik) | nepmui pix)
pezymaaanin X B
sapmicms wacy eyb ‘exma | mepexi lutepHer
MaA020 nidnpueMiuymed | Ta
(zapobimua naamal X 0IHAROMIEHHA 3
OYIHOYHA KLIBKICMb HHM; 38
opm Pe3yILTATAMH
KOHCYABTALIA) X
40,46 rpu. =
13,5 rpH.
10. [pouenypn 0,00 0,00 0,00
opragizanmii
BUKOHAHHA BHMOT
pEryIIOBAHNR
L1 [pouenypn
odiuiiinoro 0,00 0,00 0,00
IBITYBAHHA.
12 [Mpoueaypyn momo
sabesnedeHna Npolecy 0,00 0,00 0,00
nepeBipok
13. [ami npoueaypn:
0.00 (.00 0.00
14, PazoMm, rpHBEHE 13,5 rpu. 0.00 0,00
15. KineKicTs
cyG'EKTIB MATOTO
i S AR 30 0.00
NOBHHHI BHEOHATH
BHMOTH PEryaaBaHns,
OANHHALL,
16. | CymapHoO, TPHBCHD 405 rpn. 0.00 0.00

BiokeTsi BUTPaTH Ha aaMinicTpyBanus perytosanns cyd’extis Majaoro
mianpUeMunITEa




Pospaxysox OO/UKCTHMX BMTPAT HA  AIMIHICTPYBAHMA PEryJHOBAHHA IR
BIANOBLIHONO OpPTaHy AEpHABHOI BAAIH 4H Opramy MICLEBOr0 CaMOBPANYBAHHA, L0
JANYHeHH 0 MpoLecy PerymoBaHHs He 3ificHIoBaBCA, OCKUIBKH JOJATKOBHX BHTpAT
He nepenbaqacTses.

IMpoueaypa
perymoBaHHA
cyD CKTIB MAIOro|
NLNPHEMHALITEA

(po3paxyHoK Ha
OAHOID THIOBOTD

cyG'exta
FOCHOAAPIOBAHHA
Manoro
NUINPHEMHHLITEA
- 3a noTpedn
OEpEeMO L
lcyG exTiB Manoro,
T4 MIKpO-
NiANPHEMHHIITE)

[Tnanosi
BHTPATH
qacy Ha
npoueayp
Y

BapricTs wacy
crippodITHHE
a8 OpraHy
JepEanHOl
BIAIH
BUNOBLINOT
Kareropii
(zapobiTHa
fnara)

Ouinka
KLTLKOCTI
npoLeTyp
3a ik, Wo

NPHNAAAI0T
b Ha OIHOTO

cyb'exTa

Ouinka
KUIBKOCT]
cyD ' €KTIR,

o
NANAAAI0Th

L Ao

NponeaypH
perymoBaHH
1

Burparn na
AAMIHICTPYBAHH
A perymoBaHHA*
(3a pik), rpHBEHS

1. OGaik

cy0 exTa
rocnoIapBaHHA
, 100 nepedysac y
cepi

|peTyIHOBAHHA

2, ToTo4mmi
[KOHTPOJIL 34
cyh exToM
CHOAAPHBAHHA
. o nepedysac y
cepi
|pETYIIOBAHHA, ¥
TOMY HHCII:

s




e =T =1 =1 =1 =

3. [ligroTosKa,
JaTBCPIKEHHA Ta
ONPAIIOBAHHA
omioro okpemoro| . - = = =
KTa npo
OpYLICHHE
HMOT
erymoBaHHA

. Peanizanis
ITHOTO OKPEMOTO)|
IneHHs moao 3 o = i -

opymeHHA
or

YHHTH):

’Pa:-mu 3a pik 0,00 0,00 0,00 0,00 0,00

b“ﬂp‘“’?’“ 0,00 0,00 0,00 0,00 0,00
"STh POKIB

# Bapricts BHTpAT, NOB'A3MHMX 3 AnMIHICTPYBAHHAM MpPOLECY PEryMOBaHHA




T

ASPAABHHMH OPTAHAMM, BHIHAYAETHCH UKIAXOM MHOMCHHA (DAKTHUHHX BHTPAT 9acy
nepcoHany Ha sapobiTHyY MWIaTy cnewianicra signoeigHol KBanidikaii Ta Ha KUTLKICTE
cyDEKTIB, 10 MiIANANAIOTE M gi0 NPOUETYPH PEryMOBANHNA, T4 Ha KUIBKICTE
Npoueayp 3a pik.

Jlep#asHe perymoBanHs He nependauac YTBOPEHHi HOBOTO JEpPAABHOTO OPramy
(abo HOBOTO CTPYRTYPHOIO NiAPOIAINY AlIOMOrO Oprany).

Mopaakoauii HoMep Haasa Burtpath na CymapHi BHTpaTH Ha
[EPHABHOTD AAMIHICTPYBAHHA ANMIHICTPYBAHASA
Oprasy PETYIIOBAHHA 32 PIK, | PErYIIOBAHHA 34 11'HTh
TPHEEHE pOKiB, TPHBEHE
yMapHo DiomaeTHi
WTpaTH Ha
MIHICTPYBAHHA - . =

eryMIOBaHHS

v ekTIB MATOTO

LINPHEMHHIITBE

4. Pospaxydor cymapuux suTpar cyf’ckTis MAJ0T0 NIANPHEMHMITES, WIO
EHHHKAOTE HA BHKOHAHNA BHMOT PETyT0BaHHT

BITYBaHHA

Mopaaxosnii [oxkanuk [Mepmmit pix 3a n'ATH pOKiB
HOMED peryIOBaHHA
(craprosHii)
1 Ouinka “npaMux” BHTPAT
c::I,rE €KTIB MAI0T0 0,00 0,00
VIMPHEMHHITTEA Ha
HEOHAHHS PEryIOBAHAA
E : 0,00
2 LIHKA BAPTOCTI 405 ypu
IHICTPATHEHHX NPOUCAYP (cy6 ext
: ¢y0'exTiB ManOro MOBHHEH
MiANPHEMHHIITBA 00 g
BHEOHAHHA PCry/H0BAHNA T8 G

ryJIIOBAHHA JTHITE




| niepumii pix)

3 YMAPHI BHTPATH MATOTO
LANPHEMHEHIITEA Ha
HAHHA JANIAH0BAHOTO
ryIHBAHHA

405 rpu

0,00

4 KJUUKETHI BHTPATH Ha
IHICTPYBAHHA
rymosaHHA ¢yl exTie
ANOTo MUANPHEMHHIITES

0,00

0,00

5 pHI BHTPaTH Ha
HKOHAHHA 3AMJIAHOBAHOTO

erymoBAHHA

405 rpn

0,00

5. Pospobncnns  Koperyioqux  (NOM'AKIIYBANEHMX)

X001 N8 MAanoro

MIANPHEMHHITEE (100 JANPONOHOBAHOIO PErYIIOBANHA HE nepeabauacTen,




BHTPATH
Ha 0AHOTO cYH EKTA rOCHOAAPIOBANNA BEANKOIO i cepeanLoro
MIMPHEMHALTEA, AKi BHHHKAIOTE BRACI10K All peryasaTopHoro aKTa

Hoaartok 1o
AHanisy peryJsTOpHOTO BIUTHEY

Mopaa Butparn 3a nepuHi pix 3a n’aTe

KOBHH poKis

HOMEP

1. Burpati Ha npuibaHHA He He
OCHOBHHX nepeabayacTses nepenfavacTbed
dontin, obnaHaHHA Ta
npHAATR,
cepBicHe 0DCaYTOBYBAHHEN,
HARYAHHA/ T IBHIEHHS
kBamidikani
MEPCOHATY, TOMO

2. MNonaTen Ta 300pn (IMiHa HE IMIHIOE HE IMIHIOE
poaMipy PO3IMIpiB poaMipin
nomaTkisAG0pie, BUHAKHEHHS | OJATHIB, MOJaTKie,
neobxigHoCTI y  cnnari | 36opis T4 s6opie Ta
nogarkisibopis) oboB’ A3KOBHX 0boR ' 13K0BHX

MIATERKIB MIATCHIE

3 Burpar, nos'A3aHi 13 HE BCTAHOBITIOE HE BCTAHORIIOE
BeeHHAM 00Ky, IOIATKOBHX NONATKOBHX
MIZAFOTOBKOIO Ta MOJaHHAM dopm 3BITHOCTI hopm 3BITHOCTI
YRITHOCTI
JepAABHHM OpraHaM

4. Burpatit, nos’s3ani 3 BHTPATH BUTPATH
AAMIHICTPYBAHHAM BINCYTHI, BiICYTHI,
3aX0/IiB DEPAABHOTD HAMALY | OCKUTBEMN OCKUTBEH
(kouTpo) (Nepesipok, NPOEKT HE MAE POEKT HE MAE
mrrpadiHrx HACIIIKOM HACTLIKOM
caHKiii, BHKOHAHHA NpoBEASHHS NpoBEAEHHSA
pilieHs/ TIPHITHCIB, JAOJATKOBHX N0NATKOBHX
TOWO) JAXOMIB JAKOJILE

KOHTPOJIIO KOHTPOITIO

5 BurpaTi Ha OTPHMaHHA Bes aopatkosHx | Bes  nojgatkoBux

AAMIHICTPATHRHHX NOCTYT BHTPAT BHTpaT

{ noasouBs,

niuensii, cepTHdIkaTis,
ATCCTATIB,

NOropKeHs, BHCHORKIR,
NpoB¢ACHH




Hesane R N 0008 " TIKOBHX

eKCIepTHY,
cepTH(ikalii, arecTanii Towo)
Ta IHIHX
NOCHYT (MpoBeACHHSA
HAYKOBHX, IHIIHX
eKCIepTHs, CTPaxyBaHHs,
TOILO)
6. Butparn na obopotni aktuen | Bes  nomarkosux | bes  popatkoBnx
(marepiamm, KaHLCAAPCEK] | BHTpAT BHTPAT
TOBAPH TOILD)
i Burpaty, nos'w3aui i3 naiimom | He nepenbageno | He nepenbateno
NOIATEOBOTO MepcoHany,
IPHBEHL
8. IHime (YTOMHHTH), IPHECH Mepenbauaroreca | [epenbavactuea,
BHTPATH Ha 1o o3HalioMIeHHs
OIHANOMICHHA 3 | 3 HOPMaTHBHO-
HOPMAaTHBHO- NPABOBHM AKTOM
npasoBiM aktoM, | Gyae minGysarHes
10 38 OLIHOYHHME | Y TepIioMy poii.
KOHCYABTALIAMM
cTaHoBuTh 20
xBHnuH pobovoro
qacy. 3
ypaxyBaHHaM
MiHIMANLHOT
sapodiTHOT nuaTH
(3riano 3akouy
Yrpaiun «[lpo
Hepwasnuii
GromkeT Y KpaiHH
na 2023 pikn', 1
roauna = 40,46
IPHEEHL) BHTPATH
cranonmaTe: 13,5
rpHBEHE.
9. PA3OM (cyma paakis: | +2 + | 13,5 rpusens He
3+4+5 nepeadavacThes
+6+7+8)
10. KineskicTs cyG'ekTiB cyD'exTH
rocnojaprBaHHA CepeHbOro
BEJIMKOID Ta CepelHLEOrD NMANPHEMHHIITE




3

MANPHEMHHIITEA, HA HKHX

-320

Oyne cy0 exTH
NOMHPEHD PETYNIOBAHHA, | BEITHKOTO
OIHHHILE MANPHEMHHLTEA
- 748
11. CymapHi BrTpaTd cy6'ckTis 135 x 1068 | He nepenbaveno
rocrnoaaproBsanns seauxoro ta | =14418 rpusens

HA

(BapricTs

panok 10)

CEPEAHLOTD MiNPHEMHHIITEA,
BHKOHAHHA PEryIIOBaHHA

perynosaHnd) (pagox 9 X

U Jaxon Yrpainu «llpo Jepawcaenuti Giodxwcem Yipaivu wa 2023 pixy
(https:/izakon rada. gov.ua/laws/show/2710-20%Texi)

Pozpaxynok sianosiinux BATPAT Ha oaHoro cyl’€KTa rocnolaploBanng

Buj serpar V nepumii pix [Mepioanani (3a | Butpati 3a n'sth
pik) poOKiB
Burpatn Ha bes  pomatkosux | Bes  jgonatkosmx | Bes  JonaTRoBHX
npuabanus BHTPAT BHTPAT BHTPAT
OCHOBHHX
thonzis,
ofnammanis Ta
NpHIANIE,
CEpBICHE
obCAYroRYRAHHA,
HABYAHHA
MABHIEHHA
kBaTiikauii
[EPCOHATY TOLIO
Bua serpar Burparn Ha cnuary ButpatH 3a
MOJATKIB n'aTh POKIB
Ta 3Dopis (IMiHeAHX abo
HOBOBBEACHHX) (34 pik)
Mogarkw T2 300pH (3MIHA | He IMIHIOE PO3IMIpIB HE nepeatadeni
poaMipy noAaTkis, 300pis Ta
nosaTkis/3bopis, obon'A3IKOBHX TIATERIB
BHHHKHCHHA
HeoOXIIHOCTI ¥ CIATI
noaaTkis/360pis)




a

Bua eurpar BurpaTti Ha Burparu Ha Pazom 3apik | Burpamu 3a
BEACHHA OMuaTy n'sTh poKis
obmiky, mrrpagunx
MIroTOBKY T4 | CaHKLiH (3a
NOAaHHA pixc)

IBITHOCTI (32
pik)

Burpars, HE HEe BHMArae HE He

mos’g3ami i3 BCTAHOBITIOE [POBEAEHAS nepenbadeni | nepeabaueni

BEIEHHAM NONATKOBHX AONATKOBHX

obniky, fopm JAXO/IB

NAFOTOBKOI | 3BITHOCT] KOHTPOIIO

Ta MOAAHHAM

IBITHOCTI

NepKaBHHM

OpraHam

(BHTpaTH Yacy

nepcoHaTY)

Bua euTpar Burpati Ha Butpat na | Pasom 3a pik | Butparn 3a
ANMIHICTPYBaHHA | ONIATY ' ATh POKIB
3aX0/IB wrrpadHmx
NepPAABHOTD CAHKLIH Ta
HATMALY YCYHCHHSA
(koHTpOmMO) (32 | BHABAECHHX
pik) NOpYLIEHE

(3a piK)

Burpatn, HE BHMATae HE HE He

noe'A3aHl 3 NpoBeacHHA nepeabauesi | nepenGaueHi | nepeabadeni

AAMIHICTPYBAHHAM | JOJAATHOBHX

3axX0/18 JAX0/1IB

AepHABHOID KOHTPOH

HArIAIY

(KOHTpOMIO)

(nepesipok,

urrpaditix

CaHKILi,

BHKOHAHHA

pilligHs/ MPHITHCIB

TOLIO)

Bua BuTpar Butparn Ha Butpatu Pasom 3a pix | Butpatn 3a

npoxomkenna | Geanocepensso | (craprosuil) | 0ATE POKIB




BIIMOBIAHAX | HA
npolenyp JAD3BOITH,
(BHTpaTH "acy, | muensii,
BHTPATH Ha ceprudiar
EKCTIEPTHIN, | M, CTPaxosi
TOLLO ) noJicH (3a
piK -
cTapToBNii)
ButpaTn Ha Honarkosi HNonarxosi Honarxori HNonarkosi
OTPHMAHHA BHTPETH HE BUTPATH HE BHTPATH HE BHTpaTH HE
anqMinicTpaTieri | nepeafaueni | nepenGadeni | nepenfaueni | nepenbaueni
X [OCHyT
(mo3BONIB,
Jiensii,
cepTHdIKaTIs,
aTeCTaTIR,
NorokeHb,
BHCHOBKIR,
NpoBCACHHA
He3AMeHHHX /
0DOB A3KOBHX
eKCIIEPTHS,
cepTH(IKALIT,
aTecTallii Toumo)
Ta |HIIMX TOCHYT
(mpoBCAcHHSA
HBYKOBHX,
THIIAX
CKCTIEPTHS,
CTpaXyBaHHA
TOLO)
Bua surpar 3a pix (craproemii) | Tepioanuni (3a Butparn 3a
HACTVITHHE piK) 11" 4Th POKIB
Bitrpati Ha Nonarkosi surpate | Jonarkosi utpar | JJogaTkosi BHTpaTH
oDOpOTHI aKTHBH | HE He nepeabaueni He nepenbaseni
(maTepianm, nepenbadeni
KAHLEAPChE]
TOBAPH TOWLO)
Bun surpar Burpati Ha ornaty npawi | Burparu 3a
NOIATKOBD HAIMAHOTO n'ATh POKIB
nepcoHany (3a pix)
Butpaty, nos'szaHi He nepeafauesi, He He nepentauesi, He
13 HAHMOM noTpedye A0AaTKOBOIO notpedye A0AATEOBOTD




JI0ATKOBOTO
NepeoMaTy

NepPCoHANY

MepCoHany

Cymapui BHTpaTH 38
ANETEPHATHBAMA

Cyma BHTpAT, IPHBEHE

AnsrepHarisa |

3a nepuumii pik: Cyma BHTPATH HA
OIHANOMIEHHA 3 HOPMATHBHO-TIPAROBMM
akTOM Cv0'eKTIB rocnoaapioBaing
BEHKOINO Ta CEpPEIHBOTO
MiANPHEMHHLITE CTAHORHTE

14418 rpuseHs.

3a n’sr pokis: Jlonarkosl BHTpaTH
BIACYTHI

AnsrepHaTipa 2

3a nepumii pik: JofAaTkoBl BUTPATH
BUICYTHI

3a n's1h pokis: JlonaTKOBI BUTPATH
BIACYTHI

* [Mpunimua: Hasedeni y ywony posdini aumpaniu cy ‘exmis 20CnOdapIOsania 3a
REPILT € PMOSHIMY POIPAXyREami ma 5 nacmyntiux poxis.




JOBIIKA
moao sianosignoeri zo6op" mannnam Yrpaiun y chepi epponeiicsroil inTerpanii Ta
npary €sponeiickkoro Coway (acquis €C) npoexty nocranoen Kabinery
Miuicrpin ¥ipainn «Ilpo sHecenns 3min o nocranosu Kabinery Minicrpis
Vipainn sin 26 rpasns 2005 p. Ne 376»

Mpoekr nocranosd KaGiwery Minictpis Yepaimn «llpo suecenns IMIH 10
nocradosn KaGinery Minictpis Ykpainn sia 26 tpasua 2005 p. Ne 376» (zani — npoext
akta) pospobneno MiHicTepeTBOM 0XOPOHH 310poB's YEpalan.

1. Hanesuicrs NpoeKTY aKTa 10 cdep, NPaBoBIIHOCHIN B KK PEry/010Thes
npasom Epponeiickxoro Cowsy (acquis €C)

TTpOEKT AKTA 38 NPEAMETOM NPABOBOTO PEryIIOBAHHA YACTKOBO HANICHKHTE 710 Chepi,
o oxonmoersea Jnpextusown 2001/83/€C €sponelicsxoro [NapaamenTy Ta Paan 8in 06
mucronana 2001 poky npo Komexe CrisToBapicTBa [IOAO /NK3PCEKHX 3acobin
NpH3HAYEHNX JUIA 3ACTOCYBAHHS moaruolo (1ani — Tupextusa 2001/83/€C).

Bimmoginno no nonckens crarTi 6 Jupermisn 2001/83/€C #ozaen nikapeskinii 3acib
e Mome OyTi BpeacHnil B obir y aepxasi-uneni Ge3 no3sony Ha peamizanio, HATaHoro
KOMIETEHTHHMH OpPraHAMH TAKOT ACPHABH-1IeHa BUINOBLIHO A0 uiel [lnpextusn.

Mpoekt akTa po3pobicHO 3 METOW BCTAHOBICHHA CTPOKY AN peeCTpaLiHHMX
NOCBLTYEHE, ¥ TOMY SHCII NPOAOEKEHHA PEECTPALIHIX NOCBIIYEHS i3 CTPOKOM Al 10
01 wmitms 2023 poxky, ma nikapceki 3acobm, #ki 3aKymoBywoTeca  ocobolo,
YIOBHOBIHCHOW HA UICHEHHA 3aKyMiRenk ¥ cfiepl OXOPOHH 3[OpOB'S, NMPOTATOM
nepioay Ail BOEHHOTO CTAHY.

2. 3oGos'szanns Yepainu v chepi coponeiickol inTerpauil (y Tomy wmen
MimHAPOAHO-IPABOBI)

[pockT akTa 3a MPEIMETOM NPABOBOTO PErYNIOBAHAR BIINOBIAE NyHKTY 2 CTATTI
427 Tnaem 22 «lpomancexe smopop'sw  Posginy V «ExonomivHe Ta ramysese
cnippoGitumTeos Yrogm Npo acomialiie i3 miew Meroilo CTOpOHH oOMiHIOIOTRCA
isthopManiclo Ta HAMKPAIMME NPAKTHEAMH | 3AIACHIO0TS IHUII CNILHI 3AX0/M, B TOMY
SHCIT B PAMKAX MAXO/Y «OXOPOHA 3A0POB’S Y BCIX MOMITHKAXH Ta NIOCTYNIOROT iHTerpauii
Vkpainn B eBponeficski MEPEXKi OXOPOHH 310POR’'A.

Mymsr (¢) crarri 472 Yroan npo acouiauino nepenbasac, mo Hiwo s wiit Yrogi ne
nepemkomaae CToponi BwHBATH Gy Ab-AKHX Jaxofin, 30KpEMA, AKI BOHA BBAMKAC
peobxigamMy 1 3aGeanedenns anacHol Deanexn, y BHNAKY cepilo3HMX BHYTDIIIHIX
Geanopaakis, SKi NOPYUIYIOTH 3aKOH | TPOMRACHKMA NOPAOK, nii 4ac silimn abo
Cepiloanoro MIMHAPONHOTO HANPYMEHHA, AKE CTAHOBMTE 3arpoly siftan, abo wan
BHKOHAHHS BITTHX HA cebe 30008 A34HE 3 NITPHMAHHA MUDY Ta MiKHAPOAHOT Deanekn.



3, Mporpamui nokymentn ¥ edepi caponeiicsiol inTerpanii

Mporpamui goxkyMerti ¥ cdepi esponeficsroi inrerpamii ITpesnaenta Vipainn
ta/abo Kabinery MinicTpis YEpailns miofo npeiMera NpasoRoro perynioBaiHi IPOEKTy
AKTA BIACYTHI.

4. lMopisnaasno-npasosuii ananis

[poekT akTa 33 NpPEIMETOM NPABOBONC PEryMOBAHHA HE HANCKHTH 10 cihep,
NPARORIAHOCHHM B SKHX PEryIIOIOTHCH npasoM €Bponedcekoro Coroay (acquis €C) a
He CTOCYETHCH MimHapoaHo-npasosux 3oGos'A3ank Ykpainn y cdepi €BponefickKol
inTerpanii.

5. Ouikypani pesyasTaTi

MpuiHATTA NpOEKTY 8KTa N0IBOJNTE BCTAHOBHTH CTPOK i peecTpalLlifHMX
NOCEIMEHE, ¥ TOMY YHCH] NPOA0BKEHHA PEECTPAUINHEX NOCBUTIEHE 13 CTPOKOM aii Ao
01 wxeimua 2023 poky, Ha nikapcski sacofm, ki 3axynomyloTeca  ocoboio,
YIOBHOBAKEHOW HA JAIHCHEHNA 3aKyniBent ¥ cepi OXOPOHH 3I0POE'A, N1 BHKOHAHHA
MporpaM Ta 3LiACHEHHA UEHTPATII0BAHMX 3AXO0AIE 3 OXOPOHH JAOPOB'A  NPOTATOM
nepioay Ail BoeHoro crany, speackoro Yrasom llpesnnenta Yipainn «[lpo secicHHS
BOCHHOTO cTamy B Yepainis sin 24 mororo 2022 poxy Ne 64/2022, sateepameHoro
Jakonom Yrpaim «[lpo sarsepmrenns Yiasy Tpesngenta Yxpainn «Ilpo mscachis
BOEHHOTD cTany B Yipaisin sia 24 motoro 2022 poky Ne 2102-1X, a 30 micsuis nicas
fioro 3aBEPIIERHA UM CKACYBaHEA abo npoTAroM 5 poxis.

6. Yiaraannenuii BHCHOBOK

TMpoekT aKTa 38 MPEAMETOM NPaBOBOrD PEryIIOBAHHS YACTEOBO HANSHHTE 10 cihepn,
mo oxonmoersea Jinpextnsow 2001/83/EC, Ta we cynepesuTs 1. IIpoekT akTa
CHPHATHME NPHBCASHHID Y BUINOBIIHICTE 0 BHMOr 3AKOHOIABCTEA Yypaian wakazy
MO3 sin 29 nunms 2003 poxy Ne 358 «[Ipo sarmepmsenssn (opmn T2 onucy
peccTpauifiHoro MOcBiAMCHHS Ha Nikapchkuil 3acid». Tlpoext akTa He CTOCYETHCA
MiKHapO/IHO-NIpaBoRiX 30608 s3ams Ykpaiun y cepi esponelicsrol inrerpauil.

MinicTp oxoponn |
sgopon’s Ykpainn /U "~ Bixvop JALIKO

W » 2024 p.




THOPIBHAJIbHA TABJIHLIA
A0 NPOEKTY A0 npoekTy nocramosn Kabinery Minicrpis Yxpainn
«llpo Brecenna amin no nocranosn KaGinery MinicTpie ¥Yipainn pix 26 tpasna 2005 p. Ne 376»

—

IMICT MONOWEHHA AKTA 3AK0HOTaBCTEA

IMICT BLANOBLIHOTO NOADMEHHS NPOCKTY dkTa

Mocranosa KaGinery Minicrpie Yipainn «llpo sarsepuxennn Nopaaky mepwasuoi peecrpauii (nepepecerpanii)
JdikapeLkux 3acobis i poamipis 36opy 3a ix AEPAABNY peccTpauin (nepepeccrpanin)y»

[Tpo saTeepaceing [opaaky nepaasnoi peccTpauii
(nepepeecrpanii) sikapesknx 3acobis i possipin 36opy 3a ix
ACPAABHY PEECTpalliio (NepepeccTpanin)

[Tpo saTeepamenna [opagky mepaannoi peecrpanii
(nepepeectpaini) nikapeskux 3acobis | poamipis 3Gopy 32 1x
ACPAABHY PEECTPALIKD (NepepeecTpaiin)

Bianoeiano a0 crateii 9 19 Jaxony Yrpaiun «Ilpo JNKAPCKKI]
_sacobun Kafiner Minicrpis ¥xpaiun nocranosnae:

Bianosiano go crareii 919" 3axony Yrpainn «Ipo nixapeski
3acobuy Kabiner Minictpis Yxpainm nocranopase:

|. 3arscpanTH TAKI, M0 00AAOTHCA:

Nopsagok  nepwarnoi  peectpauii  (nepepeectpanii)
NKAPCLKUX 33C0018;
po3IMIpH s0opy 34 JepKaBHY peecTpauin

(nepepeccTpaniin) NiKapebknx 3acobis.

|, 3araepanTH Taki, Wo AOJAKTHCH

Mopsgox  nepwasnoi  peecrpauii  (nepepeectpandi)
TEAPCEKHX 3acoiin;
po3IMipH abopy 33 OepmasHy  peecTpamin

(nepepeccTpaniin) mkapcnkux sacobin,

1. Yeranosny, mo 1a nepioa mii soeHHOrD cramy:

Ta NPOTArOM WMIECTH MICALIS 3 [HA NPHIHHCHHA abo
CKICYBAHHR BOCHHOIO CTaHy 3yNHHACTHCA nepedir crpoxy
INA o1 JaHBH PO Nepepeectpauin Aikaposxoro sacoby,
BUIHAYEHOrD  a03aloM ceommm  mynkty 10 TTopagxy,
JTBEPIOKEHOr0  myHkToM | wiel  nocramoen.  [licns
JAKIMYEHHA  ICCTH  MIiCHUIE 3 JHA OpHTHHEHHE  abo
CEACYRAHHA BOCHHOI'O CTaHy nepelir 3asHauycHX cTpoKin

1. Yetanosui, mo Ha nepioa /1i1 BOCHHOTO cTany:

T4 OPOTATOM WICCTH MICHILIR 3 JHS DpPHOHHCHAS abo
CHACYBAHHA BOCHHOI'O CTAHY IYNMHACTRCA nepebir crpoky
/LIH nojadl JAMEH PO NepepeccTPaitiio Nikapckroro sacoby,
BIIHAYEHOro absanoMm  Tperim  nyukty 6 posgity V
[opamxy, sarsepmaenoro mynktoM 1 uiei nocranosm. [licis
JAKINGEHHA TISCTH MIiCAIIBE 3 (MR [OPUOMHCHRS abo
CKACYBAHHA BOCHHOIO cTamy nepedir 3aiHaueHmy crpoxis




NPONORKYETLCA 3 YPaXyBammAM 4acy, 10 MHHYB A0 ix
IYIIHHCHHES,

NPOJOBKYETHCA CTPOK 38CTOCYBANNA, BBE3CHHA Ta obiry
Ha Tepuropll Yipainm nikapeskux 3acoBis, y ToMy SHeni THX,
AKl MATATANTE JAKYIIBAL % Pesy/NbTaTAME IAKYTIBEABHOT
NPOLSIVPH, NPOREREHOT CICLIANIIOBAHON OPrafi3alieto, AKa
3MIACHIOE 3aKYNIAN, HA BHKOHANHA YTOAM U040 JAKYITIBL
Mix MinictepcTROM OXOPOHM 310POR'A T4 BIINOBIAHOW
CHCIANIZOBAHOK Oprafizaunicly, sKka Agidciioe JAKYmin,
Ta/afo  sakynosylOThCA  ocoBO0,  YNOBHOBLKENOW HA
3MiHCHEHHA 3aKyTIiBes ¥ cipepi oXopoy 300pos’s, CTPOK Aii
PEECTPALINX DOCBIIYCHE HA AKI JAKIHMHECH NPOTATOM
nepiomy il BOCHHOrD CTARY T4/360 NPOTAOM MIECTH MicANE
3 [TH NIPHITHHEHHA 200 CRACY BAHHA BOCHHOTO CTARY, WIAAXOM
NPOJOBKCHHA CTPOKY JIT peccTpamiiivoro mocinvuenns Ha
TAK MiKaPCHKI 3ac00H Ha 0NN PIK 3 4411 3aKIHIEHHR CTPOKY
i peecTpauiiingro DoceimCHHA NiKapeLKora sacoby Ta/abo
M2 CTPOK A1l BOEHHOTO cTaMy, Ta/abo Ha micTs MicAnis 3 JHA
APHITHHEHHA aD0 CKACYBANIA BOEHHOIO CTaHY, 13 BHECCHHAM
indopmautii npo npopomKeHHA crpoky il peectpanifinoro
MOCBITMENHA HA Takuil mikapeekmii 3acib ao Jepwasuoro
peecTpy mikapchkux  3acofie Vkpainn., Owosnena »
AdepxapHoMy peectpi  miapcekmx  sacobin  Yipafum
IH(OpMaLis Opo NpofoBKennii cTpok mii peccTpauiiinoro
NOCBLIYSHHA HA TakHil Nikapcexnit 3acib saceinaye wnnnicTs
Aepaannol peectpanii Takoro nikapcuwkoro 3acofy Ta He
noTpebye  Buaadl  Hosoro abo  3aMiHH YMHHODO
PeECTPALIHHOND NOCHI AMEHn;

MPOIOBKYETLCA 3 YPAXYBAHHAM 4acy, Mo MHNYR J0 IX
TYTHHEHHHN;

NPOACHIKYETHCH CTPOE 3aCTOCYBAHHA, BBEICHHA Ta obiry
Ha TepuTopil Vipainm nikapeskix 3acobin, y ToMY 9ueni THE,
AK] DUIIATAIOTH 3aKYNIBI 3 PelynLTATAMA 3aKyTiBeIEHG
NPOUEAYPH, IPOBEACHO] COSWIATIIOBAHOIO OPrAHIIALICI0, AKA
IAIHCHIOE 3aKy iR, HA BHKOHAHNA YIOIH 00 3aEYTIBI
Mk MinicTepcTsoM oXopoHH 310poB’s Ta BiANOBIIHONIO
CHELIANII0BAH0I0 Opranizauiess, axa aificmoe saxyminm,
TA/abo  3AKYNOBYIOTECH  0coBOK0, YTIOBHOBAKEHOW Ha
HINACHEHHA 3AKYNIBLNL ¥ Cihepi 0XOpOHHA 300pos’s, cTpoK Ail
peccTpanifidix nOCRITYEHs Ha AR Jakindweea npoTATOM
nepioy Oif soeHHOro cTady Ta/abo NPOTArOM MecTH Micamin
3 AHA NPHIHHEHHA a00 CKACYBAHHA BOEHHOTO CTAHY, IIIAXOM
NPOAORAKEHHA CTPOKY M peccTpamifivoro MocsiqyeHus Ha
Taki Mixapeski 3acofi Ha OTHH Pik 3 aTH JAKIHUEHHA CTPOKY
Il peECTPALIAHOIT NOCRigYeHHY Nikapcskoro sacoby Ta/abo
H CTPOK JUT BOERHOTO CTaHy, Ta/alo Ha uncTs Micalis 3 aHA
NPHITHHEHHS 200 CEACYBAHHA BOEHHOIO CTAHY, 13 BHECEHHAM
IHpOpMAITT (PO NPOAOBKEHHS CTPOKY Aii peccTpaniiinoro
NOCBITMEHHA Ha Takmil dikapeermid 3acib mo [lepwasnoro
peccTpy nikapcekHx  3acobin Yxpaims, OwosneHa s
HepiasuoMy peecipi  nikapeeknx  sacobin  Yepaiun
IH(OpMALLiA Npo NpoOoBKeHMii CTPOK aii peccrpatiiinoro
NOCBLIYEHHA Ha TAKHI Nikapcexnil 3acif sacsinyye unHAiCcTE
ACPABHOT PEECTpallll TaKoro JAikapchkoro iacofy Ta He
motpebye  Bunadi  wosoro  alo  samium wHEEOTO
PEECTPALIAHOrD NOCBITYeHHN:




NMEAPCHENA 3aCi0, 3apeccTpoBanil BIANOBLINO A0 BHMOT
Mopamky, saraepmwreHoro nysktom | wiel nocranoss, v pasi
HOTC 3aKYIIBIL 33 PEIYILTATAMH JAKYIIBENLHO] NpOIeaypH,
MPOBEICHOT CIELIANIIOBANOK OPraHizanicio, AKa iicHIoe
JAKYMIBAL, HA BHKOHIHHA YIOAH (HOAO 3AKYMIBM  MiK
MigicrepcTBoM  OXOPOHH  370POB’'S  Ta  BLIMOBiAHOWO
CREIATII0ORAH0I0 opradizanieln, axa 3QCHIOE 3aKymini,
MOKE BEOIHTHCA Ta 33CTOCOBYBATHCA B IHOIEMHIN yiakosu,
OPHIHAYCHIA in noTped pHHKIE lHDAX Kpaid, wo we
BIINOBIOAE 3TREPIKCHHM PeECTpauiiinuM MaTepianam Ha
nikapceknii 3acif, ¥ cynposogi saTeepamenol B Ykpaiui
IHCTPYKILT 118 MEAMYHOTO 3aCTOCYBAHHA Ta TapaHTifinoro
AMCTA BHPOOHMKA/IASBHAKA, B HKOMY 3a3HAY3ETLCH, WO
BECICHHH  Jikapcekuil  3aci® €  JJeHTHYHMM 10
3apeeCTpoBaHOro B Y kpaini;

AcpraBHe MAnNpHeMcTso «lepaannmii excnepranii uenTp
MinicTepcraa oxopoHd 3n0pos’s VEpailuus He NPOBOIHTH
EKCNEPTHIY PEECTPALIINMY MATEPIANIE, NOTAHAX 10 NOYATRY
BEC/CHHA BOCHHONO CTAHY 3 MCTOK)  [EepepeecTparii
nikapeskux 3acobie, 40 AnA DpHNHHeHHS alo CKACYBaHHA
BOEHHOTO CTAHY, KPIM BHITAKID, BHINAMEHHX ITHM ITYHKTOM,
TA  BAHBAC 3AXOMIB, CHPSMOBIHHX HA  [OPOBEACHHA
CKCMCPTHIN PeECTPALIAHNX MaTepianis 3 METOI BHECCHHN
IMIH 40 peecTpauifiHUX MaTEPIANIB HA NIKApCLK] 3aco0H, KpiM
THX JIKAPCHKUX 38c0GiB, AABHHKH AKHX NPHITHHHAM CBOKO
MAALHICT HA Nepion Ol BOEHHOMO CTaHy Ha TepuTopii
Yxpaian Ta nomgopMysatn npo ue MinicTepeTso oxoponn
INOPOB’S  TA  OepeKABHE  nianpuemcTBo  «llepaannmil

mEapchkMil  3acib, JapeecTpoBaHWE  BiOnOEIgHO A0
susmor lNopanky, sarsepreHoro MyHEETOM | wiel nocraHosm,
Y paidl #oro 3aKkymieni 3a pesyiLTATAMH 3AKYNIBEALHOL
NPOUEIYPH, NPOBEICHOT CIELIATIIORAHOIN OPTAHITAIIED, HKA
AMACHIOE JAKYTIBN, HA BHKOHAHHA YTOOM MI0AC 3aKYIisi
miz MiHicTepcTBOM OXOPOHH 30POB'A TA BLANOBIAHOK
CHeLiani3opaHo0 OpraMizaniclo, ska 3gificHioe 3akyniami,
MOC BBOIHTHCH Td 3aCTOCOBYBATHCA B IHO3EMHII YNaKOBIL,
NpHIHAYEHIH 18 noTped pHHKIB INDIEX KpaiH, oo He
BUINORIIAE 3ATREPDKEHHM PCCCTPAIHEM MatepianaM na
nikapckrmi 3acib, y cynposomi sateepmmenci B Yepaiui
THCTPYKIE /18 MEIHYHOIO 3ACTOCYBAHHA Ta rapaHTiiHoro
NHCTa BHPOOHHKAIAABHAKA, B SKOMY 3a3MavacThed, LI
BBEICHHIT  NMiKapchEMA  3acid € LISHTHYHMM 10
IAPELCTPORANOTO B Y Kpaini;

Jepanne MAnpHeMeTso «lepaanmmil ekcniepranii uerTp
MinicTepeTsa oxoponn 3nopos’s Yepainuy 1c NPOBOINTE
CKCOEPTHIY PeECTPAIlHEIX MaTepianis, MOJAHHX 0 NOUaTKy
BBEACHHA BOCHHOIO CTaHy 3 METOW nepepeecTpauii
NEAPCEEHE 3acobiB, 00 OHA NpHOHHEHHA abo cracyBaHns
BOCHHOIO CTany, KPIM BHITAAKIE, BHINAHCHIX [HM [YHKTOM,
TA  BAMBAC  3AXOMNIB, CNPAMOBAHHX HA  [IPOBEACHHN
EKCTEPTHIH PEECTPALIANNX MAaTepianis 3 MCTOI0 BHCCCHHS
IMIH 0 peecTpaliiinmx Matepianis Ha nikapeski saco0u, kpiM
THX JIKAPCLEMX 32c0018, JAABHHEH SKHX NPHIMEAIN CBOWO
AlneHicTs Ha mepiod Al BoeWHOTO cTamy Ha TepHTOpil
Ykpainn Ta noindopmyeany npo ue Minicreperao oxapoHn
MOPOB'S  Ta  OepwaBHe  nianpHeMcrso  «/lepacasamii




CECTICPTHHH ucwTp MiHicTepcTBa  OXOPOHH  3A0pOB'S
YEpainm», Ta 3 MCTOI JEpAaBHOT peccTpalii MKapebhkux
3acobiB, ¥ TOMY HHCHI excrpenol JepmaBHOl peecrpauii
MKAPCEKAX 3aCO0IB, MEIHUHKX IMYHONOTIYHHA Npenaparin,
Npenapatis Kpoei, W0 BHPOBAAIOTECA DO NOCTAYAKTECH B
VYxpainy npoTsroM nepioay aii BOCHHOMO Cray, fmia
30008 A3aHHR. 3a DawanusM 3JasBHHKAS T4 B pasl #oro
COPOMOMKHOCTI  330C3NeYHTH  BLANOBIANY  B3ZEMOMIN 3
AepmaninM  numpHeMcTeoM  «llepkasEuil | excnepTingi
uewtp  Mimicrepctea  oxopoEm  3nopos’s  Yepaiuu»
NpOBEIEHHA CKCNICPTHIH PECCTPALIHHME MATEPIATIE MOMe
UPOAOHKYBATHCA AEPAABHHM MANPHEMCTBOM «/lepmasimii
EKCOCPTHHH  UeHTp MinicTepcTBa  OXOpoHM  320pOB'S
Yepainue signosindo 0o suMor Ilopaaky nposencHHs
EKCNCPTHIH PECCTPALIINNX MATEpiaNiB Ha Nkapekrki 3acofu,
U0 NOAKTECA HA ACPAABHY PEECTPALIIO (NCpepeCcTpaiin),
A TAKOX EKCNCPTHIM MaTepianis 0po BHECCHHN 3IMIH 10
peECTPAIlfHMY  MaTepianis  TPOTATOM  CTpOKY il
peecTpanifinoro MOCBLIMEHHA, SATBCPIKEHOTD
MiHicTEpCTROM OXOPOHH 3LOPOR'S.
Bigcyrulii

ekcnepTHrit  neRTp  MidicTepcTRa  OXOpoHH  3flopos’s
YEpainu», Ta 3 METOK JepKaBHO! PECCTpamil MEAPChEHX
3aco0iB, Yy TOMY HMCHI €KCTPCHO! JCpMaBHOl peecTpaitil
MKAPCHEUX 3acobin, MEAHTHIN IMYHONOITHHAX NPENapaTis,
NpenapaTis Kpoei, mo sipobnswoTecs 200 MOCTAYA0TECA B
YEpaigy mnporaroM nepiogy aii  BOCHHONO CTaHy, i
obon s3anna. 3a OakaHHAM 3asBHMKA TAa B pasi foro
COPOMOMKHOCTL  3abeIneunTH  BIANOBUIHY  BIAEMOTIK 3
AepwaBHEM  nianpueMcreoM  «flepxasuuii | excniepramil
ueHtp  MinicTepeTBa OXopoHHM  3a0poB’s  YEpaiHm
NPOBCACHHA CKCOEPTHIM pPEECTPAIiHHAX MaTepianls mMome
NPOOOBKYBATHCH JEpaBIHM niAnpremcraom «/lepxannmii
ekcnepTHHi  uewtp  MimicTepersa  OxoponH  310poBR’S
Yipaiuuy mignoeigzro mo  sesor [lopagky nposenenns
SECHEPTHIM PeCCTPalliiinmx MaTepianis na nikapeskl 3acobn,
WO NOAAOTLHCA HA JEPHARHY peecTpauilo (mepepeccTpanio),
4 TAKOH® CKCHNEPTHIM MATEPIANIE NP0 BHECEHHN 3IMIH J0
peECTpAllifHHX  MATCpIAMIB  TIPOTArOM  CTPOKY il
pPeECTPALAHOID MNOCBEIAYEHNHA, JATBEPMEHOTO
MinicTepceTBoM OXOpOHK 310pOBE.

13, VeTaHOBHTH, 1W10;

1) nynkrn 4-6, nynkrn 18-21, afaum Tperii —
yernepTwil nynxry 24, afisan vperiii nyarry 15, abfzan
n’aruil mynkTy 27 posgiay I, nyakra 5-7, adaan nepumii
uynkry 8 posaiay IV lMopaaky, 3avseprkenoro myHKTOM
1 uici nocranosu, Ta abzamm apyruii — Tperiii nyakTy |
Poimipis, sareepaxennx nyveEkTom | uidi nocranonm,
QiTH NPOTAIOM nepioay ail BOCHHOIO CTaNY, BREICHOID




¥kazom Ipeanaenra Yepainu sin 24 mororo 1022 poky
Ne 64/2022 «[lpo BBeaeHNA BOCHHOTO CTAHY B Y Kpainis,
saTeepxenoro 3axonom Yepainn sin 24 swovero 2022
poxy Ne 2102-IX «Ilpo sarvseprxennsa ¥Yxasy llpeannenta
Yipainn "Ilpo sseaennn BOCHHOrD cTamy B Ykpaini'»,
Ta 30 micauis micas Horo NPHNHIEINA Y8 CKACYBAHHA;

2) nyukT 9 poagiay 11, nynxr 6 posgiay I, nynxTn 2,
9 poaxiay 1V, abzan apyrmii nynkry 4 poaginy V Ta
monator no MMopaaky, 3arvecpaaenoro nynkvom 1 wic
NOCTAHOBH, ALI0TH NPOTHrOM nepiony mil Boennore crany,
ppeacHore ¥ rasom lpeannenra Yxpainn sig 24 awroro
2022 poxy Ne 64/2022 «Ilpo BBCACHHA BOCHHOTD CTAHY B
Yrpainin, sarnepuwenore 3axomom Yxpainn sia 24
awrore 2022 poxy Ne 2102-1X «llpo saTeepmwennn ¥ kasy
Mpeangenta ¥Ypainn "llpo speaenns RocHRoro Crany B
Ykpaini'"» ta 3 micanis 31 aun iore npunuHenna abo
CKACYBAHHA.

2, BuanaTi TAXHMMH, 110 BTPATHIH YHHHICTL:

nocTanopy Kadimery Minicipis Yrpainn sin 13 sepecna
2000 p. Ne 1422 «llpo sarscpaxenna llopanky nepxasnoi
peecTpauii (nepepeccTpaliii) NkapecsKoro acody 1 posmipis
sfopy 33 fAcpEEBHY pEECTpalliio  (mepepeccTpaiiiio)
nikapewkoro sacobyy (Odnuiinnil sicank Yxpainn, 2000 p.,
Na 37, cr. 1387);

NyHKT 4 3Mid, W0 BHOCATECA 710 noctanon Kabiwery
Minictpis Yepaiuu, 3aTBepKennx noctanosowo Kabinery

2. Buapark Takumu, 1o BTPaTHIN THHHICTE

nocranosy KaGinery Mimcrpis Yepainn sin 13 sepecns
2000 p. Ne 1422 «[lpo sateepmxennn lNopanky nepaasnoi
peecTpaiiii (nepepeectpauii) mkapeskoro sacoby i poasipis
sbopy 3@ JepwaBHy peecTpauiio  (mepepeecTpauiio)
nikapeskoro sacobys (Odiidumii sicamk Yrpainn, 2000 p.,
Ne 37, cr. 1587);

NyHKT 4 3MiH, W0 BHOCATECA j0 noctanos Kabinmety
MinicTpin Yepaium, 3areeppxeHnx nocranosow Kabidery




Mimicrpie Vipaiun Big 21 uepsaa 2001 p. Ne 678
(Odpiniiinnii picunk Yrpainu, 2001 p., Ne 26, c1. 1170);

OyHET 3 3MiH, 0 BHOCSTRCA a0 nocranos Kabimery
MinicTpis Ykpainm, 3aTecpmscpnx nocrasosow Kabimery
MinicTpin Vepainw sig 24 pguona 2003 p. A 1146
(Odiuidmmit sicank Yrpainu, 2003 p., Ne 31, er. 1605);

abiaun uersepTHil - WOCTHH TYHKTY | nOocTaHosH
KaGinety Minictpis Ykpainn sia 28 sosrua 2004 p. Ne 1419
«/lesxi 3axoan mono 3abeIncUcHH® SKOCT] NIKAPCHKHX
sacobiny (Odiuiinuit sicank Yrpaign, 2004 p., Ne 44, cr.
2877).

MinicTpis Yxpaigm wsig 21 uepsas 2001 p. Ne 678
(Odpingiiirmil picunx Yrpainm, 2001 p., Ne 26, 1. 1170);

NyHKT 3 3MIH, WO BHOCATRCH N0 nocranos Kabinery
MinicTpin Yrpaiun, saTeep/Gkennx nocranosorn Kabinery
Minictpie Yxpaiss sin 24 manms 2003 p. Ne 1146
(Odiniinmii sicumk Y kpainm, 2003 p., Ne 31, cr. 1603);

azamn 4eTBepTHil - wocTHi NyHETY | nocTaHoBH
KaGinery Minicrpis Yxpainn sia 28 mostas 2004 p. Ne 1419
«/leski saxoam moao 3aleineqeHnA AKOCT] MIKAPCHEHMX
aacobisn (Odimdand sicauk Yxpainn, 2004 p., Ne 44, c1.
2877).

_llnp;mm: Aepsannoi peecrpauii (nepepeccTpaii) ni;::ilptr.lml 3acobie, 3aTRepLRenil nocranosow Kabinery
Minicrpis Vipainu nig 26 rpasun 2005 p. Ne 376

ﬂ-l:;punxy nepwasHol peecTpaul (MepepeecTpanii)
MEAPCHEHAX 3acobin

[Mopanky aepsaniol peccTpauil (nepepeccrpalii)
JHEAPCHKHX 38C001R

1. 3araaumi nojaoxcERN

1. Llefi llopagok BCTAMOBIIOE MEXAHIIM NPOBEJACHHA
nepAEannol peectpauil (nepepeecTpanii) MrapcsERX 3acobin,
Y TOMY SHCH MEAMYHHX IMyHOOIONOTIMHHX IIpenaparis,
BH3nauennx crarrerd 2 3akonmy Yrpainm «[Ipo nixapewki
sacobuy (oam - mxkapcbkl 3acobH), 3aCTOCYBAHHA AKHX B
Y kpaisi JonyekacTsCA TUIBKH MICAH TAKOI peccTpalili.

He mianaralorTs mepsaBuiil peectpauii mkapcexi 3acobn,
AKl BHTOTOBMAIOTECH B ANTEKAX 34 pelentaMy TiKapis
(Marictpaneuumu  Gopmynamu)  Ta  Ha  3aMOBJICHHA
MEYBAUILHO-NPOQITAKTHYHEK  3aKknaie  (oiuHHATEHIMK

1. Lleii Mopaaok BCTAHOBMIOE MCXAHIM NPOBELEHHR
nepaasHol peecTparil (nepepeccTpaiii) MKapesknx 3acobis,
y TOMY HHCHI MEIHIHHX IMyHOOIOMONYHHX [Dpenaparis,
BHIHAYCHIX craTTein 2 3akony Vkpaiun «[Tpo nikapceki
sacobmy (Fami — miKapchKl 3aco0M), 3aCTOCYBAHHA AKHX B
Y kpaiHi JOMYCKACTHCS TUTLKH MICA TAK0T peecTpanil,

2. He nianarawoTs aepkasuiid peecrpamii nikapeeki
1aco0H, AKI BHIOTORLOTECA B ATITEKAX 32 PEUENTAMH NiKapis
(marictpaneiumy  popMynaMH)  TE  HA  3AMOBNSHHS
mxyBaibHO-NpodinaKTiyEx  3aknagis  (oditiHansHIMI




dropMynasn) 3 J03BONEHHX 10 JACTOCYBAHNA [IOMMX Ta
DOMOMIMKHHX PCHOBHH.

QopMyNaMH) 3 MO3BONCHMX A0 3ACTOCYBAHHA JiH0YHX Ta
JIOTIOMIMCHHX PEYOBHH.

IL Hdepaasna peccrpanin nikapesknx acobin

2= Jlepmapsa  peectpamis  nikapeskoro  aacofy
sgicHioeTecs MO3 mwa nifncrasi 3asem Ta pesynsTaTis
EKCNEPTHIN peccTpalliifHuX maTepianis Ha Takuit 3aci6,
nposesenol Jepwasuum excniepraum uentpom MO3 (nani -
Lentp) y swanavedomy MO3 nopanxy.

Y pasi  konm nikapcekmil  3acif  sapeccrpopanmii
E'Bponeiickkum areHTCTEOM 3 Mikapekkux 3acobin, aepkanua
peccTpalis OPHTIHANLHOTO NKAPCHKOTO sacoby
3niACHIOETLCH 03 NpPOBECHHA 333HAMEHOT CECMEPTHH Ha
MICTAR] 34ABH, pPecCTPANiiiHEX MaTcpiania, ¥ ToMy wHCH
IBITY 3 ONIHKM peccIpauifinoro  JOChe  3aIHAMEHOTO
Arcurctea, i sucHoBky lleETpy mopo  siamoRimHOCT
IHCTPYKNIT NPO 33CTOCYBAHHA T4 MCTOAIR KOHTPOILO AKOCTI
nikapceEoOro sacody pecctpauiiinim Matepianam, ITepesipka
TaKoi BLANORIAHOCTI NPOBOOMTRCH y BHINaMeHomy MO3
MOPAIKY.

Hepsasra peccrpanis  nikapeskoro  sacofy,  Axwmil
3apeecTpoBannii  KOMIICTEHTHHM opradod  CnomydeHux
Wiraris Amepuri, Ulseiinapeekoi Kondeaepamii, Anonii,
Apctpami, Kamagm, sa uewrpanizoBasom NpoUemypomo
KOMIETEHTHHM  opranoM  Esponeiicskoro  Cowosy T1a
JACTOCORYETLCA HA TEPHTOPii Takwx xpaiH 9H Aepsxkan -

1. Jlepsasna peecrpanis mikapcekoro 3acofy
spificioeTses MO3 Ha migcTai 3assM Ta  pelyabTATiA
CKCNEPTHIH PpeccTpailifiiux marepianis Ha Takuil 3acib,
nposedenol JepasHuM excneprium mexrpom MO3 (nani -
Lenrp) y sanauenomy MO3 nopaiaky.

2. ¥V pasi wonW mikapcekwii 3acif sapeectposanmil
€aponeHceinM ATEHTCTBOM 3 MKapchkmX 3acobin, fepkania
peccTpaLis OpPHMHATRHOTD MKAPCHLEOTD 3acoby
JMIACHIOETLER DE3 IPOBEIeHHS 3a3HAYEHOT ¥ nyHKTi 1 nboro
po3niny excrepTHIH HA NICTARI 3aiBH, peecTpaiiimmx
MATCPIANB, ¥ TOMY 4MCT 3BITY 3 OUIHKH peccTpauifnoro
AOCHE 3A3HAYEHOr0 ArCHTCTHA, | BHcHOBKY Llewrpy momo
BIANOBIANOCTI IHCTPYKWIT Npo 3acTocysanps Ta MeToais
KOHTPOTIO AKOCTI  nikapcskoro sacoby  peectpaniiinmm
marepianam. [lepesipxa Takoi sinnosiagoct nposogTheE ¥
aHanagenomy MO3 nopagky.

3. Hepkasna peectpania nikapceekoro sacofy, sxui
JPSECTPOBAHHH  KOMNETEHTHHM  opraHom  Cnomydenmx
Wratin Ameprsn, Ulselinapcrkoi Kondenepanii, Anomii,
Apctpanii, Kamami, 3a uewtpamisosamom npouesypoo
KOMOCTEHTHHM  opradom  €sponeiickkoro  Cowosy  Ta
JACTOCOBYETHCA HA TEPHTOPIl TAKHX Xpaln 98 JepEas -




wieHis Egponeiicskoro Coway, 3miiicHiocTECE Ha MICTABRI
3adBH T2 BHCHOBKY LleHTpy, CRNAmeHOro 3a pesyasTaramu
nposenenna  y BHIHaqcHoMy MO3 nopsaxy  posrnsny
AOAaHHX [0 IAABH MATePIANB,

Iepmassy peecTpaili  MKapeukoro  3acoby, AKHNA
NUUIATAE  3AKVIIBIL 33  PeayiLTATAMH  3aKVIBe/ILHOI
npougIypH, NPoBeAeHOT CrelianInBaH0I0 OPrali3ale, IKa
IMIHCHIOE JAKYIIBIL, HA BHKOHAHHA YTOIH W00 3aKymism
sk MO3 Ta RUINOBLIHOK CHCUIANIIOBAHOK OPraHiIaLIco,
AKa 3ailicHoe 3akynism, aatiicHoe MO3 na nifcrasi 3as8# Ta
BHCHOBKY LlenTpy, CKAAAEHOTO 32 PeIyILTATAMM MPOBEIEHHA
y su3dadenomy MO3 nopaaky nepesipxyn peecrpanifiHux
MATEPIANIB MO0 iX ARTeHTHYHOCT.

Hepsapny peectpallild JUKApPCLKOre 3acoby, HKM
FAKYNOBYCTECH 0CO00I0, YNOBHOBAMENOIO WA IIACHEHHA
JaKyniBens y cipepi OXOPOHH YI0POR'S, T2 NPH ULOMY €
H[ﬂ'ﬂﬂmﬁﬂ]llim EOMIMCTCHTITHM DFIIE,HEIH C'[Iﬂ..i‘]‘_'p"‘]l.‘.-'li’HK
Ilrarie Amepukn, [lsefinaperkoi Kondenepauii, Hnosii,
Apctpanii, Kasaan Ta 3aCTOCOBYETECR HA TCPHTOPIT TakMx
kpain abo xomMneTenTHHM oprasom Epponcicsroro Cowosy
3 LCHTPATIIORAHOIO NMPOLEAYPOK Ta 33CTOCOBYCTHCA HA
TepuTopii Jepxkan - wieHis Esponeiicekoro Cowoay, 3giiicHoe
MO3 na miacrasi sassu 1a sucnosxy entpy, cknanenoro 3a
PeIVARTATAMH NpoBeacHng ¥ siamauenomy MO3 nopaaxy
nepepipkH PeeCTPaliifHIX MaTepianie Ha TX ABTEHTHYHICTS.

Hepxasuy peecTpaumiio MKApcLKOro sacoby, AKHH
JAKYNOBYETECA 0co0010, YNOBHOBANCHOW HA 3IAIACHEHHA
sakynisens ¥ cdepl OXOPOHM 3A0pOB’S, HEIANERHO Bij

gnenin Ceponciicekoro Cowoay, SAIHCHIOETLCA Ha MiACTABI
g Ta BHCHOBKY LleHTpy, cknaneHoro 3a pesyisTaTaMu
npopencHHA v BHIHasenomy MO3 nopaaky  posrnamy
AONAHHX J0 IAABH MATCPIAIIB,

4. Hepawasyy peecTpaliio MKapesKoro jacoby, skui
NUUIATAE  SAKYTIBII 38 Pe3yNBTATAMH  3aKyOiBeNnbHO]
NPOLCAYDPH, NPOBEIcHOT CNELIATII0BAH0I0 OPraHi3aliew, AKa
IMCHIOT JAKYTIBNL, HA BHKOHAHHA YrOAH WOL0 aKyIEN
mizk MO3 1a BiZnosUIHOK COCILANIZOBAHOK OPrAHIZANIEKD,
AKa ymiicHoe 3akyninn, 3aificaroe MO3 Ha migcrasi 3assn Ta
sHcHOBKY LlenTpy, CRIA1EH0I0 33 PE3YALTATAMH IPOBENEHHA
y Brapagenomy MO3 nopagky nepepipkH peecTpanifinmx
MATEPIAME 1WOA0 IX aBTEHTHIHOCTI.

5. lepmxasuy peecTpalio MIKapcsEOro 3acoby, Ak
JAKYNOBYETHCR  0COD0I0, YIOBHOBDKEHOK HA lilcHenus
FAKyniBens v cohepl OXOPOHE 3A0pOB'H, TA NPH ULOMY €
JAPCCCTPOBANNM  KOMNCTCHTHHM  opradom  Cnomydcnnx
Wraris Amepuxn, lsefinapeskoi Komegepanii, HAnomii,
Ascrpanii, Kanaan Ta 3acTOCOBYETRCH Ha TEPHTOPIT TAKHX
xpain abo xoMnerenTHHM opranom Ceponeiiceroro Colosy
33 HEHTPATISOBAHOK [POUSAYPOIO T3 3ACTOCOBYCTLCH Ha
TepuTopil gepman - wienis Esponeiicekoro Coay, ymiicHoe
MO3 na miacram sasen Ta eucHosxy Llentpy, cxnanenoro a
PEIYNLTATAMK MpoBeAeHHs ¥ BmsHadenoMy MO3 nopaaky
IePesipKH PeECTPALIIHIX MATEPIANIB HA IX ABTEHTHYHICTE.

6. Jepmanny peecTpailild MKapCHROTD 3acoby, mxnil
JAKYMIOBYETHCA  0Cc0DOK, YNOBRHOBAMEHOW HA 3IMiHCHEHHA
Jakyrisens y ciepl OXOpoHH 3A0pOR’SA, HELUIEKHD BIj




kpaiHn BHpoGHMERA, 3mificimioe MO3 na migcTaei zaseu Ta
srcHOBKY LlenTpy, cimaeHoro 1a peynsTaTaMH IPoBeJeHHA
y Buinavexomy MO3 nopaiky excneprTiiu peecTpaudiiHmx
MATCPIANIBE 3 HAJAHHAM PEKOMEHJANIA 10J0 ACpXABHOL

peccTpalii Jikapesrore sacoby,
Ha pgaty nojasss 3ag8H Npo JCMKaBHY PeecTpaiio
nmikapcekoro  3acoly, AKMA  mandrae  3aRymiem, o

yuiicHocTsea  0c0b010, VAOBHOBAMEHOW HA 3MifCHEHHA
IKYMIBEAR ¥ cfepl OXOPOHH 3J0POB’A, TAKHA NIKAPCLKHH
3acid moppHeH GyTH BRMOYCHH 10 NEpeniKy MKapChKHX
sacofin, MeIHMHHX BUPODIB T A0NOMIKHMX 3ac0DIB 10 HAX,
MO 3EKYTOBYIOTECA 33 KOWTH JCPHKARHOTO DoJukeTy s
RHKOHAHHA TporpaM Ta  30iCHEHHA IIEATPAM0BAHMX
3AXOJIB 3 OXOpONH 310poB'd, larsepmaenoro KabGinerom
MinicTpis Yrpainn na sBiANOBLIHME PIK.

3a GakannaM JERBHHEA [epHania poccTPallia aKTHBHOTO
(hapMalleBTHYHOTO IHTPEAiEHTa Mowe 3AIHCHIOBATHCA Y
CRIAM rOTOROIO NiKapckKora 3acoDy.

IndropMaliia po NOJAHI JAABH NPO JEPHABHY peccTpaulio,
Crad  PO3MASOyY  JOKYMEHTIB T2 UpHiiHATI  3a  iforo

xpainy BHpoDHMKA, agificioe MO3 Ha mijicTasi 3assM Ta
srcHoBKY LIeHTpY, CKAamenoro 3a pesynsTaTaMH NpoReIeHHA
y anssaveHomMy MO3 nopagky eKCHCpPTHIH peecTpariiinmx
MATCPIATIE 3 HANAHHAM PEROMEHJAUIR MONo Jepwarnol
peecTpalil Tikapcexoro sacoby.

Ha fgary nogasHs 3asBH NP0 JEPKABHY DEECTPALIK
MKkapcekoro  3acofly, AKHA nNUAArae  sakymieni, wo
aificHioeTeed  0c00010, YIOBHOBAKEHOW HA  IMACHEHHA
JaKkyiiinens y cfepi oXOpoHH IOpPoB’E, TAKHA NiKapCHKHA
4acih NOBRHHCH OYTH BRIKYEHHIT [0 NEPENiKy NKapChEHX
jacobis, METHMHHX BHPOOIE Ta NONOMIKHHX 1ac00IB 10 HAX,
MO SAKYNOBYIOTHCH H3 BHKOHAHHA BUINOBLIHHX YTOA
(noropopir), yknagenux ocoDow, YIOBHOBAMEHOKW WA
afificHenns 3akvmigens vy chepl OXOPOHM 3NOPoB'S S
BHKOHAHIA TIporpam Ta 3ICHCANA  UeHTPANII0BAHMX
JAXOMIB 9 OXOPOMM 310poB’s, 3aTecpamesorn Kabinerom
Mimcrpis Yepainn sin 7 Gepeann 2022 p. Ne 216 «/lenxi
nuTanHa  dakynisal  gikapenxkux  zacedis, Mexmammx
pupolis Ta gonomixunx 3acobis po waxy (Odiniinni
picunk Ypaiau, 2022 p., Ne 25, cr. 1303).

7. 3a Oasannam 3agerrka (opuardnel abo ¢ibznanol
ocolu, o nece pignopBigaaLRicTn 3a AKICTL, DeINEUHICTE
Ta cekTHBHICTE Aikapenkoro 3acody) (nani — sansnnk)
AepwdBHA  PEECTpALia  AKTHBHOO  (apMaleBTHYHOTO
IHIpelicHTa MOWe 3MIACHIOBATHCH Y CKIAZi roTOBOTO
JHEAPCHEKOTD 3acoDy.

8. Imdopmaiis npo NOJAHI 3888 NP0 JEPEABHY
PECCTPALG, CTaH POIrisly NOKYMEHTIB T2 [PHIiHATI 33 Horo
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pCIVNETATAMH pinerns 0e30ILIATHO ONpUIKJINIOETLECR HAa
peb-canri Llentpy.

[Mporarasm nepiogy ail BOSHHOTO cTany Ta/abo NpoTAToM
MECTH MICAIIE 3 JIHA NPHIHHEHNS a00 CKacyBaHHA BOEHHOTO
CTAHY 3a4Ba NP0 JCPHABHY DEECTPALiG (IEPEpPCecTpaLtii)
(3a HARBHOCTI) Nikapcekux 3acobis afo Tpo BHECEHANA IMIH A0
peECTpALfiHAX MaTepianis Ha Jikapceki 3acobM notaeTses
a0 MO3 y paneposiii dopmi afo 3a DaxmaHHAM 3aABHUKA B
enexiponnii popmi Ha suniaveny Lewtpom enexTpoHRY
agpecy ¥ BHINIAA] CKaHOBAHO! Komil JOKYMCHTIB #K 13
JACTOCYHAHHAM KRanidMKauliiHOTO ENEKTPOHHOIO NUIHCY
JaABHMER (YTOBHOBAKEHOTO HMM NpeicTaniHKa), Tax | 6e3
Heoro. JIncT-wanpasnenda  MO3  npo  npoBeieHHS
HLANOBLIHO] CKCNEPTHIH MIPHITHATOT 3a8BH BIANPABISETLCA
a0 LlenTpy B eCKTPOHHOMY BHETS.

Opornrov—Repioay—all —Bocniore—erany—ralabe
APOFRFOM—HeEFR—MICRIIE—3— A —HPHIRIe I —6o

CHRACYBRHIN—DOCHIOPe—eTRHY 3asBHHK Tonac no Leatpy
percTpauiiiey dopmy, peectpaniiini marepiann Ta iHUD
NOKYMEHTH [UId Nep#asnoi peectpanii (nepepeectpariii) (3a
HASBHOCTI) JAikapcekHX 3acoBis Ta BHCCCHHA 3MIH 10
peecTpaliitHHX MATEPIAIE HA NIKAPChKI 33C000 B naneposii
dropmi B yeranoenesomy MO3 nopaaky abo 3a Damannam
JafBHMKA B enekTponnii Qopmi Ha smwaucny Llewtpom
CACKTPOHHY AAPECY ¥ BUITIAMAI CKAHOBAHOT KOMIT AOKYMEHTIR
Ge3 3acToCYBaHAA KBAM(IKOBAHOTD ENeKTPOHHOrD MULIHCY
abo y BHrNAgl eNeKTPOHHHX NOKYMCHTIE 13 33CTOCYBAHHAM
KBANIDIKOBAHOTO  @NEKTPOHHOTD  NMIANHCY  3ansHHKA

pelyneTaTaMH pimenid GE30nnaTHo ONPHIKYIHIOCTLCR HA
oiniiinomy pebeaiiri Llenpy.

9, Tpomaros nepiogy oii BoEHHOTo cTaHy Tafabo
POTATOM MICCTH MICAINB 3 AHA NpHITMHEHHA a00 CRacyBang
BOCHHOTO CTAHY!

IRARA NP0 JEpEaBdy peecTpaiio (nepepeecTpanii) (3a
HEABHOCTI) Jikapcskux 3acofis abo Mpo BHECEHHA IMIH 10
peceTpaliiinigk MaTepianie Ha MKApChED 3ACO0H NONACTHCA
ao MO3 y naneponiii dopmi 2d0 3a DaxaHHaM IAABHAKA B
enciTponHii dopmi Ha Buanaveny Llewrpos enexrponsy
agpecy ¥ BHITIAL CKAHOBAHO! KOILT JOKYMEHTIE 8K i3
SACTOCYBANAM KBAMQIKAUIHHOTO ENCKTPOHHOrO NIMIHCY
3aABHHEA (YNOBHOBAKEHOTO MMM NpeicTaBHuka), Tak 1 Des
wporo, Jlacr-manpasaenns  MO3  npo  npoeenenns
RUINOBIIHOT eRcnepTHIN NpuiHATOD 3299 BIANPABIHETHCA
1o llerTpy B CNCKTPOHHOMY BHIJISILL

janaHuk momac o Uewrpy peectpawiiiny dopmy,
peecTpattifing MaTepianys Ta inWi JOKYMEHTH A LepRapHO]
peccrpauii  (nepepeccrpanii) (38 HAABROCTI) AIKAPCEKHX
sacobip T4 BHECEHHS IMIH [0 PEECTPAUIAHIX MaTepians Ha
nixkapekki 3acoGu B nancposiil gopui & yeTanosnexHomMy MO3
nopsaky 450 3a GamaHHAM JAABHNKA B CNCKTPOHHIA fopmi
Ha suzsaueHy LlenTpom enekTpoMMy aapecy Yy BHras
CKAHOBAMOT  KOmii  JOKYMEHTIE  De3  3acTOCYBAHHA
ksanipikoBanore ejaekTponnore miamucy afe y surnam
CNEKTPOHHHX JIOKYMEHTIR i3 JACTOCY BAHHAM
kpamiikoBaHoOr0  CNEKTPOHHOrO  MUANHCY  3asBHUKA
{YNOBHOBAKEHOTO HHM NPENCTABHHK), abo
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( VIOBHOBIEESHOTO HHM NpeIcTaBHHEA), abo
KBanupikOBAHOTO  CACKTPOHHOTD [ANHCY 3a4BHHE2 i3
BHKOPHCTAHHAM BIINMOBIIHHX Oporpam, wo sabeineuyiors
NOUopMOBAHHIT ABTOPHIOBAHHA CACKTPOHUNN MUMHAC 9H
Horo exsisanenT (Hanpurnan, Docusign, Adobe Sign Tomo),
38 YMOBH TDOOAHHS apadTiiBoro amcTa 3a  gopmol,
HaBEeHOWw B AoaaTky Ao uworo llopamky, B enexTpoHHI
GopMi 13 3ACTOCYBAHHAM KBAT(IKOBAHOTO ENeKTPOHHOTO
nigmucy. Hogaua po Uewrpy peectpaniiingx marepianis na
MEAPCHEHA  3aCid 3 METON NPOBENCHHA  BiANOBiIHOI
eKCHEPTHIN TAKOW MONE BIIDYBATHCA LUISXOM HAJAHHS
Uenrpy moctyny (Read) ao enexrponnnx pecypein (CxoRmTL)
JAABHHKA.

3asBa nNpo AEPHABHY NCPCPCECTPANID MKapCLKHX 3acobin
Ta JOKYMEHTH 10 HET, CTPOK All peccTpaiiifinygx nocBUIMEHE
HA SKI 3AKIHYHBCS TIPOTATOM Mepiody Oii BOEHHOTO CTAHY
Ta/alo NpOTArOM WCCTH MICAINE 3 JHY OPHIHHEHHA abo
CKECYBAHHA BOCHHOTO cTany 1 OyB NpooEKelnit, nolaoTsCH
MICAR npUnHHenns 200 CKACYBaHHA BOCHHOTO CTaHY, ane He
HI3HINIE TeCTH MICALIB 3 JHA TPHNHHEHHA ab0 CKacyBanuHm
BOEHHOTO CTAHY BLANOBLIHO A0 aumor [lopaaky nposeaenns
CECIEPTHIN PecCTPALliiHAX MATEPIATIB HA NIKapchKl 3acobn,
110 OAAI0THCA Ha JEPHEABHY PeecTpalliio (nepepeectpainin),
4 TAKON EKCIEPTHIH MATEPIANIB NPo BHECEHHA IMIH [0
PCCCTPALIHHMX — MATEPIANIB  NPOTATOM  CTPORY  [il
PEECTPALIHHOID NOCRITICHAS, 3aTReppRenoro MO3.

Y pasi npunuHeHHs JIATLHOCTI JASBHHKA #& nepiog ail
BOCHHOI'O CTany, npo mo 6yao nomdiopmosano MO3 ta/abo

KBAMIQIKOBAHOIO CACKTPOHHOIO [UANMCY 3asBHHKA 13
BHEOPHCTAHHAM BIANOBIAHKMX NporpaM, wo 3abeineuyiorns
NoIH(GOpMOBAHHK ABTOPHIOBAHMI ENEKTPOHHMA TIUIMAC MK
iforo expipancAT (Hanpuknan, Docusign, Adobe Sign Touo},
33 YMOBH [0JaHHA rapadtiiinoro aucra 2a  dopmoio,
HaBeAeHo B goaarky go usoro llopaaxy, B enextpoHmii
opMi 13 JACTOCVBAHHAM KBAMIQIKOBAHOTO ENEKTPOHHOID
nianuecy. [Nogava po Lewrpy pecctpauifnmx Matepiania Ha
MEKApCHEEHI  3acid 3 MCTOI NpOBCACHHA  BLANOBLIEOT
CHCNEPTHIA TAKOMK MOKEe BUADYBATHCH MUINXOM HAJAHHS
Uenrpy noctyny (Read) no enexrpousnx pecypeis (cxosmu)
IAABHHKA,

Jaspa npo OCpKaBHY NEPEPeECTPAlig NMIKAPCHEMX
3acofie Ta AOKYMEHTH A0 Hel, CTpox Ail peecrpauiimmx
MOCBIAYEeHs HAa MK 3aKIHIHECA NPOTAIOM nepioay  ail
BOEHHOID CTAHY Ta/ab0 OpOTSEroM 1wecTd MICRUIE 3 JHA
NPHEIMHHEHHA HE‘{} CRACYHAHHA BOUCHNIOM CT3ny I E-]I"ﬂ
NPOAORAKCHAH, NOJAOTRCA  MCHd  NpHNHHeHHs  abo
CKACYBAHHA BOCHHOID CTAHY, A€ HE NIIHILE WECTH MICRLIE
3 OHA [pUOMHEHHR al0 CRacyBaHHS BOCHHOIO CTaHy
piUInosiano a0 suMor [lopaaky npoBeleHHs eXCICPTHIN
PEECTPALiTHAX MATeplanis HA NKapcekl 3acobm, wo
MOSAIOTLCA HA LEPKABHY PEECTPaIin (nepepeectpaning, a
TAKOW CKCTICPTHIH MaTepianiB Npo BHECEHHA 3IMIH O
peecTpauiiiHAX  marepianie  mporsroM  cTpoxy  Ail
peecTpauiiiHOTO NOCBIOMEHHH, 3aTeeppreHoro MO3,

Y pasl npHNHHEHHR AANLHOCT] JANBHHKA ¥ neplog ail
BOCHHOIO CTany, 1po wo 6yno noindgopmosano MO3 talabo
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LlenTp, sasnHME MOMKE NMOHOBATH POGOTH MOAO POINOYATO!
A0 BBECJICHHA BOCHHOIO CTaHy MpOUeOypH Nepepeectpaiii
nikapcekoro 3acoly nicns npunEHeHHA abo ckacysamis
BOEHHOID CTaHy, 40¢ e MIHINE WecTH MICKIIn 3 JHS
NpPHNHHCHHEA a00 CKACYBAHHS BOCHHOTO CTAHY.

LlenTp, 3a4BHAK MOMe NOHOBHTH PODOTH MIOA0 POIMOYATON
A0 BECJICHHA BOEHHOID CTAHY NPOUCIYPH NEpepeecTpuLi
MKAPCEKOTe 3acoby MICHS NPHNHHCHES 200 CKACYBAHHS
BOCHHOIO CTaHY, W0 HC MIHINE MecTH MICAUIE 3 jHN
NPHITHHCHHA 800 CKACYBAHHA BOCHHOIO CTAHY.

3: ¥V 2anni npo JepkasHy peecTpaniio nikapcexoro sacoby,
Axy noaac 1o MO3 opuanyna abo dianuna ocoba, mo nece
BIANOBIAANLNICTE 38 AKICTH, GeaneunicTs Ta edeKTHBHICTS
nmikapcekoro  3acofy  (gami - 3aSBHMK),  3AIHAYMOTLCA
HallMCHYBAHHA Ta aapeca JafBHHKAR, OPHIMYHA aapeca Ta
agpeca  Micunl  NPOBAMKEHHA  AiAakHOCTI  BMpoOHHKa
meapcekoro 3acoly, Hassa nikapeekoro 3acoby, foro
TOPTOBCNLHA HAIBRa, HAIBA JAUOY0l PEHOBHHH, CHHOHIMM,
GOpMa  BHNYCKY, MNOBHMH CcKAan NiKapcekoro szacoby,
NOKA3ANIA 10 3JACTOCY BAHHA T2 NPOTHIOKAIAHHA, TO3YBAHHR,
YMOBH BUINYCKY, cnoco0n 3acTOCYBAHHSA, CTPOK T4 YMORH
sbepiranns, indopMania  npo  ynakoBky, JaHl oo
peccTpanil Aikapcskoro 3acoby B INITHX KpaiHax.

Hnsa mposeicHus cxcmepTHIN peecTpauiiinux marepianin
JAABHHKOM nojaioTbed a0 Lewrpy:

1} maTepiamm peecTpaiiinoro qocke, RHMOTH 0 3MICTY Ta
obcary axoro scraHosmooTeca MO3;

2)  wmarepiam  WOKO  MeToliB
niKkapeskoro 3acofy;

3) BigomocTi Npo TexHONOT0 BHPOGHAIITEE JIKAPCHKOro
jacoby Ta womia oiuiiinoro JOIBITLAOTO AOKYMEHTa Ha

KOHTPOMO  MKOCTI

10. ¥V 3azsi npo aepkapHy peccTpalliio MKAPCEEOTO
saco0y, #ky nonae ao MO3  3adBHHE, 223HAMAKTRCA
HalMCHYBaHHA Ta a’peca 3aABHHKA, HOPHIKMHA ajpeca Ta
anpeca  MICHA  NMPOBAUDKEHHS  JIATLHOCTI  BHpOOHHKA
nikapcekoro 3acoby, w®asea nikapcekoro 3acofy, #Horo
TOProBeiLHA HA3iBa, HaIBa [UOT0I PEUOBHHM, CHHOHIMH,
(opma  BHNYCKY, NOBHMH CKIAl  HiKapeekoro  sacofy,
NOKAIANAA 10 JACTOCYBAHHA T4 POTHOOKAIAHHA, HOITYBANHS,
YMORH BUITYCKY, CIIOCODH 3aCTOCYBAHHN, CTPOK T2 YMOBH
socpiranag.,  IHQOPMALIA PO YIAKORKY, JaHi  [OHo
peecTpaiii TikapchKoro 3acoby B IHIIHX KpaiHax.

11. [Ana nppopeneHHs  eKCHCPTHIH  peccCTpaLifHmX
MATEPIANIA 3AABHAKOM NOLMOTECA 20 Lienrpy:

1) MaTepiaan peecTpaLiiiHOTO A0CKHE, BHMOTH J10 IMICTY
Ta 0beary akoro scranopmowTses MO3;

2) wmarepianH  [OA0 METOdiR  KOHTPOAK  AKOCTI
nikapcsKoro sacaby;

3)  minomMocTi  Npo  TEXHOMOTIK  BHPOGHWIITEA
migapcekoro sacody Ta koms  ofiniifHOTO J03BUTEHOTO
JOKYMCHTA Ha BHPODHMUTBO, BHAZHONG YIOBHORAKCHIHM
OpranoM ISpasH, 1€ 3MIHCHIOETLCA TaKe BHPOOHHITTRD;
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BHPOOWHIITEO,  BHAAHOMO  YNOBHOBRKCHAM  OpraHoM
AepaanH, 1e 3NHCHIETLCR TaKe BHPODHHITRO;

4) TeKCT MapKYBAHHA YIIAKOBKH;

4') saceigMena R YCTAHOBNAEHOMY NOPAAKY KOMiA
HoxkymenTa, mo Buganuil JepsaikenywGoio y sHIHaueHOMY
MO3 mopaaky (s BiTYHIHAHHX BHPOOHHKIR - IACRIIYCHA B
YCTAHOBACHOMY TMOPAAKY KOMIA wuHHol mmeHsl Ha
BHPOOHHITBO Nikapceiknx  3acobiR) 33 pesyabTaTamu
NepeBipEn, nepenbavetol af3aHoM-HoFHPHIITFAM-TIHHOF0
HYHIEFY, | MIATBCPAAYE BULIORIAHICTE YMOB RHPOGHHITES
NOAAHOTO HA PEECTPaLii NIKApChROrD 3acoy (KpiM milounx
peq0oBHH (cyOcTanuii) vrrrnM B YKpaikl BHMOraM HanexHol
BHPODHHYOI IPAKTHEH;

5) DOKYMEeHT, MO MITBEpUAAYE CILIATY PCECTPAILiiHOTO
3bopy.

L

[Nopanok aganrawii no crannaptie €eponeiicsxkoro Cowosy
Ta pexkomennanii BOO3, y ToMmy uMcni 3aTBepKcinA
CTAHIAPpMB woao obiry nikapckkux 3acobis, a Takox
peecTpanii Mkapcekux 3acobin 0OMEKEHOTO 3ACTOCYBAHHN
Ta THX, 10 sHpoGNAOTLCE IriAHO 3 3aTBepmxennmn MO3

NPOIKCAMM
BHpoGHHITTRA,
JKAPCLKOTo
peecTpauiHHnX

npo CKNag,  TeXHONOTIH
AKOCTI T4  34CTOCYBAHHA
sisHauae  MO3,  Excnepriay
NPOBOAATL  EKCHEPTH 3

(indhopmanin
KOHTPOME
3acoby),
MaTepiLs

4) TexkcT MapKyBanHA YIaKoRKH;

5) saceigucHA B YCTAHOBNEHOMY TNOPAIKY KOMiA
JOKyMERTa, NepeadadcHoro adzamom Apyram nyHeTy 13
nEOT0  po3miny, wo euaadsi Jepmmecnysbon oy
pr3HaveHomy MO3 nopanky i niaTeepaEye BLANOBUIHICTS
YMOB BHpOOHHITBA NOJAHOID HA PEECTPALIID MIKAPCHEOTD
jacoby (kpiM anounx pewosmn (cyberaHmii) YnHEEM B
Yxrpaini BHMOraM HanemHol BHPOOHHYMOT UPaKTHKH (AN
BITYHIHAHMX BHPOOHHKIE — 3JaCBIANCHA B YCTAHOBICHOMY
MOPANKY KOMIA YHHHOT JINCHT Ha BUpO0HMIITEO TiKAPCHKHX
3acobin);

0) NOKYMEHT, U0 [IATEEPAKYE CITATY PeCCTpailiiiHoT
30opy.

Bincyrnin

12. llopanok aganrauil Ao crasgaprie Esponeicsroro
Cotosy Ta pexomennauin BOO3, y Tomy uicni 3aTepIacHnS
CTAHAAPTIE WoA0 obiry NiKapceKHX 3acois, a TaKow
peecTpaitii mEapcsEnx 3acofin oOMemeHoro 3acToCyBaHHN
Ta THX, 010 BHPOGARIOTECA iAo 13 3aTeepmaeanvn MO3
nponmcamu  (Indopmauin npo  ckaad,  TEXHOMOTI
BHPOOHHIITBA, KOHTPONL  HKOCTI T4  32CTOCYBAHHA
nikapeskoro  sacoGy), susmasae  MO3.  Excoeprusy
pPeECTPAUIIHMX  MarTeplanis  NpPOROASTE  EKCOEepTH 3




14

BIATORIIHEM DiBHEM KBANidikaiil Ta 3HaHE JAKOHONABCTEA
Yxkpainn, npasun 1 nwopM Esponeiickkoro  Comwoay,
peromenaaulii BOO3 y cdepr obiry nikapcskmx 3acobis,
nomsowens Mibxnapoamol KoHGCpCHIN 3 rapMoHizaui
TEXHIYHHX BHMOT [0 peecTpauii nikapeekux sacobis mis
moauaHn. Ilpy uboMy eKcrepT He NOBMHEH BHKOHYBATH
fyHKUI, ¥ TOMY SHCTL 34 MEKAMH EKCIEPTHOND OPrany, o
NPH3IBOAATE 00 KowduukTy  iuTepecis. Bumorw  mo
KBATIDIKAIT eKCIIEPTIB Ta MOPAAOK IX ATECTAalll BMIHAYAC
MO3.

IMa wac npoBefeHHs eKCHIEPTHIH  peccTpauiifimx
MATEPIANIE  NPOBOAHTECA MCPEBIPKA HA  BLIHOBLAMICTL
BHMOrAM HAICKHO! BHPOOHHYOI OpPAKTHKM BUpODHULTEA
Nikapesrmx 3aco0iB (KpiM Alouux pedosud (cyBeranuii, mo
MOAAI0TLCA HA PECCTPANio, ¥ NOPRAKY, BHinavenomy MO3,

lMeperipka HA BLANOBIIHICTE BUMOTEM  HATCKHOI
BHPODHIYO] [paKTHEn BHpPoDHHITEE NIKApPCEEMX 3acobis
(KpiM niosux peqonn (cyDeTasuin), mwo NoJaTLCA Ha
peCCTpaLliD, He MPOBOAMTLCE Y Paii HAREHOCTI BHAAHOTO
Hepswnikcnywbonw  goxyMeHTa, mo MIATECPIIKYE
BUITIOBIAMICTE  YMOB  BHPOOHMUTBA  BHMOIAM  HalewHoi
BUPOOHHY0] NPAKTHEH (418 BITMHIHEHHX BHPODHHKIE -
YHHIOI TileH3i Ha BHPOBHHIITRO MKapCRKHK 3ac0BIR).

BUINOBLIHHM piBHEM KBamidixauil T8 3HaHe JAKOHOJABCTBA
Ykpaign, npaswa 1 wopm  Esponeiicskore Cowosy,
pexomennaniin BOO3 y cdepi ofiry mikapcekmux sacofis,
nongaens  Mixnapoanol xondepenuii 3 rapmoHizamii
TEXHIMHHX BHMOT [0 peecTpauii mxapchkux 3acofis ana
mogunn. Ilpw usOMy excnepT HE NOBHHEH BHECHYBATH
YHKIUL, ¥ TOMY 9HCI 33 MEKaMH EKCIIEPTROTO OPraHy, Lo
NpHIBOASTL A0 KoHuikTy inTepecis. Bumorn  fo
KBANIKAINT SKCOCPTIR T MOPAAOK 1X arecTamil BHIHAYAE
MO3.

13. llin wac npoBeneHHA EKCHepTHIN PeeCTPMIHNMNX
MATEPIANIE TPOBOJAWTECA TCPCHIpKa HA  PLINOBIIHICTE
BHMOTEM HANCHKHO! BHPODHHYO! DPAKTHEH BHPOGHHUTEA
nixapenkux 3acobin (KpiM ailounx pevosi (cyberanuiii), wo
NOJAKOTRECA HA PEECTPALio, ¥ NOPAAKY, BiaRaveHomMy MO3,

[lepeipka Ha PBiONOBITHICTE BHUMOCAM  HANSKHOT
BHPOOHHMOT [IPAKTHEN BHPOOHHLTBA IKApCLKWX 3acobin
(kpiM muownx pewopnn (cybeTanmil), Mo NojalTeCs Ha
peccTpanii, He NPOBOAHTECH YV Pall HAAEHOCTI BHAAHOIO
ﬂEleJI]KG.I}I'HﬁDm JAOKYMEHTA, 1o NLITBCPILKYE
BUINOBIAHICT:  YMOB  BHPODHMITEA BHMOTAM HANEKHOL
BHPOOHHY0I NpPaxTHEX (718 BITYHIHAHHMX BrpobHMKIE —
YHHHOL JIUEHIT Ha BHPODHMITEO JKapcLKHX Facobin),

3% ludiopmatiis, WO MICTHTECR ¥ 3afBi Npo OepEapHy
peecTpanin NKapehKoro 3acody Ta JonaTkax mo Hel (mam -
peccrpauiiiba indopsmantia), pignosiagso 1o 3akony Yxpaiuu
«llpo nikapeski saco0Ey Ta IHIIAX HOPMATHRHO-TIPABOBHX

14. Inopmauis, 1o MICTHTBCR ¥ 38881 NPO JCPHABHY
PECCTPAIIIO NIKAPCLKOrD mcnﬁ}r Ta A0AATKAX A0 Hei (aani —
peccTpauiiing |H¢Iupmmﬂ} BIANOBIIHO A0 JakoHy YEpainn
allpo mixapcsxi 3acobuy T4 1HIIHX HOPMATHAHO-TIPABOBHX
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AKTIB MLUIAAraE JepKaBHIN OXOPOHI Bl pOITOAOIUEHHA 1
HenoGpocoRicHOr0 KoMepuiiioro BukopueTanaas. MO3 1a
Lewrp 3o0om'ssani oxoponstd Taxy indopmanin sing
POIrOAONICHHA Ta JanobiraTi HeAOOpoCcOBICHOMY
KOMEPLIAHOMY BHKOPHCTAHHIO Takoi indopsmauii. MO3
a0008 s3annit 3ade3neyyBaTH Ha cBoeMy odiuiiinomy Bel-
eaiFl BUIBHHI NOCTYN 10 BCIX PeIyIbTATIE QOKTIHIMHOIO
BHBYEHHS Ta KIIHIMHMX BHIpoOYBaHE NiKapehKHX 3acobis
(IBITIB NP0 AOKAIHIYHI AOCAUTACHAS Ta IBITIR PO KTIHIYHI
BHIPOOVBAHHEA, JATBEPIEESHHX 3a GOPMOK, BCTAHOBASHONO
MO3), sk ¢ pinkpwrow indopmauicls. PopMu IBITIB TA
MATAHHA IX TIITOTORKH BeTanopmoloTECA MO3.

3% JabopoMACTHCA NPOTArOM ['ATH POKIE 3 JaTh
JAepAaBHOl peecTpalil NikapeLKore 3acody (He3amemxHo Bt
CTPOKY  4HHHOCTI  Dyae-SKOro narceHTy, Skl mae
BUIHOIICHHA [0 JIKAPCHKOTO 3aco0y) BHKOPHCTOBYBATH
peectpauiiiny indopmauio  crocosno  GeanednocTi 1A
eheKTHEHOCTI, IO MICTHTECA B 3a8Bl Ta JOJATKAX A0 Hel,
JAPCCCTPOBAHONG MIKAPCHKOrO 3acofy NN MOMaHHA 3auBn
PO AEPHKABHY PEECTPALIND THIIOD MEAPCHKOTO 33c00Y, KpiM
BHIHUIKIE, KOJH IIPABO TIOCHIATHCR 200 BHKOPHCTOBYBATH
TaKy  inOPMAII0  QUCPEAHO B YCTAHOBASHOMY
JAKOMOARCTBOM MOPANKY BiA ocobH UM opramizaimll, ska
Hanana iHGopMmanio, abo iHGopMAIlA  MATOTOBACHA
3ARBHHKOM 9H /118 3JaRRHHKR.

S =

aETIB MUUISTa€ OCPEARHIT OXOPOHI Bl POIrOMOMEHHA |
HeRoGPOCOBICHOTD KOMEPIIHHOND BHKOPACTAHHS,

MO3 1a LUeurp 20008'A3aH] OXOPOHATH  TAKY
imopManito BN POIOJOIICHEA Ta  3anobirath
HelobpOCOBICHOMY KOMCPIIHHOMY BHKOPHCTAHHIO TaKol
idopmanii,

MO3 soGor’ssannii  sabesneuysaTd Ha  CBOEMY
ofiuiiinomy sebeaiimi pinsnui gocTyn 1o Beix peynbraTia
NOKMHIYHOTO BHEYCHHA T4  KIHIMHEX  BAOPOOYRAIS
NKAPCHEEHX 3ac00iB (IRITIB PO AOKNIHIMHI JOCIITKCHHS Ta
IBITIE PO KAIHIMHI  BHOPOOYRAHHA, 3aTHEPAMEHHX 33
tdopmoto, scranosnenows  MO3), dKi € BUIKPHTOK
indopmanticro. Popmu 3BITIB TA [HTAHHA IX NUATOTOBKH
reTaHoRmOKOTHCY MO3.

15. 'Eﬁ-ﬁpu:—n.qmcn HNPOTATOM I1'ATH POKIB 3 JaTH
AepiKanHol peccTpanil Jikapcskoro sacofy (WelanexHo Bin
CTPOKY uMHHOCTI DyAb-AKOro NATCHTY, #AKHA  mae
BIIHOIICHHA A0 MIKAPCHKOTD 3aco0y) BHKOPHCTOBYBATH
peecrpauiiiny  indopmaniio  crocosso  Desneynocm T3
edherTHERHOCT], 100 MICTHTECA B 348l T4 JOJATKAX A0 Hel,
FAPEECTPOBAHONO NIKAPCBKOTO 3acoly A DONAHHA JAABH
PO NepAABHY PECCTPALLIG IHINOTO NKAPCHKOTo 3acoly, KpiM
BMIAAKIE, KOMHM MPAaB0 TOCHIATHCA a00 BHKOPHCTORYBATH
Taky  imopmauio  OOEpEAHO B YCTAHORIEHOMY
JAKOHOJARCTBOM TNOPAIKY BLUI OCODM “H Oprasijami, Axa
Hanania  indopmaniio, abo  indopMams  NArOTORACHA
FHARHMKDOM 9H JUIH 32HBHED.
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3% Jlna pepwasuol peectpauii Jikapcskux 3acobis, wo
Galyorecy  abo  MalTHE  BANOWENHA 710 00 'CKTIB
INTCACKTY&NLHOI BIACHOCTI, HA #Ki BiIMOBITHO OO 3AKOHIB
YEpalHH BHOAHO [ATEHT, JadBHMK N0J3E KO natedty abo
NiUen3ii, AKO AO3BONACTECA BHPOOHMIITBO Ta TIPOIAXK
3ApeccTPOBAHOID MKAPCEKOro 3acoly, 1 IHCT, B HKOMY
JAIHAYACTLCH, LU0 [pasad TPETLOI CTOPOHM, 3IANHUIEH]
NATEHTOM, HE TOPYIIVIOTECA Y 3B'A3KY 3 peecTpauicio
JMEapCEKOTO 3acody.

——— arm r—n

16. [lna nepaxassol peecrpauil nikapeskux sacobie, wWo
Gasyiorses  abo  mawTs  BigHowenns o ofexTip
IHTeCKTYANBHO] BIACHOCTI, HA AKI BUIMIOBIZHO [0 33KOHIB
Vipainy BHZAHO NATEHT, 3A4BHHK [10JA€ KO0 1aTeHTy abo
MUensli, AKOD [O3IBONACTLCA BHPODHMUTEO T4 NPOJLK
JAPECCTPOBAHOTO JIKAPCEKOr0 3aco0Y, 1 JHMCT, B AKOMY
IAINAMAETLCH, U0 (PABa  TPETLO] CTOPOHM, IAXHILEH]
NATCHTOM, HE MNOPYITYIOTRCH Y 3B'A3IKY 3 PeCCTPalliew
NMKAPCBKOTo 3acoby,

sacoly, HKHI 334pPEECTPORAHMH KOMIETCHTHHM OpraHoM
Cnonyuenux Hiraria AMepurn, Ulnciiuapenkoi
Kondenepmui,  fAmomil,  Ascrpami, Kawams, 3a
HEHTPAM30BAH0I0 TPONEOYPOK) KOMIETEHTHUM OpTaHoM
Cpponefickkoro Cowdy T8 3aCTOCOBVETBCR HE TEPHTOPII
TAKMX Kpain un jepxan - gacHis Cpponelcexoro Cowoay,
IAMICTE IOKYMCHTIB, 31A3HAYCHHX Y HARyHRTax -5y
d-nrore-Hopaary, 101210THCA:

1) 3sacsipuena B  YCTAHOBACHOMY TMNOPAAKY  KOIIA
JoxyMcHTa, mo erganuil Jepmxmxcnyx0o0 ¥ BHIHAYCHOMY
MO3 nopsaaky 3a peaynsTaTamu nepeipen, nepenbauenol
aliianoM JAECHTHM NYHKTY 3, | NMUITBEPIKYE BUANOBIIHICTS
YMOE BUPODHHITEE MOJAHOIO HA PEECTPallii0 NIKAPCLKOTO
3acoby uHHHMM B YEpaiHi PHMOTAM HANeRHO! BHPODHIHOI
npakTikd, abo nucemoee  30bor’A3aHEs  BApoGHHKA
BHPOOIATH BIAMORLIRHH NKAPCHEHIT 3acil ANA NOCTAYAHHA B

17. Jo 3asen 0po AEpaBRHY PECCTPALIK NIKAPCLKOTO
3aco0y, #KMH 3APCECTPOBAHMH KOMICTCHTHHM OPranoMm
Cnoayaennx [iratin Amepuin, Inefinaperkol
Kondenepawii, Hnmomii, Ascrpanii, Kawaan, mo 3a
HEHTPAIIIOBAHOK NPoUETyPOI0 IApeccTPOBAHN
KOMIETEHTHHM  opradoM  €eponeficekoro  Coway 1a
JACTOCOBYETRCA HA TEPHTOPIT TAKHX KpaiH 4SM Acp#kaB -
uacHiB Epponeiicekoro  Colo3y, 38MICTE  JORYMEHTIB,
saipadenny vy nianyakrax 1-6 nyuxry 11 nsoro poaainy,
AONAN0TLCA:

1) 3aceinueHa B YCTAHORJICHOMY MNOPAIEY KOS
AOKyMeHTa, nepenbasenoro mianyskrom 5 nymery 11
usore poiginy, mo eusanui flepmmeenysown v
pisHaseHoMy MO3 nopaaky | mIrseprKyc BIIDORIUIHICTE
YMOB BHpOOHHIITBE NMOJAHOIO HA PCECTPAIN MEAPCEEOTO
saco0y unmepM B YEpaini sumMoram sanexsoi supoGumaol
MpakTHEH, abo nuceMoRe  S0D0R'A3anHAs  BHpOOHAKA
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YrpaiHy Ha 1THMX camuX BHPOBHMYMX NOTYRHOCTEX, mp
JCTOCORYIOTRCA Y BHPOOHHITBL  NIKAPCRKMX  3acobis,
NpHIHAYCHAX A0 suKkopHcTadHa ¥y Croomyaennx Llrarax
Amcpuks, leeiuapesxif Kondienepanii, Anouii, Ascrpanii,
Kanani aGo nepwasax - uncnax Esponeiicskoro Comwory;

2)  marepianm
MKAPCEKOTO 3ac00y;

3) rpadiune 300paKeHHs MAKETa YNAKOBKH JIKAPCRKOTO
3cofy Ta TEKCT MapkysaHns NepBHHHOT Ta BTopHHHOI (3a
HARBHOCT1} VIIAKOBOK, BHEAAISHHI MOBOIO JUIS MAPKYBAIIA
JMKAPCHKEX 3aco0iB BUIMOBILLHO 10 BIMOT 3AKOHOABCTRA;

3*)-Marepland peecTpaiiiinoro 10cke, Ha NACTARI FKOTO
Oyno  amiicHeA0  peectpamiin  Jikapeskoro  sacofy
KoMIeTeHTiNM opradom Cnoayyenux lvarin Ameprin,
lseluapeskol Koudreneparii, Suowii, Ascrpamii, Kanauu
abo 33 NCHIPANTIOBAI0IO LPOUCAYPOI0  KOMIIETEHTHHM
opranoM €sponciicekoro Cololy [fd 3acTOCYBaHHA HA
TEPHTOPIT TAKHX KpaiH yM Iepwas - unenis €pponeciicekoro
Comnay, 13 333Ha4CHHAM TaHHX [P0 PeCcTpaiiiio JiKapcLKoro
3acofy B TakMx KpaiHaX, y TOMY YHCH Ha3sM kpaiHm
peecTpaili | oprady peectpauii Ta JarM peecTpadi, mo
MIATRCPIKCHO 3aABHHKOM Ta/alo YNOBHOBIKEHHM HHMM
NpeacTaBHHKOM;

4) IHCTPYKUIA Mpo 3ACTOCYBAHHM Nikapcexoro sacoby,
BHKIAMIENa MOBOKY BUIMORLIHO 10 BHMOT [OA0 MOBH,
BH3IHAUCHUX J3KOHOIABCTEOM;

MOA0  METONIBE  KOHTPOUI  AKOCTI

BHPOOIATH BUANOBLIHKI MIKAPCLKMH 3aci0 MY MOCTAYARHA B
Vipainy Ha THX caMMX BHPOOGHHYHX MOTYRHOCTAX, O
IACTOCOBYIOTLCH ¥ BHpoOHMiTEl mikapchkux  3acoGim,
npuitHaycHnx ana sHkopHcTanus ¥y Cnomyuenux Ulvatax
Amepun, peiiuapeskiii Kondeaepauii, Anonii, Ascpamii,
Kanaani abo aepikapax - unenax €sponeiickkoro Coiosy;

2} Marepiand oA METOOIE  KOWTPONK HKOCTI
NiKapeeKoro sacoby;

J) rpadiune J00paKeHns MARKCTA YIAKOBKH HIKAPCHKOTO
3ac0Dy Ta TEKCT MApPKYBAHHA NEPRHHHOI TA BTOPHHHOL (3a
HAABHOCTT) YIAKOBOK, BHKIAMEHHUH MOBOIO T8 MApKyBAHHS
NKAPCHENX 33C001R BULOBLINO [0 BHMOT 33K0HOJARCTRA,

4) martepiaiy PeECTPALIAHONG A0CKE, HA MIJCTAR] AKOTO
Gyno  agificweno  percrpanivo  mikapcekoro  3acoly
KOMTICTCHTHHM oprasom Cromydenux lrarin Amepixm,
Hlscimapeskoi Kondeacpanii, Anownil, Ascrpanii, Kanaan
abo 33 UEHTPANIIORAHOK NPOUENYPOI0  KOMIETEHTHHM
opravoM Epponeiicekoroe Cowoly [IIA4 3aCTOCYRAHHA Ha
TEPHTOPII Takux Kpain um gepaan - wienis €poneiickkoro
Cotoay, i3 3931a9¢HEAM JAHHX 1IPO PECCTPALLIK NIKAPCLKOTD
3ac00y B TakHX KpaiMax, y TOMY HHCHl HaseH  Kpaium
peecTpalil i oprawy peectpamii Ta garw peectpauii, uio
MUITBEPDKEND 3ANBHMKOM TA/360 YNOBHOBAKCHHM HHM
MPeCTARHHKOM;

5) IHCTpYKUi Npo acTOCYBaHHA AiKapcekoro acoby,
BUEITAMEHA MOBOK BUINOBITHO [0 BHMOI I00L0 MORH,
BHIHAMEHHX JAKOHOIABCTROM;
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5) MOKYMeHT, Mo NiNTEEPAXYE CRNATY peccTpamiiiHoro
IDopy.

I'paBn4EmMil cTpok posrnamy 3aIHadveHmMx matepianis wa
MKAPCEENA 3aciG, akuil apeccTpoRanmil  KoMneTeHTHHM
opranod Cnoayqennx Hlrarie Amepuxn, Ulsciinapeskoi
Konbenepauii, fAnonii, Ascrpanii, Kamagm abo 3a
OEHTPATIZORAHOK  NPOUSIYPOID  KOMICTEHTHUM OPTaHOM
Caponefickkoro Comly T2 3aCTOCOBYETLCS WA TepHTOpIl
TAKHX Kpaid 9M Jepswan - gnenin Cuponeiickkore Cowosy,
CTAHORHTE JECATH PODOYMHX JAHIB.

0) MOEYMEHT, 1D NUITREPIKYE CINATY peecIpaniiioro
sbopy.

Crpok posrnsay 3asHaveHHx MaTepianis va aikapcnrmit

3aci, Axuit  JapeecTpoBaHMil  KOMIIETEHTHHM OpragoM
Cnonysennx IlraTin AmMepuin, Ll sefiuapenkol
Kondenepauii, HAnoomil, Ascrpanmi, Kawamn abo 3a

HEHTPAMIIOBEHOK NPOUSAYPOI0 KOMIETEHTHHM OpraHoM
Esponeiickkoro Colody Ta 3aCTOCOBYETECE HA TEpUTOpIT
TAKHX Kpain 4YH nepwas - unenin €pponeiicuwroro Coway,
CTAHORHTH JECHTh PODOUMX JIHIB,

3% Jlo 3amBM Npo JepmaBHY peecTpaLiio MKapChKOro
sacoby, morlf  pigasrae  sagynisni 38 pelyaLTaTami
MMKYIiBensiol OpolesypH, NpoBefeHol CrenianizosanoK
OPTaHIZaLIEI0, RKA 341HCHIOC 3aKY IR, HA BHKOBAHHS YIOIA
woao sakymem miw MO3 Ta sinnopigHow0 cnemanisoranomw
oprafizauien, sEa INicCHIOE IBKYIIRIL, 3aMiCTh J0KYMEHTIH,
IaFHAMCHHX Y HanyEera— -5 - wyimery-3-ubere-Hoepsany,
AOAIOTHCS:

Marepiann peectpailiiinoro focke, axi Gyam nogani s
peectpawii smikapcekoro 3acofy perynaTOpHOMY OpraHy
Kpainu, B AKIH 2a3Hageniil Nikaperkiil 3acif sapeecrposano,
abo 1na npexsanidikanii nikaperkoro sacofy BOO3;

3BIT PO OWIHKY 3a3HAYCHOIO JIKapceKoro 3acoby,
CEARNEHMA PEryIaTOPHUM OPTraHoM Kpainm, B AKil Takuii
Jnikapchkni 3aciG 3apeectposano, abo snaanmii BOO3, sk
AiKapceEni 3acif € npexksanidigosanmm;

I18. [lo sansu npo AepKaBHy PeccTPaLiio MKapcLKOTo
3acoby, sKWH  MUIATAE  3akymiBN 34 peIynnTATAMH
IAKYMIBCALAOI TMPOHEIYPH, NPOBCACHOl CHENiANiz0BAHOK
Oprafizaniclo, AKa 3AIACHIOE JAKYTIIR, HA BHKOHAHHR YTOH
o0 sagynisn Mix MO3 Ta sianosianoo cnenianizosanoio
OPraHi3ANieNn, AKA JIHICHIOE 3aKY AN, 3aMICTH I0KYMCHTIB,
Ja3HaueHnX y mignynkTax 1-6 nynkry 11 usore posniny,
JOAI0 TREA:

1) marepiann peecTpaniiiroro gocke, ski Gyam nogami
Ans peectpamii Mxapcskoro sacoly peryasatopHoMY opraHy
Kpainn, B axiit sasnauennit nikaperkmil 3acif sapecctposario,
abo jna npexsamidikanii nikapeskoro sacofy BOO3;

Z) 3BiT Npo OMIHKY 33IHAMEHOIO JiKapcskoro sacody,
CEAAIEHHH PEryNaTOPHHM OPraHoM KpaiHu (sKmo Takmii
BT nepeabadcnnil 3AKOHOJABCTBOM Kpaiun), B AKiil
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METOIH KOHTPOIK AKOCTI flikapehkoro sacofy (kinuesoro
MPOIYKTY);

IHCTPYKILIA NOpo  3aCTOCYBAHHA IKApChKOro 3acoly,
BHEIANCHE MOBOK BUINOBIIHO A0 BHMOr [IOA0 MOBH,
BHIHAMEHHX 3AKOHOJABCTBOM;

IpA30K OPHTIHANY YNAKOBKH JNEAPCHKONO 3acoiy:

NEPEKIAIN TEKCTY MAPKYBAHHA YNAKOBKH NKAPCHKOrO
3ac00y TA IHCTPYKUIT PO JACTOCYBAHHA MKAPCHKOTD 3acoby
afo imhopMaiii Npo  3aCTOCYBAHHA MKAPCRKOro 3acody
MOBOK) BUITIOBIAHO [I0 BHMOT IHOJ0 MOBH, BH3HAMEHHX
JAKOHOMABCTEOM, JACBIMYEH] [IANMCOM 3adBHHKA abo
VIOBHOBAMEHOIO HHM TTPeACTalHMKA.,

TaxHil JiKapceEHi 3aci sapeecTporano, abo praanwii BOO3,
AKLLO MKapCEKH 3aciD € mpekBamipiKoBanmmM;

3) MeTomM KOHTPOJKG NKOCTI NiKapchkoro 3acoby
(KIHIICBOTO NPOAYKTY);

4) IHCTPYKIIA NP0 3ACTOCYBAHHA MIKAPCRROTO sacody,
BHICIAACHE MOBOI BUIIOBIAHO [0 BHMOI WOLO MOBH,
BH3IHAYMEHHX 3AK0HOJABCTROM;

5) Ipal0K OPUTIHATY YIAKOBKH NIKapCRKOND 3acoy;

6) nepexnamM  TEKCTY  MAPKYBAHMA  VIAKOBKH
NikapchkoTe  3acoly TA  IMCTPYKIIT NPO  3ACTOCYBAMHS
mikapeskoro 3acoby abo 1HpopMaml Npo  3ACTOCYRAHHA
MIKAPCLKOTO 3acoby MOBOW BLINOBUIHO 10 BUMOI W00
MOBH, BHIHAYCHHX 3AKOHOMABCTBOM, JACBLAMECH] MIANMCOM
JIABHHEA HE{I YFIOBHOBEMRCHOID HFM UPC,I]ETHEHHKE.

3% Jlo zaneM npo JepaasHy peecTpaulild NiKAPCEEOTO
3aco0y, AKHI JaRyNoRyeThed 0Cob0I0, YNOBRHORAKCHOIO Ha
FAIHCHEHHA JAKVIIEENE ¥ cepl OXOPOHH LIOPOB'A, TA NpH
ULOMY €  3ApPeECTPOBAHAM  KOMIETEHTHHM  OPTaHOM
Criomysennx Ilrarie AMEPHEM, Iseiinapcsrol
Kondenepanii, Anownil, Ascrpami, Kamazm Ta
JACTOCOBYETRCH  HA  Teperopii  TakuMx  kpain  abo
KOMIeTeHTHHM  opranom  Csponeiicskoro  Cowosy 32
UEHTPANIIOBAHOK TNPOLEIYPOK T2 3IACTOCOBYETHCS HA
TepuTopii Aepxas - wieHis €sponefickkoro Cowody, 3aMiCTh

NOKYMEHTIR, 3a3HaAUeHHX Y sianymsraxl-Saymery-d-nnore
Hopaawy, 101810TLCA:

19. [lo 3a48M NMpo ACPKABHY PeeCTpamiKy JKapCbkOro
anmﬁy AKHH JAKYTIOBYETHCA 0C00010, YTIOBHOBAREHOIO HA
IMCHENNA saKynisens y cepi 0XopoHH JMOPOB’H, Ta NpH
OLOMY € 33pPECCTPOBAHHM  KOMIETEHTHHM  OPIaHOM
CrnomyqeHHx HltaTin Amepurn, Hlscimapecsroi
Konenepauwii, Aoouii,  Ascrpanii, Kamagu Ta
JACTOCORYETRCE WA  TepHropli  TakMx  kpain  abo
KomnereaTHHM  oprasoM  Ceponedicskoro Cowasy  3a
NEHTPANIIOBAHO  NPOUEIAYPOKY T 3aCTOCOBYETRCA  HA
TepHTOpIl Aepaan - wiexis Epponeficskoro Comndy, 3aMicTs
NDKYMENTIR, 3asHadcHux Y mignyekrax 1-6 mynxty 11
NLOTO POITLTY, A0AAI0THCR:




JOKEYMCHT, MO TIATBCP/DEYE PECCTPaliio MiKapceKoro
sacofy v BiIMoBiARIA kpaini abo peccTpaliio KOMIETEHTHHM
oprasoM €pponeiickkoro Coosy 3a  UCHTPANIIOBAHOK
NPOIEAYPOR) TA 33CTOCYBAHHA HA TEPHTOPIT NEp&an - “WISHIB
Cpponeifickkoro Coosy Ha aaTy NOJAHHA 3a%BH  Npo
NEPAEBHY PEECTPALlio, JACBLIIEHHH MLANHCOM 3ansHHKa abo
YIORHOBAKCHOTO HHM PEACTABNHKA,

MaTepiamH PeECTPaIliHHONe Nocke, Ha McTasl Axkoro Oyno
PIHCHEND PeecTpaliio JIKAPCEKOTO 3ac00Y KOMICTEHTHHM
opradoM Crnomyuennx Ilraris Amepuru, [lesefinapeskol
Koudenepamii, Anomii, Aectpanii, Kanmagu abo 3a
UEHTPANIIOBAHOK OPOLSAYPON KOMICTCHTHHM OPIaHOM
Crponeiickkoro Coldy 104 3aCTOCYBAHHA Ha TepHTOPID
TAKHX KpaiH 4# Acp#as - unexis €sponeiicskoro Cotoay;

METOIH KOHTPONIO AKOCTI FOTOBOrO JiKapcsKoro sacoby
(KIHICBOTO HPOAYETY):

4BIT Npo  OWIHKY 3a3HAYEHOrD JIKapcRKOTO  3acoby,
CRIANESHHI PEryNaATOPHHUM OPrasoM KpaiHW, B AKIH TakiH
mikapcLKHil 3acit sapeecTpoBano;

IHCTPYKILIA NpO  33CTOCYBAHHA nikapchkoro  sacoby,
BHKNAZEHA MOBOK) OpPHTIHANY (MOBOI, BIAMIHHOK Bil
AcpikapHol), KOPOTKA XapaKTEpPHCTHKa Nikapcekoro sacoby,
BHKIAMIEHA MOBOIO OpHriHany (MOBOK), BIAMIHHOIO Bil
AeprAaBHOT),

1) AOKYMEHT, 0 NIATBCHIAYE PEECTPALIN JKAPCEEOTO
sacoly v BIANOBLTHIA Kpainl abo peccTpaliio KOMIETEHTHIM
opranom Esponeficskoro Comdy 33 UEHTPATIZOBAHOK
[pOIEIYPOIO Ta JaCTOCYBAHHA HA TCPUTOPIT Aepian - wieHis
Ceponeiicekoro Cololy Ha Jaty NOJAHHA JaseH  [po
NepAABHY PECCTPALio, 3acBiI9eHNi MANHCoM 3annHmKa abo
YNOBHOBAXKEHOIO HHM NPC/CTABHHEA,

2) MaTepiany peccTpallifiHOND JOCKE, HA MIICTAR] AKOTO
Gyno  3m@ificHCHD  pEeECTpalii  MiKApceKoro  sacody
koMmreTeHTHIM oprasom Cnonyuensx Ilraris Amepnin,
Hseiinapesxol Kondemepauii, Hnouii, Asctpanii, Kasamm
abo 33 TCATPANIIOBAHOW OPOLEAYPOI0  KOMIICTENTHHM
opradom €pponciicexoro Cowody AnNs 3acTOCYBaHHA Ha
TEPHTOPIT TAKKX KpaiH 4M [epxas - 4iedis Epponefickkoro
Coway;

3) MeTolH EOHTPONK SKOCTI IOTOBONO [MKAPCHEOTO
3aco0y (KIHIEBOID HPOLYETY);

4) 3BIT Npo OWINKY 32IHAYMEHOTO AiKapekKoTo sacolby,
CKNANEHHN PeTYNATOPHHM OPraHOM KpaiHH (SKmo Tasui
apiT nepepfaqcHnii 3aKOHOJABCTBOM Kpaiuu), B akii
Taxuil DiKapchKHii 3aci0 3apeccTpoBaHD;

5) {HCTPYKIIA Tp0 33CTOCYBAHHA NIKapcekoro sacoby,
BHKNAMEHA MOBOI ODPHTIHANY (MOBOH, BIAMIHHOK Bl
IepAABHOI ), KOPOTKA XAPAKTEPHCTHREA NiKapcekoro sacody,
BHKNANEHA MOBOK OpHITHAIY (MOBOW, BIIMIHHOK Bil
JEpKABHOL);
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rpadiitne 306pAKEHHE MakeTa YTIAKOBEM NEAPCHROTO
3acoly TA TEKCT MapEYBaHud NEpEMHHOT TA BTOPHHHOT (3a
HARBHOCTI) ynaKoRok nikapcekoro sacoby;

MEPEEAAIH TEKCTY MAPKVBAHHA OEPBHIHOL Ta BTOPHHHOT
(3a HasmHOCTI) yNakoBOK NIKAPCEKOrO 3acoby Ta iHCTpyKL(i
Npo 3acTOCYBAHHA, KOPOTKOI XapaKTepHCTHKH NiKAPCEKOTO
3ac00y MOBOW BIANOBIAHO 0O BAMOT  IHOJO MOBH,

BHIHGYCHHX JAKOHOJABCTROM, Y  BHIHawenomy MO3
NOpAAKY,  3acBifueHi ILAITHCOM JagBHMKA  abo
YNOBHOBLKCHOTO HIM NPEICTARHAKR,

MMCBIAMEHE KOMIM  JOKYMEHTR, IO  NLITBEpIKYE

BITMOBiOHICTE yMOB BHpOGHMITEA  [HKapckkoro 3aco0y,
NOJAHOrO WA peccTpalliilo, BUMOraMm a0  supobHHiITea
MKAPCLENX  3acobip B Ypaini, wmo  sMnaHmi
Aepampcnysbow y suadauenomy MO3 nopaaky, abo
MHCbMOBE 30008 X3AHHA BUPOGHIE: BUPOBIATH BIANOBLIHM
niKApCHKHIl 3aci0 aus nocTagaHuy B Yepainy HA THX camux

BHPODHHTAX  NOTYMHOCTAX, M0  3aCTOCOBYIOTHCA ¥
BHPOOHHITBI  MiKapChkuX  3acobis, npHIHAYCHHX an
BHKODHCTANHA ¥y BlAmOBimWiH  mpaini  peecTpanii
(Crnonyyermx  Ilrarax  Amepikn, seiinaperkiil

Kouenepauii, Anonii, Ascrpanii, Kawani abo nepacasax -
unenax Esponeiicekoro Colosy).

I'parmyumii crpox nepesipen peccTpauiifuux matepiazis
Ha ix aBTEHTHYHICTE HA  JiKapeskHil  3acib,  Axwii
SAKYNOBYETECA OCO00H, YNOBROBAKEHOW HA VHTCHEHHS
JKynipedk y ciepi oxopons 310pos’s, Ta npH UpOMy €
PEECTPOBAHMM _ KOMIETEHTHHM  opraHoMm  Criomyuesmx

6) rpaivHe 300pakeHH MaKeTa YIAKOBKT JIKAPCEROTO
3aco0y Ta TERCT MapkyBaHHA NEPEHHHOT Ta BTopanHol (3a
HARBHOCTI) YIIAKOBOK NKapchkoro acofy;

T) nepeEnagM TeRCTY MAPKYBAMHA NEPEHHHOT Ta
BIOPHHHOT (32 HAABHOCTI) YNAKOROK Mikapcskoro sacofy Ta
IHCTPYKIUT NPO 3aCTOCYBAHHA, KOPOTKOT XapakTepHCTHEH
MKApCcLkoro 3acoly MOBOIO BUANORITHO 10 BHMOr mono
MOBM, BHIHAYEHMX JAKOHOJABCTBOM, ¥ Bu3HaueHomy MO3
NOpPANKY, JACRIAUEHI TIATIHCOM IAABHAKA abo
YIIOBHOBAKCHOTO HHM MTPCACTABHHKS;

8) 3acEiNMEHA KONIA JAOKYMEHTA, W0 DigTBepIKYE
BUINOBIAKICTL  YMOB  BUPOGHHITEA nikapcekoro  3acoby,
MOJAHONG HAa pPeECTpauiin, BHMOTaM A0 sHpobHHUITRA
mikapebkux  zacobis B Yepainmi, mo  sezanmil
HAepacikenymwboio vy mwsnamenomy MO3 nopanky, abo
nHcLMoBe 30008 A3anns BRPoGHItKa BEpoGasTH BianoRigEM
nikapcrkmit 3acit e nocravanns B Yepainy Ha TR camux
BUPOOHMMHX  MOTYAHOCTAX, 10  38CTOCORYHTHCH ¥
BHPODHHUTBL  NiKapceRHX  3acoBiB, nNpuIsasenux s
BHKODHCTRHHE Yy mimnosigwil  kpaiml  peectpauii
(Coomywennx  Ultatax  Amepwrn,  Wlnciinapcrkif
Kondenepamii, fAnonii, Ascrpanii, Kanani afo mepwanax -
dnenax Ceponeficnkoro Cowsy),

Crpox nepesipkn peccTpauliinmx Matepianis Wa ix
ABTEHTHYHICTL Ha Nikapchkmil 3acih, AkwWil sakynosycTees
0coBG0I0, YNOBHOBAKENO10 HA JiHCHEHNA 3aKyTiBeas y cdepi
OXOPOHM 300POB'S, T8 NPH ULOMY € 3apeccIpoBaHEM
KoMuerenTHiuM _opranom Crnoaywenmx Lltaris Amepuin,




22

Wrame Amcpukn, lpeiinapesrol Kondenepauii, Anowii,
Apcrpanii, Kanany T4 3aCTOCOBYETHCH HA TEPHTOPIT TAKHX
KpaiH abo KOMICTCHTHHM opradom €sponeicexoro Coway
32 NCHTPATi30BAHOK OPOLEIYPOI0 Ta 3aCTOCOBYETHCH HA
TEpHTOPIT  agpwas - wieie Epponefickkoro  Cowoay,
CTAHOBHTE CiM poboumx aWin 3 aus ix nogawms. [lig uac
MEPEBIPKH PeeCTPallifiHuX MATCplagia Ha iX aRTEHTHYHICTE
EKCHCPTHIA MaTepianiB peccTpallifHoro A0CHE, NOJSHOID
PETYIATOPHOMY OPrany, AKHH JAPEcCTPYBAR LeH MKapChKHi
3ac1h, He NPOROIHTLCS.

lIrefinapcekoi Kordeneparui, Amomi, Arcrpanii, Kanaau ta
3ACTOCOBYETHCA  Ha  TepuTopii  Takux  kpaim  abo
KOMIIETEHTHHM  opradom  E€mponeficekoro Cowoay  3a
UEHTPAAIIOBAHOK NPOUSIYPOR) Ta 3ACTOCOBYETHCH HA
TepHTOPIl  fepaan - unesis  Epponeiicexore  Cowmoay,
CTAHOBHTE CiM PODOYHX AHIB 3 JHA IX NOJAHHS.

[lin wac mepeBipkH peecTpauniiiHMx MaTepianis Ha 1X
ABTEHTHUHICTE EKCHEPTH3A Marepianis  peccTpalliiiHoro
NOCKHE, MOIAHOND PErVASTOPHOMY OPrany, AKHR JapeccTpyRas
ueil AiKapceEAH 3aciD, He MPOBOANTLCS.

3% Jlo 3adBH Opo IepAABHY pPeecTpallile MiKapceKOro
3aco0y, AKHA 3AKYNOBYETHCH 0COD0I0, YIOBHOBAMEHOK HA
SICHEHHR  3aKynisens y  cdepi OXOPOHM  HIOPOB'S,
HE3ANeRHO B KpaiHu BUpolHHKE, ¥ padl, KOIH JepKanHa
peccTpamin  MIKAPCEKOIO  3acoby  LNHCHIOETRCH 13
MAPKYRAHHAM T2  (HCTPYKIICK) Op0  3aCTOCYBAHHSA
MEapcekoro 3acoby, W0 BIANOBIJAKOTE BHMOPAM YACTHH
nepuoi, gpyrol, tpersol ta n'srof crart 12 3akony Yrpains
ﬂ”pﬂ mh:ap-:uu mnﬁu:—:-, 3AMICTE m:my MCHTIB, 3a3HAYEHHX ¥

MATEPIATH peecTpattifiHoro 1ocksc;

MATEPIATH MOI0 METOIIE KOHTPOIK AKOCTL MKAPCEKONO
3acoby;

AOKYMENT, 10 NITBEPKYE CIUIATY peecTpaltifinoro
3bopy;

20. [o 3agsH npo OepHaBRHY PECCTPAIlilD MKAPCHKOTO
1aco0y, AKMIl JAKYNOBYETECH 0CODO0K, YTIOBHOBAMEHOW Ha
MiHCHEHHs  sakynisens ¥ cdepi  oxoponn  agpopos’s,
HCIANEHEHO Bl KpaTHH BHpoDHMKA, ¥ pasl, KOoIW AcpkanHa
PEECTPALNN  JIKAPCHKOro  3acofy  3MIACHIOETBCE 13
MAPKVBAHHAM T4  IHCTPYKINEID MpO0  34CTOCYBAHHA
mapcekore 3acofy, WMo BIANOBIIAKTE BHEMOTAM MAacTHH
nepuoi, apyrol, Tpersoi ta n wrof crarn 12 Jaxouy Viepaiun
«llpo aikapeski 3acobmy, 3aMICTL TOKYMEHTIB, Ja3HAYCHIX ¥
ninnynkrax 1-6 myrkry 11 usoro pezainy, nogaoTscs:

1} marepiany peecTpatiiHoro JAocke,;

2} marepiand MIOA0 METOMIB  KOHTPOJIK  HKOCTI
JEAPChEOTO 3acoby;

3} HOKYMEHT, WO NiATBERUKYE CILIATY peecTpauiiinoro
36opy;

4) MapKyBaHHA NEPEUMHHOT T4 BTOPHHHOT (32 HASRHOCTI)
YIAKOBOK JIKAPCHEOTO 3acoby;
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MApKYBAHHE NEPBMANCI T4 BTOPHHHOT (38 HANBHOCTI)
YNAKOBOK JMKAPCLEOro 3acoby;

IHCTPYKLIA PO 3ACTOCYBAHHA JKAPCKKOro 3acoby,

JACBIIYEHA  KOTIA  JOKYMEHTa, W0  MIATREpIAYE
BIANOBIHICTE YMOB BHpOGHMITBA AiKapchkoro sacoGy,
MOJAHOIO HA  PEECTpallilo, BHMOTAM [0 BHPOOHHITEA
nikapchkHX  3acofie B Vipaimi, mo  sspansi
Hepanikenyxbow y susnavedomy MO3 nopsaxy (mns
BITUMIHANKX BUPOGHUKIE - 1ACRITYCHA B YCTAHOBISHOMY
HNOPSAKY KOS YHHHOT MueH3ii Ha BHPOOHHITEO MiKapChknx
1acoin).

5) IHCTPYELIA NPO JACTOCYBAHHA MKAPCRROTO 3acoby;

6) saceiaueHa Komia JOKYMEHTE, W0 TiATBEpIKYE
BUIMOBIAHICTE YMOB BHPOOHWUTREA MKApCRKOTO 3acofy,
MOJEHOI0 Ha pPeecTpaniio, BHMOraM [0 BHpOGHHITEA
nikapchkHXx  3acofie B Ykpaini, mo  BEoammi
HepanikenyaxGow y smzsasenomy MO3 popsuxy (ans
BITHHIHANKX BHPOOHAKIE — JacBUIMENA B VCTAHOBICHOMY
NOPAAKY KON YHHHOT JIICH3T Ha BHPOOHHITED NiKapChKHX
3acobia).

3% Jlo sasBM npo NEpEABHY PEECTPALiD NiKAPCHKOTD

3ac00y, AKHH 3AKYNOBYETBCH OCO00, YNOBHOB&KEHOW) Ha
IANHCHENHA  3aKynipens y  cdepi OXOPOITH  370POB'S,
He3AIeRn0 B KpaiHH BHpoOHHKA, y pall, KOmoH AepaapHa
peecTpais  MKapchKOro  3acofy  3IiicHIOETBCH 13
MEPKYBAHHAM, IHCTPYKILIEID MPO 3ACTOCYBAHHA NIKAPCHKOND
33C00Y T KOPOTROIO XAPAKTEPHCTHEO NIKAPCHKOTo 3acofy,
BHEIATCHHMH MOBOK OpHriHany (MOBOIO, BIUIMIHHOWO Bii
ACPRABHOL), JAMICTE AOKYMENTIR, 3A3HAYECHHX ¥ SARVIHCRAX
-5-pymery-3-nnore-Hopamiey, NogaoTsen:

MATCPIATH PeECTPaliiiHONO JOCKE;

MaTEPIATH LOA0 METOMIB KOHTPOMO SKOCTI MKAPCHEEOTO
3acody;

NOKYMCHT, MO MNIOTBEPIKYE CILIATY PCECTpaliiinoro
3bopy;

rpachigne so0paieHns MaKeTa YNAKOBKH JIKAPChKOIO
| 3acoby;

21. [lo sassn npo aepkaniny PCeCCTPaIiiG MiKAPCHKOIO
gacofy, AKHH JAKYNORYETRCA 0COD0K), YIOBHOBAKEHOW Ha
HCHEHHS  3aKyMiBeNE Y chepi  OXOpoHH  3a0poB’R,
HEIANEHHD BT Kpainn BUpOGHWKA, ¥V pasi, KOIH JAep#asna
peecTpartis Jm-:apcmmm 3ucﬂﬁ}r YHHCHIOETHCR 13
MAPKYEAHHAM, 1HCTPYKUIED NP0 33CTOCYBANHS MKAPCHEOTO
3acofy Ta KOPOTEOK XapakTCPHCTHROD MEApCEKOTO Jacoby,
BHENAJEHHMH MOBOK) OPHITHANY (MOBOK, BIAMIHHOW BiA
ACPAARHOL ), 3aMICTh JOKYMEHTIR, 333HANCHHX ¥ NiANYHKTAX
1-6 nyukTy 11 uboro posaiay, 100310TRCH;

1) maTepiany peecTpaiiftHoro 1ocke;

2) wmarepialH WOAO METOAIE  KOHTPOMK  SKOCTI
MKapCcLROro 3acody;

3) HOKYMENT, WO MATHCPBKYE CINATY peecTpauiiinoro
ibopy;

4) rpadiune 300pakeHHa MAKETA VIAKOBKH JIKADCHKOTO
sacoDy;
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IPAIOK  QPHTIHARY
MKapckKoro  3acody
MKApCHROT0 3acody;

Meperiaiy TEKCTY MAPKYBaHHA NCPRHIIOI T4 BTOPHHHO]
{33 HARBHOCTI ) YNAKOBOK MKAPCLKOND 3acoby, IHCTPYELL Npo
38CTOCYBAHHA  JIKapcekoro  3jacoby 1@ KOpoOTKOI
XAPAKTEPHCTHEH MIKAPCEKOT0 3acoly MOBOK BUANOBIIHO 10
BHMOT MOOT0 MOBH, BHIHEUCHHX IaKOHOAABCTBOM, _‘,"'
riaEagenomMy MO3 nopaaky, 3acriqHCHI MUIMHCOM 3aaRHHKR
abo yNOBHOBKEHOTNO HHM NPEICTABHHKD,

JACTOCYBAHHSA
XAPAKTEPHCTHEN

IHCTPYRILLT

Td

npo

KOPOTEOT

JACBLAYMEHa KOMIN  JOKYMEHTa, M0  NiATEERIMKYE
BUINOBIAMICTE YMOB BHpoOHMITRA Nikapcsroro  sacoby,
NOMAHOTO HA PEECTPALiK, BHMODAM 0 BHpPODHHLTBA
mikapcekux  sacobis B VEpaiRl, 1m0 BHmanwi
Hepamrcnyvahow v snivavernomy MO3 nopaaxy.

CTpok CKCHCPTHIM  PeccTpallifiMx  marepianis Ui
MEapChEEMX  3acobip, AK1I  JAKYIORYIOTLCA  0coDoi0,
YIOBHOB&KEHOW HA  30iACHEHHA 3akymisens y  cdepi
OXOPOHH 300POB’S, HEIANCHKHO BIA KpaiHu BHpodHMKA, He
noBHEeH nepepHmyeatd 30 poGounx awis. [lo cTpokis
eKcnepTHHx pobiT He BXOAMTE 9ac, KOJMH MaTtepiand Oyan na
JOOTIPAIOBAHHI B 3AABANKA, 4ac, HeoDXIIHHH HA OTPHMAHHA
BiAMoBined ®in Tperix ocid (y ToMy |wumMchi  BIA
YHOBHOBKEHHX opranis Yxpainn Tta/abo immmx kpain),
NOB'S3aM 13 NPOBEAEHHAM CKCNEPTHIH, @ TaKOW Wac
NnposeacHHA TabopaTOPHHUX BHNPOOYBaHE.

5) spaszor OpMUriHANY [HCTPYEINT TPO 3acTOCYBaHHSA
mKapcekoro  sacoby  TA KOPOTKOl  X@pPAKTCPHCTHKM
miKapcekoro sacody;

6) nepexnagM TCKCTY MApKYBaMHA NEPBHHHOL Ta
BTOPHHHOI (338 MAABHOCTI) YNAKOBOK NKAPCHROrO 3acoby,
IHCTPYEIIl Npo 3aCTOCYBaHHA JIKapcekoro sacody 714
KOPOTKDI XapAKTEPHCTHEH AIKapChkoro  3acoly  MoBoo

BUINOBIAHO 10  BAMOr  WIOAO0  MOBH, BHIHANCHHMX
3AKOHONABCTROM, ¥ BH3Ea4cHoMy MO3 nopaiaky, saceindent
MmignHcoM  3aABHMEa  abo  yNORHOBAXWEHOID  HHM

NpeAcTABHAKS;

7) 3aceigucHa KOMIA AOKYMEHTR, WO [ITECPIKYC
piAnoBiaHicTs yMOR BHpoDHMITEZ JAikapcekoro 3acoy,
MOAAHOTO HA PEECTPalliio, BHMOram 0o BHPOOHHUTEA
mkapesenx  3acobie B Yipaim, om0 BHIAHHR
Hepwemrcnyxbowo v suadagesoMy MO3 nopaaxy.

CTpok eKCHEepTHIH PEECTPANIAHMX MaTCPIANiE juid
nkapckkMX  3acoBiB,  AKI  3AKYNOBRYOTECA  ocobolo,
VNOBHOBAREHO HA 30IHCHSHAS 3AKYTIIBCAE ¥ cepi 0X0POHH
IAOPOB’A, HEIANEHKHO BLA KpaiHH BAPODHHKA, MO NOBHHEH
NepesHIysaTH  TpmATA  pofGounx  auin. Mo crpokin
cECHEpTHHX pobiT He BXOANTE Yac, KOMH MaTepiam Oyan Ha
ACONPAIIOBAHHI B 3aABHHKA, Yac, HEoDXLIHMH HA OTPHMAHHN
pignopigeidl Bia  Tpetix ocid (v TOMy uHCm BiA
YIOBHOBAKSHHX OpraHis Yepaimm Ta/abo IHWMX KpaiH),
nos'sA’aHt I3 [POBEAEHHAM CKCNCPTHIH, @ TAKOK €ac
nposeneia nabopaTopHux BUIPOGYBAHD.




25

4. Y pasi norpetun LlewTpoM NPOBOJWTECA AOJATEOBE
BHOpOOYBAHHA JlKapcekHX 3acobis  Ta/abo  monartkosa
CKCIEPTHIA  PeECTPAUiifHHX  MaTepianie ¥  Nopsgky,
BHInagcHoMy MO3.

Hoparxosa excneprvsa (Bunpobysanns) NpPOBOAMTLCH
nicna cnmmati T BapTocTi, BCTAHOBAEHO! JOrOBOPOM Mix
SARBHHKOM Ta CYD'CIcrom, SKRIT MPOBOANTE TAKY EKCTIEpTHIY
(Bunpobyeanng). Marepiany 2a pesyanTaraMy NpoBeseHol
poborh HancunaoTees go Llewrpy.

22. Y pasi notpebn LleHTpOM NPOBOARTECA N0JATKOBE
punpobyBanng  nmikapeskux 3acofis  Ta/abo mozatkosa
CKCMEPTH3IA peccTpallifiHux Marepiams y pu3HaseHomy MO3
NOPAIKY.

HJopatkosa excnepriza (BHOpoDYBAHHS) TPOBOANTLCS
micias cunati @i Baprocti, BCTAHOBICHOI AOIOBOPOM Mim
JANRHAKOM Ta Cy0'€KTOM, SKHIT TPOBOAHTE TAKY CKCTIEpTHIY
(sunpobynanns). MaTepiann 32 pesynsTaTamMH OposegeHoi
poboTn naacknaTsed 10 Lenrpy.

5. lewtp IOTye BMOTHBOBAHI BHCHOBKM W00
eexrunnocti, Benekn Ta AKOCTI nikapcekoro sacoby 3a
PEIYALTATAMH EKCNEPTHIH pPeecTpauliiHmX MaTtepianis abo

BHCHORKH, ucpenbadcHl abaatasi—IpyinM— iHocrum
yiery 1 unoro—Hepaary, | pekoMenaye yiicHITH

AEpKABHY PEECTPALLII0 BLAIIOBINOTO JiKApCsKOro 3acoby afio
BIIMOBHTH B Hiil.
Ha nigcrael noganol 3aspHMKOM 345BH, BHCHOBKIB Ta

pf:huHEH.I.I.EI.I.IH Llewmy MDEI HPHHAM R P O HEOM— 100 | 1
pobounx

23. Lewrp rotye BMOTHBOBAHI BHCHOREH ILOJO
eexraBHOCT], GeInekn Ta AKOCTI nikapekkoro 3acoly sa
PeIyAbTATAMM CKCOSPTHIM peccTpallifiux matepiame abo
BHCHOBKNR, nepefbateni nynkramn 2-5, aflanom nepimm
NYHKTY 6 nsoro poaginy,

24. Ha nigcTapi monadol 3assnikoM 3a98H, BHCHOBKID
Llewrpy MO3 y cTpok, mo ne nepesuuiye aecati poboaux
ANIB, NpHAMAaE piwenda npo peecrpaniio abo BiIMOBY &
PeECTpaLii NKapCLKOTO 3acoby.

Piwennn npo peecrpauin abo siamosy B peccrpanil
JiKaApeLKoro 3acoby, ARl JApeccTpoBaAHEI
KomnereHTHuM opragom Cooayqennx IlTartis Amepnin,
Weciinapeskoi  Kondgepepanii, Hnonil, Awscrpaii,
Kananu, alo sapeccTpoBaniii KOMIETEHTHHM OpraHoMm
Enponeiichkoro Conozy 3a HeHTPANI30BAN00
HPOUEIYPO TA JACTOCOBYCTHCH WA TePpHTOPIT uMx Kpain
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FHEYHIE VOB e PEHE—IR0ReB S PILUCHEY [P0
peccTpanin mikapcekoro sacoby us nNpo BLAMOBY B Takii
peccTpauii.

Hakazom MO3 npo nepaasHy peccTpaiiiod MiKapChKkoro
3acoby JATREPUKYIOTECE MCTOLH KOHTpONR #Horo AKOCTi,
IHCTPYELIIA NP0 3aCTOCYBAHHN  JIKAPCBKOro  3acoly
(IHCTPYKIIA AN8  MEOHYHONO 3ACTOCYBAHHA), a TAKOK
NPHCBOINETHCA PEECTPAINHHAN HOMEp, AKMH BHOCHTBCH 10

e gepxas - wienin  Esponeiickkoro  Comway,
NpHAMAECTHECA Ha miacTasi 3a9BH Ta  Pe3yabTaTin
poaraany peccrpaniiinnx marepianis Ha vaki Jikapeski
sacolin ¥ CTPOK, 10 HE HepeBHmyc cesu pobounx,

Pimennsn npo peccrpanin abo sigMosy B peccTpanii
Jikapeskoro 3acofy, sKkHi  niaawrae zakynisai 3a
PEIVALTATAMH IAKYNIBEALHOT NPONETYPH, npoBeieHol
cHenianizoBanon opraniianicw, Aka niicAne 3aKymisi,
HA BMKOHANHS YoM uoao sakynisai sz MO3 Ta
piamoniznmow  coemianizoBanol  opramizamicw, wAKa
IAHICHIOE 3aKYMiBAl, NPpRiiMAcILCH HA NiIcTaRi 3aaB0 Ta
34 PeIVALTATAMH NpoBeaenol nepesipkn peccrpauiinux
marepianis ma Takuii  aikapeskmil  3acié moao i
ABTENTHHMOCTI, ¥ CTPOK, 110 HE NCPeBANLIYE ceMn pobounx
anin.

Pimenna npo pecevpauite abo siamony B peccrpanii
Aikapebkoro  3acofy, AKHI  3aKYNOBYETheH  ocobom,
YIOBHOBAMEHOW Ha 3aificHenns 3akyninenn y cdepi
OXOPOIH ITOPOB’H, NPUAMACTHOR Ba NiacTaB] 1anBn Ta 3a
pe3yARTATAMH TpoBeneHol mnepeBipkn  peccrpauifinmx
marepianie Ha Takwil Jdikapeekwit 3acid moae ix
ABTEHTHYHOCTL, ¥ CTPOK, M0 He Nepesmmyc n'srm
pohoanx JHiB.

25. Hakazom MO3 npo aepwasHy peccTpanii
MEAPCHEOTD 38c00Y JATBEPIKYIOTLCA METOIH KOHTPOMIO
floro SKOCTl, INCTPYKLUIR NP0 3ACTOCYBAHHA MIKAPCHKOTO
jacoby (IHCTPYKLIA AR MEIHMHOI'D SaCTOCYBAHHA), 8 TAKOK
NPHCBOIOETHCA PEECTPALIHHMH HOMED, AKHA BHOCHTLCR 10
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Jlep#annoro peecTpy MiKapeskHX 3acoGiB TR MIKBIIOMYOT
Gaim Janux npo sapeccTposadi B Yxpaisi mikapeexi sacobu.
Ho pmauﬂuru PEECTPY BHOCHTRCH IH(OPMAIIA MoK
MOMUIHBOCTI PCKNaMyBAHHA AiKapcekoro 3acoby, a Takox
Aani Npo NONEPeaHio PEECTpalil, NEpepeecTpalin M
ckacyBamHa peccrpauil smikapeskoro  sacoby Ta  npo
peecTpalio mikapewkoro 3acofy B Cromywenmx [llTarax
Amepurn, Wseiuapeskiil Konenepauii, Anonii, Ascrpanii,
Kanani, a Takox nepwasax - wienax Enponeiicskoro Coloy,
AKNLWO  Takuid  mikapeexni 3acid  npodmos  gepmarny
peECTpalilie #K JKapehkuil 3aciG, AEKMA 3apeecTpoBaHHR
komuereHTENM oprasom Coomydsenwmx Llraris Amepwis,
Iiseiinapcsroi Konpeaepauii, Anonii, Ascrpanii, Kanaam,
30 UEHTPANIZOBANOI0 NPOUELYPOID KOMICTCHTHUM OPTaHOM
€eponeiicskore Cowosy T2 3aCTOCORYCTLCH HA TepHTOpI
TAKMX KpaiH UM depskar - yneHis Esponeiicskoro Coway, y
TOMY WMCi Ha3sea kpaiHH peccTpauii i opragy peecTpauii 1a
JATA PEECTPALI.

Kpim sifomocTeii, nepenbaveHHX I1IHM  NYHKTOM, 10
Jepaasnoro  peecrpy  Mikapcekmx  3acobip wmojo
JAPCECTPOBAHHX NIRAPCLEMX 3acofin, AKI 3AKYTIOBYIOTHCH
ocoboo, ynosEosakeHOI Ha 31illcHeHRS JaKynisens y chepi
OXOPOHH 3I0POR'S, T& NPH HLOMY € 3aPCCCTPOBAHHMH
komneTeHTHEM oprapoM Cnonyuenux llrmamie Amepuxn,
Lseiinapesxoi Kondeaepauii, Snonii, Ascrpanii, Kanaan ta
JACTOCOBYIOTLEA  Ha  Tepuropil  Takmx  kpain  abo
KOMIeTeNTHHMH  opranamn  Esponeiicexoro  Coody 33
UEHTPAMI0BAHON NPOLEAYPOI  Ta  3ACTOCOBRYIOTHCE  Ha

Jepaannoro peectpy Nikapeekwx 3acobin Ta MixsigoMTol
Gasu AaHux npo sapeectporani B Ykpaini nikapesxi saco0l.

Jlo Jlep#arH0ro peecTpy BHOCHTHCA iH(OPMALLIA WOA0
MORITHBOCTI pEKIAMYBanns JiKapeskoro sacoby, a Takom
AaHi Tpo MONEpeNHio  peccTpauilo, NepepeccTpauilc 9
CKACYBEHHA peecTpanii fikapcekore 3acoby T mpo
peccTpaitiso nikapeskoro sacofy B Coomysenmx 1lvarax
Amepmien, Ulseiinapeskiii Kondeaepauii, Anowii, Ascrpani,
Kanani, a takom Jepkanax - wiexHax €nponedcsroro Cowsy,
AKIIO  TakWil  NiKapchKHA  3acid  MpofmoR  gepEaBHy
peccrpauilo Ak nikapebkuil 3acid, akui sapeccTposaHHi
koMmpercutThiM opranom Cnoaygennx llvans Amepuxs,
lseiinapeskoi Kondeacpauii, Hnonil, Ascrpanii, Kanaaw,
30 UEHTPANIZOBAHOK NPOUSIYPOHD KOMIETCHTHHM OPraHoM
€aponeificekoro Cololy TA IECTOCOBYETRCA Ha TepHTOPT
TaKHX Kpain 9m aepias - unenin €eponeficeroro Cowsy, ¥
TOMY uMCHi HATAA KpaiHW peccTpaiii, oprady peecTpauil Ta
IATA PecCTpalti.

KpiM Bigomoctedl, mepenbadcHHX HM TYHKTOM, [0
Jepmapnoro  peectpy  Aikapenkmx  3acofiB w00
JAPECCTPOBAHHX MIKAPCHKHX 3acobil, AKI JAKYNOBYIOTHCH
pcobo10, YIOBHOBAKEHOK HA 301HCHEHHA JAKYTIRETL ¥ clepi
OXOPOHM 3[OPOR’S, T4 OPH ULOMY € 33PeECTPOBIHUMH
xommeTentHum oprasom Cnonyuenex [lraris Ameprin,
Ilinefinapeskoi Kondeaepanii, Anouii, Ascpanii, Kanams a
JACTOCOBYIOTHCA  Ha  Tepwropil  Takux  kpain  abo
KoMmneTeHTHHMI  opranamMe  Esponeiicsxoro  Cowdy  3a
UCHTPANIIOBAHOI [IPONEAVPOI0  Ta 3aCTOCOBYIOTHCA Ha
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TepHTOPIT Jiepian - wienis €pponeiicsxoro Comnay, Ta wWoao
3apPCECTPOBAHNX MiKapcskHX 3acobis, HelanexHo Big kpaidn
BHPOOHNKA, SKI 3aKYNOBYHOTECA 0CO00I0, YHOBHOBAKEHOW
Ha 3ificHenis saKynineas y cdepi oxoponn 310poB’s, y paii,
KONH JA€PKaBHA PCCCTpallid 3MiicHEeHa 13 MapkyBaHHAM,
IHCTPYKUiE [P0 3aCTOCYBAHHA  TA  KOPOTKOK
XAPAKTEPHCTHKOI,  BHENAJCHHMW  MOBDIO  OpUTiHATY
(MOBOM, BIAMIHHOK Bl AEPAKABHOT), BHOCATLCA JaHi Woa0
HaseRHOCTI Nikapcekoro jacofy o nikapcsxux 3acobis, Sk
momyTh nepelypatw B obiry Ha Ttepuropii  YkpaiHw
BHIJTOUHO 3 METOW De30ILIATHONO NOCTAYAHHA CTPYKTYPHHM
MAPO3MiNAM 3 NHTAHL OXOPOHH 3mopos's  OOJACHAX,
Kuiscekoi Ta CepacTononscsroi MICHEHX
nepxanMinicTpawiii abo cyG’exram rocnojapioBaHHa, sk
MAKTH JILEH3II0 14 NPoBATKCHIE rOCHOJAPCHROT UAILHOCT!
3 MEAHYUHOT TPAKTHKH, 38 PEIYIRTATAMM 3aKYTIRCAL 33 KOMITH
JCPKARHOIO DromHeTY, AMIACHEHHX ocobow,
YIOBHOBA®CHOW Ha 3ificnenis  saxynmisens ¥ cdepi
OXOPOHM 3A0POE'H, ANd BHKOHAHHA NPOTPAM Ta 3aliicHeHHR
LECHTPAMI30BAHUY 3AX0IIB 3 OXOPOHH 3A0POE"A.

IGepiranus peccTpamiiinux  MaTepianin  INACHIOCTLCA
Llewrpom.  Konil  npusipHnkia  DOKYMEHTiB,  AKHMH
JATREPRCH] METOIH KOHTPOIO SKOCTI Aikapehroro sacoby,
KOMif PCECTpauiiiHoro NoceigYeHAs TA KONIA IMCTPYELIT npo

JACTOCYBAHHA  Jikapcbkoro  3acoGy  (imcrpysuia s
MEQHYHOIO JACTOCY BAHNA) HAMCHIAIOTLCH oo
Hepaomikemyxon.

TepuTopii Aep#an - wienin Esponeiiceroro Cosy, Ta WOM0
JApeecTPORAHMN MKAPCHKHX 1acobis, HE3ANEKHD BIJ KPaiHH
pupobHnEa, AKXl JAKYIOBYIOTECH 0C0DOI0, YIOBHOBIHEHOK
Ha 3AHCHENHN 3aKyninens ¥ cepl OXOPOHNA 310POB'4, ¥ pas,
KOMM JepsKaBHa peecTpailis 3gificHeHa 13 MapKyBaHHIM,
IHCTPYKII€IO  Npe  3acTOCYBEHHA  TA  KOPOTKOK
XApAKTEPHCTHRGW,  BHEIAJCHHMH  MOBOK OPHITHATY
(MORGH, BIIMIAHOW Bil QCPWABHOT), BHOCATSCA JAHi WOJ0
HanesnocT dikapeskoro 3acoby a0 mikapeerux 3acobin, Axi
mMo#yTE nepelysatn s obiry ma  tepuTopii  Yipainw
BHICIIOMHO 3 METOK BE30MTATHON NOCTAYAHHA CTPYKTYPHHEM
migposinaM 3 mHTAME  OXOpomn 3gopon’s  ofnackmx,
Kuischxoi Ta CepacTononscerol MICEKHX
AepsamvinicTpauiii abo cy6'exTam rocnonapoBanid, SKi
MAIOTE JITCH3110 HA IPORA/UKEHHA TOCTIONAPCLKO] MIANBHOCT
3 MEIHTHOT MPAKTHKH, 33 Pe3yIbTATAMN JAKYIBENb 3 KOWTH
TCPAERHOND GropReTY, IifcHeHNX ocoboo,
YTIOBHOBEHEHO HA 3A1HCHEHHA 3aKYTIREN: ¥ cdepi oxopons
JMOpoR’S, [AN  BUKOHAHHA OpOTpam  Ta4  AMIACHEHHA
MEHTPANJ0BAHNK FXO/LIB 3 OXOPOHH JA0POR’S.

16. 3Gepiranns peccTpaniiiiux  matepianis
apificuiocTeen Llenrpom. Konil npumipuukis JoKYMeHTIS,
AKHMH 3ATBEP/DKEH] METOIH KOHTPOIIO AKOCTI MIKAPCLKOrO
jacofy, ®KoMmiA peccTpauifiHoro nNOCBUTMEHHA TA  KOMiA
incTpykuii  NMpo  3aCTOCYBaHHA  mikapeekoro  3acofy
(IHCTPYKIIA 1A MEIHYHOIO JACTOCYBaH) HATCHAAKTHCA
o Hepmmikcnyadn.
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6: QakT nTpEaBNOl  peECTpallil  JMikapcskoro  3acoby
IACBLIMYETHCA PECCTPAILIHHHM TIOCBLIMEHHAM Ha MiKapChKHi
3acih,  daxT  mepwasHoi  peecTpamii | MeIHYHOIO
IMYHOOIONOTIYHOTO apenapary JACBLIMYETHCH
peccTpamifHMM - NOCBUTMEHHAM  Ha  JIKapehkHil  3acid
(Meawynuit  iMyHoOlonoriyeniA  npemapar)  (mani -
peccTpaliifHe NOCRIMCHIA).

Peectpauifine mMOCBIIMEHHA 13 333HANCHHAM CTPOKY,
NPOTATOM AKOTO J03800S€TLCH 33CTOCYBAHHA JNiKApCLKOro
sacoly B Yxpaini, sugactecs MO3 nporarom 10 poGounx
AHIB NICHA NPUHEATTA PILEHHN (PO AEPKABHY PeecTpaLin
MKAPCHLKOTO 3ac00y.

DopMy peecTpaLiiiHOrg MOCRITYEHHS T2 NOPANOK HOrO
Biayl pu3daqae MO3.

Jikapcskuii 3acié wmoke 3ACTOCOBYBATHCA B Yrpaimi
NPOTArOM 1'STH POKIB 3 JHA HOTO AepaasHol peccTpanii,
EPIM BHIAKIB, BHIHAMEHHX Y-8 unoro Tlopaaky,

Peecrpauiiine noceidYeHHR Ha NiKapChKHi 3acid, kil
JAKYNOBYETLCA 0C0D0I0, YNOBHOBAMEHOW Ha 3AificHenns
Jakyninens y cdepi oXoporH IN0POB’A, A TAKOXK MIANATAE
JAKYINBIL 33 PeIyabTaTaMH  3AKYNIBENBHOI NPOUCIVPH,
NPOBEACHOT CHCIIAMIIOBAHOK OpraHidalielo, aKa 3iicHioe
JAKYMIAML, HA BHKOHAHHSE YTOIH M0A0 JAKYIIRI Misk MO3 1a
BIATIOBITHO CHEWIATIIOBAHOI0 Opradizamicto, axka snifickoe
JEAKYTIRML, ¥ TOMY 4HCIOI peecTpauiiiHe nocsifqMeHnHs i3
crpokoMm aii ae-H-Hepeann-20323-p., tic 1o eaivan-2023-p.

BHICIIOMHO NS BHKOHAHHA TNporpad Ta  3miiicHeHHA

27. daxr nepn:nﬁi peecTpaiii Aikapckkoro 3acoby
JACBUIMYETHCA PEECTPALITHAM MOCBITICHAAM Ha MKapChkHi
3acih, daxt  mepmasHoi peecTpamii  MEIHYHOID
IMYHODIOOTTMHOTO npenapary 1ACHI MY CTLCA
peccTpallifiHtiM  NOCRITYCHHAM Ha  MiKApCREME  2acib
(Meanyunnii  iMyHODlOMIOMMHHHA  npenapar) (gani -
peccTpaitifiie NocBiIMenHA ).

Peccrpauiiine NOCBLITHEHHA i3 323HAYCHHAM CTPOKY,
NPOTArOM AKOT0 [OIBONAETHCA IACTOCYBAHHA NIKAPCHKOTO
sacoby B Yepaimi, suwpactecs MO3 npoTsroM  gecaTH
poGounX AHIB TCAS TNPHAHATTA pilIeHHA NP0 JepEaBHy
PEECTPALLID TIKAPCHKOTD 3acody.

CopMy peccTpallifHero NOCBINEHHA Ta NOPAaoK Horo
BHAA4 BR3HAgae MO3,

Jligapcermil 3acid moe 3acTocopymRaTHes B Yrpaimi
NPOTATOM II'STH POKIB 3 A8 HOro JepmapHol peccTparii,
KpiM  BHITAIKIB, BA3HAYCHEX § OyExkmax 1, 2
poaniay IV meoro [lopaaky.

PeecTpawiiine nocsiguenns Ha mikapcermii sacib, axmit
JAKYNOBYCTLCA 0C00010, VIOBHOBMEHOW HA 341HCHEHHN
JAKYMiBEOL ¥ cepl OXOPOHH 3A0POR’'S, 4 TAKOM TLLTACEE
JAKYNIBAL 32 PeIyiabTataMy  3aKyniBensHol NpousiaypH,
NpoRENeHol CNemanIoRanold OpraHizauie, ska 3aicHioe
JAKYMIRTI, H3 BAKOHAHHA YIOIH 100 sakynisni mibx MO3 ta
BUINOBILHON COSIANIZ0BAHOK OPraHisaliein, aKa 3LicHIoe
JAKYNIRN, Y TOMY “HCHI peecTpauifine nocsiIYeHHs i3
crpokom 4if go 1 keiras 2023 poky, 1ic 10 BBeIEHHA B X0
Jaxony Ykpainn ein 28 amnun 2022 poxy Ne 2469-1X
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HEHTPANIS0BAHNX 3aXO0IB 3 OXOPOHH 3A0POR'S. CFpok—ah

w

«llpo aikapenki 3acobw» RARMIOYHO ANS  BHROHAHASA
TPOTPaM Ta 3MIHCHEHAS NCATPATIZ0BAHAK JAX0IIB 3 0XOPOHH
agopos’s i3 sunecennsm  sianoriamoi ingopmaunii mo

| depwannore pecerpy alkapesknx acobie YVepainn 1a

LLIAX0M BRIAYI BiANOBIARNX peccTpaniinmx noceigsens,

I11. Buecennn imin 0o peecTpaniiianx Marepianis

¥ [lporarom crpoxy mil peccTpauifHOrO NOCRIMYEHHA
JAABHAK  HECce  BIANOBIAANEHICTE 33 eeKTHBHICTS,
GesneyHICTE Ta AKICTE 3APCECTPOBAHONO JiKapCchkoTo 3acoby,
BACHBAE 3aX001B AR NIBHIICHHS HAYKOBO-TEXHINHOTO PIBHA
BHPOOHHUTEBA Td TapaHTii #AKOCTI  3apPEECTPOBAHOTO
MKAPCLKOro 3acofy, AKi BCTAHOBMKIOTLCR B Ykpain,

Y  pasi  susrnenss  axrie (obcrasme)  mono
JAPSECTPORANHX  KAPCHKMX  3Jaco0ip, #KI  OOTPedyKrTh
BHECCHHA 3MIH [0 PCCCTPAaliiiHNX MaTepiamis, 3auRHMK
0008 A3auuil  nogatm MO3  signoeigny  sasaey, 3a
pesyanTaTaMi poargany sxoi MO3 pagchnae o Llewrpy
AMCT-HANPABNEHHA PA30M 13 KOMICK 3a4BH IS BHECEHHR
BUIMOBLAMKX 3min, [Ticns manxomsedus go Llewrpy nmcra-
HanpanacHHs  sasseuk  pogac go  Lewtpy  BHuepnnay
IHPOPMALIK PO NPHYHHH PHECEHHA TAKHX 3MiH Ta ix
MOAIHENR BOAHE HA eeKTHBHICTb, OE3NeuHICTh, AKICTh
MEAPCHLKOTO 3acaly.

Exkcneprisa nponossuii  wojo BHCCCHHA IMIH 0
PEECTPAIITHAX MATEPIANs NPOBOIHTECH HA MACTARI JHCTA-
nanpasnenna MO3 micns onnaTi il BApTOCT], BCTAHORNEHOT

1. Ilporarom crpoxy mi peccTpaiiitHoro NOCRITHEHHS
JANEHUK  HECC  BUIMOBLIANBLHICTE 33 eeKTHBHICTS,
BeIneanicTs Ta AKICTH JapeecTPOBAROTD NiKApCLKoro sacoby,
RAHBAC AXONIE 8 NUIBHILCHHA HAYKORO-TEXHISHOTO PIRHS
BHpOOHMITEA T4 rapaMmi  #KOCT]  JapeecTpPOBAHOID
TMEAPCLKOTO 33c0Dy, AKI BCTANOBMIOIOTHCA B Yrpaiui,

Y paisi  suannends  QaxTie  (oBCTaRMH) Mmoo
JAPCECTPORANHX  JIKAPCEKHX  3acodis, AKl norpedyiors
RHCCEHHA 3MIH [0 PEeECTPalliHMX MATEPIAmE, JANBHHK
o008 s3auniA  pogatw MO3  mianosiamy  asey, 3a
pesyasTaramy posrnsay axol MO3 wancunae go Lewtpy
MHCT-HANPABISHHA PajoM 13 KOMIEW 3JafBM I BHECSHHA
pifnosianux amin. [liesn wagxomkeria go Hewrpy micTa-
HATIPARICHHA  3aABHME nmogae a0 Lewrpy  suuepnny
IHopMalliio NP0 NPHIHHE BHECEHHR TAKMX IMIH Ta X
MOMAITHBHIE BILIMB HO eeKTHRHICTE, Oe3NevHICTh, AKICTh
MKAPCLEOTO 3acoby,

2. Exkcneprusa mponosMilf miogo BHECEHHA IMIH IO
peccTpaliifHUX MAaTepIanes NPOBOAATLCA HA [ICTABI AHCTA-
nanpaanessa MO3 mcas onmate i1 BapTOCTI, BCTAHOBIEHOT
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IOTOBOpPOM Mix 3aseuMkom Ta LlenTpom, sxmil Hamac
PEROMEHIALIT LOA0 BHECCHHA 3MIH 10 peccTpallifHmx
Marepianie abo HOBOI pecCTpamil JMKApChKOro 3acoby y
nopaaxy, pHIHa4deHoMy MO3,

[MopAnox  NpoBEASHHA  SKCOCPTHIH,  BRIOMAKMH
BHIHAYEHHA 11 BAPTOCTI, MEPENiK 3MIH, WO BHOCHTLCH [0
peeCTpaliiiHAX Marepianie, NOPRAOK iX BHCCCHHA Ta obiry
JMKapCeKMX 38coBiB 10 | MICNR RHECEHHS TAKHMX 3MiH
pranayvac MO3.

BigcyTHiii

JOTOROPOM MK 3aspHHEOM Ta lleHTpoM, AREN Hamae
PEKOMEHIAIT M0N0 BHECEHHA 3IMIH [0 PeccTpaliHHMX
marepianis abo Hosol peectpauii nikapcekoro sacoby y
siznaucnomy MO3 nopaaky,

3. Topsaaok npoBefeHHs EKCHEPTHIH, BRTOYAITH
BHIHAMEHHA 11 BApTOCTI, MEPEtiK IMIH, WO BHOCHATBCH [0
peCCTpaliiiHIX MaTepianis, NOPAICK X BHECCHHS Ta obiry
NKAPCLEUX 33C00IB 10 | MIC/18 BHECEHHA TAKHX IMIH BIIHATAE
MO3,

¥  pasi  meobxionocti
peccrpauiiinnx  marepianis  ua swmory  MO3, axi
ﬂﬂﬂ'ﬂ']ﬂlli 3 '.EH.HFI{I-BHJIEEHHHH Lk THHLAT RIINHA
onoBaennAaM Kaacupikatopis, crosnnkis, nowizumkis,
cranaaprin, 1o BHROPHCTOBYIOThLCR s
CTPYKTYpPYBAHHA BigomocTed Ta yuidikauil zamucie npo
Aikapeeki 3acobn, eeeceni mo JlepsarHoro peecrpy
Jikapceeknx 3acofiip Y rpaian, ckcnepruia npono3mii
W00 BHECEHHA IMin 10 peccrpauiiinmx marvepianis, a
TAKOA podoTH 3 POIrAAILY MaTepiatis npo BHCCCHAS IMiH
A0 peccrpauiiiHny Marepiagis dikapeskoro 3acoby, sxuii
japeccTpoBannii komnerentnum oprasom Cnoayuennx
Mratie Amepuxn, IlIeseiinapcekoi Konrdegepamii,
Huowmii, Ascrpanii, Kanagn, jgikapcskoro 3acody, abo
HpecCTPOBAHNI KOMIETENTHHM OPranoM
CoponciicbKoro Coway 3a UCHTPATII0OBAHOK
NPOHEAYPO TA JACTOCOBYCTLCA HA TepuTopii mHx kpain
UM aepwas - waenis €sponeiickxoro  Coway, €

BHECEHHR 3IMIH 10

Be30MIATHHMME,




az2

Posrnsa  matepialie  moA0  BHECEHHA  3MIH 10
peccTpalliftany METEPIATIB MOI0 MEAPCHEOrO 3acoly, SKHH
japeeCTpoBaHHii  KOMneTeHTHHM opradom  CoomyueHHX
Wivaris Amepukn, nefiuapeskoi Kondeaepawii, Anonil,
Apctpanii, Kawaam, 323 NeHTPaNi3oBaHOW OpOUEAYPOID
KOMIETEHTHHM opranom  E€sponeiicekoro  Cowiy T1a
JACTOCORYCTLCE HA TEPHTOPIT TAKHX KpaiH M Jep&ap -
ynerip €pponeiicekoro Cotody, 3AIHCHIOETECA B NOPAAKY,
ncranornesomy MO3,

Y pasi konM MicAA BHCCCHHA IMIH 0 peccTpauiitimx
MaTepianip, IOKpEMa 40 IHCTpYKuWii Npo 3acTOCYBAHHA
NIKAPCHKOrD 3200y B 9aCTHHI IMIHH NOKA3AHb, JIKAPCEKHH
sacib crTae TakHM, 10 mARagae (HE MiANANAE) Oim g
satnepmkennx MO3 kpurepiis, 110 3aCTOCORYHOTLCH NI Hac
BHIHAYCHNA JKApPCHEMX  3acobiB, peRnamyBadHA AKX
saGoponeno, MO3 Ha nigcrapi pexomenfauii  Lewtpy
npuitMae pimeiig npo BiIHECCHNS MKAPCHKOro 3acoby o
miKApchEUX 3acobis, pernaMmyBaHHA sxux 3abopoHcHO (ME
zafoporena), Ta BLANOBIIHL IMIHH BHOCRTECH A0 IH(opManil
PO CTATYC  PeKiaMyBaHHs  Jlxapcskoro  sacody vy
JlepaanioMy peccTpl nikapeskux 3acobis Yepalai.

MO3 noromiye bBUpoOHHITBO UPOTATOM nepiogy mi
BOEHHOTD CTAHY Ta pPeanisalin 10 3ABEPIICHAR TepMiHy
MPAAATHOCT]  3APECCTPOBAHOIO  JIKApCeKOro  3acody 3
ypaxyBanuaMm 3MiH, Mo He BHecedi A0 peectpauiiinmx
Marepiania, 33 YMOBH [OJANHN 3AABHHKOM JHCTa 3
OBIPYHTYBAHAAM TONO, LI0 3ANPOBAKESHHA IMIH HE MATHME
HEraTHBHOIMO BILIMBY HA SKICTh, e(eKTHBHICTH, Desmexy

4, Posrnan maTepiamip moHO0 BHCCEHHA 3Min o
peecTpauifumMx matepianis mono mikapceroro lacoby, ARHE
TapeccTpoBAMMil  KOoMnETEHTHHM  opranoy  ClomyHeHHX
Ulrtarin Amepukn, 1llseiuapcskol Kondenepanii, Anouii,
Amcrpanii, Kawmaas, 3a UCHTPANi20BaHOW NPOLEIYPOIO
KOMTIETeHTHHM  opramom  Eponeficexoro  Cowody  Ta
JACTOCOBYETHCA HAa TEPHTOPIl TAKHX KpaiH 4M Jicpias -
qnenis  Esponeiicskoro  Colozy,  3aHCHIETRCE Y
scranonnenomy MO3 nopsaxy.

5.V pasi kKonu MicAA BHCCEHHA IMIN 10 peecTpailiinmx
MaTepiaiis, 3I0KpeMa 10 IHCTpysuil Opo 3ACTOCYBAHHA
NiKapeLKOTo 3ac00y B 9ACTHHI IMIHH NOKAIAHE, JIRAPCHEHIT
4acif cTac TAKMM, M0 MANANAE (HC MANAgac) nig Al
sareepikennx MO3 gprTepiis, M0 3aCTOCORYIOTECA MM Hac
BUIHAYCHHA JIKApChKHX  3aco0im, peKnaMyBaHHA AKX
safoposeso, MO3 Ha nigcraei  pekomenauii  Lewrpy
npeiiMae pitieHns Npo BiEHECCINA MKAPCEEOTO sacoby 1o
MKapChKHX 3acofin, peknamyBaHHA sxux 3alopoHcno (He
safopoHeHo), T BigNOBLIHI IMIHH BHOCATECS 10 indopmauil
Npo  CTATYC pCKIaMyBaHHA  Jmikapeskoro sacoly ¥
Jep#apHOMY peccTpl MiKapehbkux 3acobie Y xpaiti.

6. MO3 norogsye BEpOOHALITBO IPOTATOM Nepioy Ail
ROCHHOTO CTaHY Td PEAlIamiig Jio 348cplucHns TEPMIHY
NpHAATHOCTI  IPECCTPOBAHOND  Aikapcekoro  3acoly 3
yPAXYBAHHAM 3MiH, W0 He BHECEHi 00 peecTpamiiHux
MaTepiaiis, 33 YMOBH TOOAHHA 3AABHHKOM IHCTA 3
oBIpyHTYBAHHAM TOTO, IO JANPOBALKEHHS IMIH HE MATHME
NEraTHBHOTO BIUIMBY HA SKICTh, edeKTHEHICTH, Oemexy
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nikapeLKkoro 3acofy, T2 rapaTyBAHHA NPOBEICTNA YCix
BUANOBIAHKMX AOCHUDKEHL | BHECEHHA MX 3IMIH 10
PCECTPAINIHAOID JOCHE BIIMOBLIHO 10 BHMOI 3AKOHOJABCTRA
micus npunuieHis abo cKacyBaHHA BOCHHOrD CTAHY, ale He
MISHIINE WECTH MICAIIR 3 JHA NpUrIHHeHHs afo cracyBaHHA
BOEHHOTO CTaHY.

nikaperkoro 3acoGy, TA TAPANTYBAHHS INPOBCIEHHA YCIX
BiIIMOBIAHEMX OOCHULKEHL | BHECEHHA IHX 3IMIH  JI0
peecTpauliiHoOro A0CkE BLUINOBLTHO 10 BUMOT 33X0HONABCTEA
Micns NpHNHHEERHA 800 CRacypaHud BOCHUOIO CTaHy, ane He
Mi3HIIE MecTH MICHIE 3 THA NPHOIHHEHHE a0 CRacyBaHHA
BOEHHOIO CTANY.

IV. [IpuilaaTTa piluens PO NoBHY abo THMUACOBY
1afopony 3ACTOCYRAHHA JiKapchKoro 3acely T4 pileHHA
PO BiIMOBY B AepAan uiii peccTpanii JiKapesKoro
3acoby

#: MO3 moxe NpHAHATH Y BHIHAYEHOMY MOPAUKY
piticHEA mpo noeHy abo THMYacoRy 3abOpOHY JACTOCYBATIHA
nikapchkora  jacofy  UUIRXOM  NPHIHHEHHS i
peecTpaiifimoro noceigqennn Gel nosepnexns 300py 3a
AepiKABHY peEcTpamiig 1horo 3acoby ¥y pall BHARIEHHA
HCBIMOMHX  padime HeGeameunux HOro  BJIACTHBOCTEH,
JOKpPCMA AKILO:

mkapchkMi 3acid wKUMEMA Q08 300pOR’A  JNOTHEH
tafabo TepanesTuma edexTmrnicTs 3acofy BimcyTHa 3a
YMOBH JACTOCYBAHNA SrNO 3 IHCTPYKILIEND;

CENal MKApchKOro 3acoly He BLANOBIAAC 3AIHAYEHOMY B
pPeCCTPALIHHMX JOKYMEHTAX;

peecTpauiitni aoxymMenti abo inopMalia mpo BHECCHEA
IMIH 10 HUX, HAAAHL SAABHUKOM, € HEAOCTORIPHHMH,

1. MO3 siamorigmoe no Mopsaky npummnenna Aif
peecTpaniiinors  noceiguennn  pa  Tikaperknii  3ackd,
aareeprxenoro MO3 (naxi — Hopuaox npunnnenns il
peccrpauiiinoro noceigueHAs), npuiiMac pileHs npo
nosRy abo THMuacoBy 3abopoHy 3ACTOCYBAHHA NIKAPCEKOTO
jacofy  MAAXOM  NPHIOHHCHHA & peccTpaliiizoro
nocsigyenHs Oed nosepHenns  30opy  3a AcpmaBHy
peccTpalile. usoro 3acoby vy pasi BHABTEHRA HEEIIOMHX
pasime HebeIneyHHX HOro BIACTHBOCTEH, J0KPEME AKLLO:

1) nikapcekmii 3acib WKIATHBHI 1A 300p08" 8 HOAHHM
ta/abo TepaneeTHdEA clpexTHBHICTE 3acoly miacyTHA 3a
YyMOBH 3ACTOCYBAHMA FT1IHHO 3 IHCTPYKLIEK,

1) cxmad  niKAPCEKOTO  3acofy  He  BiANOBIAAE
38THAYEHOMY B PCCCTPALiAEAX NOKYMCHTEX,
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JAABHHE HE Eﬂﬁﬁiﬂlﬂ'-.l}"E EHKOHAHHA HAREIJEHHX ¥
PEECTPALNIHMX JOKYMCHTAX VCIX BHAIE KOHTPOM HKOCTI
roToBOro nikapeskoro sacoby ta/abo foro inrpesienTis, a
TAKO® KOHTPOIK, AKHI NPOBOANTLCA HA NPOMIARHNX CTALIAX
BHpODHHUTEE BIANOBIAHO 00 PEECTPALIHHNX MATEPIAMIB;

JANBHHE He 3a0eineyns BHEOHAHHA BMMOI, BHIHAYCHHX

ROIRLAIH-HEPEHEM--APYFIM-BVHRTY-7-Uso10 Lopaaey, v

su3HavcHnil MO3 crpok;
BHARACH] 1H  Hebeineunl AJACTHROCT] MIKAPCHKOTO
sacoby, axi suoHpuaTees MO3 3 ypaxysamHSM

MUAHAPOHOT NPaKTHEH;

mikapekknil 3acib ne Gyp ppeaennii » obir wa TepuTopii
YEpalHu NpoTaroM TpLOX POKIB 3 MOMEHTY HOro JepmasHol
peectpauil (nepepeectpanii), AKINO € HE IYMOBIEHO
cneundikow supobHMuTEa Ta/abo 3ACTOCYBAHHA TAKOIO
NKAPCHKONo 3acohy.

MO3 npuiiMae B YCTAHOBICHOMY TIOPANKY PITICHHA TIPO
THM9AcoBY abo noBHY 3ab0pPOHY 3ACTOCYBAHHA TIKAPCEKOTO
sacoDy  wnaxoM  NPMNMHCHHS  [il  peecTpauiifHone
nocBimdcHHA Ge3 mopepHeHHA 300py 33 ICpWEABHY
peccTpailiie Takoro 3acofy y pasi BcTaHoBASHHS (akKTy, MmO
IAABHHK (BacHHK  pecCTPalliiHOre  NOCBLIMEHHH)
NiKapeREOro 3acody afo YNOBHOBAKEHHI HHM NPCACTARHHK
npaMo abo onocepenkoBaHo € NoB'sS3aHHM i1 cyl'ckTamu
FOCHOMAPKOBAHAA,  BEKIIOYAI0YH  IX  [IPEACTABHMKIB,
BiMOKpEMIACHT  miaposmion  (imi, npeacTaBHMLTEA),
MUEHIIATIB, SAABHHKIE, BUPODHHKIB Ta NOCTAMANLHUKIE, 2K
OpoBaATL  npAMy  abo  onocepeakoBaHy  JIANBHICTL 3

3) peecrpamiitai  goxymertd abo  indopMaltia  npo
BHECEHHA 3MiH [0 HHX, HaAaHi 3JAa8BHHKOM, €
HELOCTOBIPHHMH,

4) zaspnuk e 3abdeinedye BHKOHAHHA HABSNCHHX ¥
peECTPALLIHHAX NOKYMEHTAX YCIX BHIIB KOHTPOMO SKOCTI
roToBOIO Aikapchbkoro 3acoly Ta/afo iforo iHrpemicHTIB, a
TAKOH KOHTPOIIO, AIKHIT NPOBOJNTLCA Ha NPOMIKHHX CTAIIAX
BHPODHHUTEA BIAMOBITHO 0 PECCTPALIHHMX MaTepiaTin;

5) sampamx  ue 3ale3nedus BHKOHAHHA BHMOT,
praHadcHEx myakTom 1 poamiay HI usoro [opaaky, y
pu3navuenuit MO3 cTpok;

6) nusBacHl mun #edeInevsl BIacTHBOCT TKapCLKOro
sacofy, #Aki BmHasaloTees  MO3 3 ypaxypaneam
MIKHAPOIHOT IPAKTHEHN,

7) mikapcexmii 3acid ne Oys ssejaennit 8 oDir Ha
TepHTOPIT YEpaiuy NpoTATOM TPLOX POKIB 3 MOMEHTY #oro
Acpwannol  peccrpauii  (mepepeectpauii), #EI0 Ue  He
IYMORIEHO cemmpiko supobHuLTEa Ta/abo sacTocysaHHd
TAKOID NKapcsKoro sacoby.

2. MO3 npriimae B YCTAHOBICHOMY NOPAIKY PilICHHA
npo THMuacopy abo nosny  3abopony  3acTOCYBAHHA
Jikapcekoro  3acoby  MUMEXOM  NPHIMHCHHA i
peecTpamiiinoro nocsigdenns Oe3d nosepHenus 30opy 3a
JlepaBHy peccTpailii Takoro sacoly v pasi BCTAHOBICHHSN
thaxTy, WO 3AABHUK (BIACHHK PEECTPALIRHOTO NOCHIIMEHHA )
MEAPCHEROro 3acoby abo yNOoBHOBAKSHHIT HIM NPSACTARANK!

1} npamo abo onocepeaKOBAH0 € NOB AIAHAM I3
cyh'exTamu rOCNoapoBaHIN, BEJTIOHAIYH ix
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BHpOGHANTEA JEAPCHEMX jacobin HA TEpUTOPil AepHaBH-
arpecopa (Pocificekol dbenepanii) abo Pecnybniku BLUIOpYChsy
afa mens 23 mororo 2022 p. pUMAATH NPABOMHHH IMOAD
yuacTi xo4a O B OHOMY 3 eTanis BAPOBIALTEL TIKAPCHEOND
agcofy ud  AD]  DIANPHEMCTBEOM, POITANIOBAHMM  HA
TepHTOpii JepKABH-arpecopa (Pociiiceroi Denepauii) abo
PecnyGnikn Binopych, HaaasanH TAKOMY miAOPHEMCTEY B
KOPHCTYBAHHA dapMALEBTHIHI MaTepianbHi abo
nemarepiankii axmen abo noB'A3aA1 3 HMMH [IATEHTH,
no3BoMH, fMilenail, peccTpamiiii NOCBUIMCHHS, 1PaBa Ti s
AOEYMEHTH, HeoDXigHl N8 sHpoOHHIITEA (papmauesTHHHO!
NpOAYKIii, y TOMY HMCHI JIKAPCLKIX 3acobiB, a TaKo®
pupoGanuTea AM1, anilcHOBANH NEpeAty ix v HaliManHA
(operay) abo siaHyiyBaiH iX npaMo a0 ONOCEPEAKORAHD Y
BUACHICTH PEIHACHTIR  JIEpWaBsH-arpecopa {Pociitcekai
Mencpamii) abo PecnyGuikn binopyck and BUPOOHHITER
dapmauepTuumoi  npoaykmit. Y pasi  BCTAHOBIETHA
agapagenaro daxTy pllciHd 1po THMHACORY abo noBHy
3aGOpOHY  JACTOCYBAHHA  [IKAPCRKONO saco0y ULIAXOM
npunmAnedns i peecTpauifiHoro  NOCBITHCHIA hes
nosepHelna 3Dopy 3a AcprRaBNIY peecTpatiii npHiiMacTsCa B
ycranosnenomy MO3 nopaggy. Ipu soMy pilIeHHs 1po
nosHy 3abopony  NKAPCRKOTO sacofy npuiiMacTRCA HE
paHillie Hik Yepe3 TPH MiCALI Nic/s DPHIHATTA pllllentd Npo
THMYACOBC 3YTIMHCHHA 1l peecTpaLiiHore AOCBIA4EHAN HA
rakuit mikapcexuil 3acif 38 TIOTOJUKEHHAM 3 KabineTom
| MimicTpin  Ykpaind Yy padi, KONH JaABHMK (BAACHHE

npeacTaBHNKIB, BiTOKPEMIEII pimposminm  (himi,
npeACcTABHALITEA), NiensiaTie, JAABHEEIS, BRpOGHHKIE T2
HOCTAYANLHHKIR, Ki NPOBAIATE IPsMy 400 oNocepelKoBay
AlgTEHICTH 3 BHPODHIITEA NikapCLKIX sacobip #a TepHTOpIi
NepKaBH-arpecopa (Pociitcskol drepepanii} abo PecnyGmikn
Binopycs;

2) micna 23 moToro 2022 p. BYMHATH NPABOMHHH MOL0
yuacti x09a O B 0fHOMY 3 eTamip BHpOGHNLTES TIKAPCHEOD
acoBy i A@I MAIPUEMCTEOM, POITAINORATHM Ha TepRTOPIT
nepaas-arpecopa (Pociilcskol chencpanii) abo PecnyGmikn
Bistopych, RATABLIN TAKOMY NUIIPHEMCTRY B KOPHCTYBAHHHA
drapMalicsTHYHI marepiainsii abo AeMaTepianbHi axruEn abo
OB’ A3AHI 7 HHMH NATCHTH, J03BOJH, mueHsii, peccTpauiiHi
NoCRIAYEHHR, lpasa Ta il QOKYMEHTH, HeobNIAH]L A
RHpOOHHITEA drapMaliesTHUHO ApOAYKUIL, ¥y TOMY qHC
MKAPCHEHX qacoDiE, 4  TAKOK sHpobHILTRE Al
gpificHiosanu  nepenady ix y VaHMAHHS (openay) abo
piyKysamm X npaMo abo onocepeIkoBao y RAACHICTh
PEIHICHTIR [CPAABH-ArPECOpa (Pociiicekol Denepauii) afio
Pecnybrixit binopyce mans BHpOGHIITES (HAPMALERTHHHOT
npoay &Il

Y pasi BCTAROBICHHA JA3HAYCHUL daxris, piarenns
npo THM4acopy abo noBHY jafopony 3IacrocyBann#
aikapenkoro  acofy  maAXOM npunuEenna  Af
peccTpanifinoro nocpigdenna Gel noseprennn bopy 3a
NepAABHY  PeeCTpaliin NpPHIMACTHCR piinosigno 10

[MopRaky MpUInHHenns nii peecTpattiinoro noceiivenn.
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pe&rpm:ii‘mum NOCBIZIMEHHES)  NPOJOMKYE  IAIALHICTE,

ACPEAGINEHY HEfHEHAM- PRI HEOFG 631y

o [ PSR

Tipy UBOMY PITICHHR PO MoBHY 3ab0poHY TKAPCEROTO
3acoby npuiiMaeTECcA He paHiie HiX Hepes TPH Micm nicns
NpHAHATTA  pilleHHS Npo  THMYACORE  SYIMHEHHS A1
peccTpaliiinoro noceigacHia Ha Takmit nikapeskuil 3aci 3a
norogaenaam 3 Kabinerom Minictpis Yrpainn y pasi, konm
JAABHUK (BIACHHK PEECTPALITHHOID NOCBIIYEHHA ) NPOJOBKYE
AiSALHICTR, mepeabatueny ablanamm apyram — Tperim
HBOTO NYHETY.

9. Pimenss npo BIIMOBY B aepwassiil  peectpanii
NKAPCHKOTD 3aco0y NpHHMAETRECK Yy padi, KoaM mig uac
CKCTICPTH3H PEECTPANIHHNY MATCPIANIE HE NUITRCPIHIHCA
BIAOMOCT] IM0A0 ederTHBHOCT], Gesnekn Ta AKOCTI Takoro
JIKapCBEEOTO 3acody.

IligcTaporo And  BiAMOBH B JICpWasHiil  peccTpaini
JiKapchkoro 3acoby, sikui JapeccTpOBANMH KOMUETEHTHHM
opraniom Cnonyuenux [lratis Amepnrn, Ilneiinapeskol
Kondenepaimii, HAuonii, AncTpanii, Kanwam, 3a
HEHTPANIZOBAHOI TIPOUEIYPOK) EKOMNCTCHTHMM OPraHOM
E€rponciicekoro Cowo3y Tad 34CTOCOBYETHCA HA TEPUTOPIl
TAKIX Kpain 9m jcpas - gnenis Erponeiickkoro Coosy, ©
HENOAAHHA BIITOBIIHHX MATEPiatdis Ha Takuil NIKapCHEEHIT
sacif, nepenbavennx wywwFom—3' nporo TMopaaky, abo
nofaHHA ix ¥ HenorHoMy 00CcA31; BHABICHHS pO30BKHOCTEH ¥
NOJAHHMX MATEPIANEX, WO BINAHBAIOTE HA C(EKTHBHICTD,
Desnexy T SKICTh TAKOTO JIKAPCHKOTO 3acodys; BHABIEHHA
HEBIAMOBIAHOCTI  HAHMCHYBAHHA  BHPODHMES  TaKOIo
JiKapeekoro 3acofy, oo MICHEINAX0/UKEHHA Td AUPECH

3. Pimenun npo BiaMoBy B JepsasHiil  peecTpaiii
AixapeeKore sacofy npuitMacThCA ¥ pasi, KoM My wac
CRCTICPTHIH PeecTpailiiiiMx MaTepianis He NiLTBEPIHTHCA
sigoMocTi moao eeKTHRHOCT], De3NeKH Ta AKOCTI TAKOTD
IHKapcREOro 3acoby.

4. TlijcTaso IR BIAMOBH B IepXanmiil peectpaiil
nKapChKOTo 38cofy, SKH 3apecCTPOBAHHA KOMTICTCHTHHM
opranom Conomyaernx Lraris Amcpusn, Llsefitapenkol
Koudeacpanii, HAoomii, Ascrpami, Kanaim, abo
KOMIETEHTHHM opradom  €sponeiickkoro  Cowosy  3a
HEHTPALiI0BAHOK MPOLEAYPOK T4 JACTOCOBYCTRCR  Ha
TEPHTOPIT TAKHX KPaiH uM acp#as - wieHp Ceponelicekoro
Coioay, €.

1) HenogaHHs BIANOBLTHMX MATEPIAnis WA  Takui
nixapenkmii 3acib, nepenbavenux mynkrom 17 poaniny 11
usoro [opanky, a6o noaanis ix y senosnomy obensi;

2) BuABACHHA PO3OLKHOCTEH ¥ NOAAHNX MATCpIAnax, wo
BIUIHBAIOTE HA ceKTHREICTE, Oesneky Ta AKICTH TaKOIo
NKAPCLKOro 3acolby,
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BHPOORWYHX TOTYMHOCTEH, JajsHavcHHX Yy 3aspi  1po
JEPHARNY PeCCTpalliio NIKapchkoro sacoby, indopManii, Ha
mcTasl AKOl Takil nikapcekuil  3acité  3apeecTpoBaHO
KoMmeTeHTHMM opranom Coomydenux [lrarie Amepusm,
Lseiinapesrkol Kondeaepawii, Snowil, Ascrpanii, Kanaan
yi Epponefickxoro Cowasy, [ligcrapoi oA siaMoBH B
Aepaasniii peccTpami Aikapeekoro 3acoby, skmii nianarac
JAKYTIBAL 334 PesVviILbTATAMH  JAKYMIBCNRHOI MPOIEAVPH,
MPOBEAEHOT CHEUIANIORAH0I0 OPTAHIZALIER, AKA 3MIHCHIOE
IAKYIIBN, HA BHKOHAHHA YIOIH WoAo 3akynisni mix MO3 Ta
BUNMOBLHOK CHELIANIORAH0I0 Opranizamico, Aka 3uiicHIoe
SAKYMIBLL, € HENOJAHHA RIINOBLIHEX MaTepialis Ha Takwuii
TKAPCHKMi 3310, BHIHAYeHHX AyixFem3-unoro Mopaaxy,
abo nomanHs X Y HenorHoMmy o0CAli; BHARICHHA Y
3AIHAYCHEX JOKYMCHTAX poalikHocTedl, Wo snnuea0Te Ha
ediewTHRHICTL, Gesleky T2 AKICTE TAKOFO JIKApCEKOTO
38C00Yy  BHABIEHHA  HEBUINOBINOCTI  HaliMeHyBaHHA
BHpODHHKA  TaKOro  INKApCRKOTO  3acoby,  iioro
MICLIC3HAXOECHHS Ta aApecH BHpPODHMUHX NOTYIKHOCTEN,
3A3HAYCHHX Y 3AHBI NPO AepEasny peccrpanin, indopmanii,
Ha myicTanl sKol 1ell mkapcekHil 2acid sapeecTpoBanmil
BHABICHHA HEABTEHTHYHOCTI NEPEKIANY TEKCTY MAPKYBAHHA
YIAKOBEM Takoro jgikapenkoro saco0y abo iHcTpykuii npo
JACTOCYBAHNA Takoro Nikapcekoro 3acedy. [lincramsow ans
BLIMOBW B JICPAABHIH peecTpailii NiKapceKoro 3acody, AKMi
AKYNOBYETHCA 0C0DOK0, YINOBHOBAMEHOWD HA ITiiCHEHHR
JAKyniBeNs y ciepl OXOpOHH 300POB'S, TA NPH LBOMY €
JAPECCTPOBAHHM  KOMIETEHTHHM opradoM  CnomyyeHHx

3)  BMABNEMHAR  HENLOBIAHOCTI  HARMENYBAHHS
BHpOOHHEA  Takoro  jgikapekkoro  3acofy,  iforo
MICHIC3HAXOKCHHA Ta aapecH BMpoDHHYHX NOTYRHOCTCH,
WIHANCHHUX ¥ JARB] PO JACPRABHY PECCTPALIID MKAPCHEOTD
sacoby, indopmali, Ha niacTasi aKoi Takui Nikapesknii 1acio
JAPLECTPOBANO  KOMNETcHTHHM  opradom  Coomydenmx
Hltaris Amepurn, lsefmapcskoi Kondenepawi, Anowii,
Apcrpanii, Kanaan un Csponeiicsxoro Conay.,

5. Migcrasom AN8 BIIMOBH B JepaBHIH peccTpauii
mikaposkoro  3acofy, sKHA  myErae  saxymimm o 3a
PeIVILTATAMH  3AKYNMIBCIRHOT NPOUSAYPH, TPOBEICHOL
CHCLIANI30RAN00 OPTARIBAIICK, AK2 AMHCHIOE JAKYIIRII, Ha
BHKOHAHHA VIO oo sakyviia mix MO3 1a signorigson
COSIHANII0RAHOK OPIAHIZALICI0, 9Ka IUIHCHIOE JAKYINRIL, €2

1) HemomaHHA BiNMOBITHMX MaTepianie Ha Taxui
MEAPCEEHA 3acih, su3naveHux nyuxvom 18 poagiay I
usoro Hopaaky, abo noasnns ix y nenosnoMy obesil;

1) RHARICHHA ¥ 3a3HATCHHX JOKYMeHTaX po3dLKHOCTEH,
IO BIUTHRAIOTH HA eieKTHBHICTL, DeIneky Ta AKICTh TAKOIO
MKAPCLKOTD 3ac00Yy;

3) mUABNEHHA  HEBIONOBLIHOCTI  HAalMeHYBaHHA
PHpODHEEA  Takoro  jikapcekoro  zacoby,  #Horo
MICUEIHAXOMMENHS TA aqpecH BHPoDHRYNX NOTYHRHOCTEH,
JA3HAYCHAX Y 3881 PO JepkapHy peecTpailiio, indopmani,
H2 MiCTaBl AKoi ued Nikapcwkui 3acid sapeecTpoBanni;

4) BHABNEHHA HEABTEHTHYHOCTI NEPeKnagy TeKCTy
MAPKYEAHHA YIAKOBKM TAKOro nikapcekoro 3acoby abo
IHCTPYELII NPO 3aCTOCYBAHHA TAKOro JIKAPCLKOTo 3acoby.




LltaTis Amepukn, Llsefinapcsxoi Koudenepanii, Anosii,
Asctpanii, Kavaan Ta 3acTOCOBYETLCH Ha TEPHTOPIT TAKHX
kpain abo xKoMneTeHTHIM opranom €rponeiickkoro Coway
33 NEHTPATII0BAH0K TPOUEIYPO0 Ta JACTOCOBYCTLCH HA
TEPHUTOPIT Aep#as - wuneHis Epponeicekoro Coway, €
HEMOIAHHA BLIMOBLIHMX MATEPIANE Ha TAKHI MKAPCHKHH
3acif, suIHaveHnx wymxrem—3* pporo Ilopaaky, aba
NOMAHHA X ¥ HENOBHOMY ODCA3ly BHABNEHHA ¥ NOJAHHX
MaTepianax poIGiAmHOCTEH, D BITHBAKOTL HA eeKTHRHICTE,
Deanexky Ta AKICTH TAKOMO  JIKAPCBKOTO  3acoldy,
HEBIANOBLAHOCTI  MAlMEHYBAHHA  BHPODHMEA  TAKOIO
MIKAPCHKOTO 3acoby, iforo MICHEIHAXOMKCHAA Ta AJpocH
HOTO BHPODHHYHX MOTY:KHOCTEH, J2lHAYEHHX Y 34881 Mnpo
JepAABHY peccTpauiio Jkapcsxoro sacody, iHopMmauii, Ha
migcTasl #Akol Takmil mxapeskuit  3acid  3apeecTpoBaHO
KoMieTeHTHEM opradoM Cnoayuennx LlraTis Amepuksy,
Lseinapeskoi Kondenepani, Anomi, Ascrpami, Kananu
abo €pponeiicexoro Cowoly; BHARICHHA HCABTCHTHYHOCTI
mepeknagy  TeKCTY  MAPKYEAHHA — YOAKOBKH — Takoro
MKAPCHKOTO 3acoDy, HCIPYKUI [P0 3aCTOCYBAHHA TAKOIO
mKapcekoro sacofy abo KopoTKOl XapakTCpHCTHENH TaKoro
nikapcekoro zacoby. [ligcrago Ans BIIMOBH B JepHaBHIR
peecrpamii  mikapcskoro  iacoby, HKMH  3AKYTNIOBYETRCH
0CoDOK, VIIOBHOBAAEHOK HA 3TUHICHCHHA JaKYIIBEIL ¥ chepi
ONOPOHH 310pOE"H, HEIANEKHO BLI KPalHK BHpoDHUKA, ¥ pa3i,

6. Iliacrapol A1a BiAMOBM B NEpKABHIA peccTpaiii
gikapcexoro  3acoly, AKHH  JAKYNOBYCTRCH  0C0DOIO,
YIOBHOBAXKCHOIO HA 3M1ACHEHHA JaKYTTIRETE ¥ CPEp! OXOPOHH
3M0POR'S, Ta NPH UBOMY € 3APECCTPOBAHHM KOMIIETEHTHHM
opradom Cnomyuenux [rarie Asmepusw, llseiinapcsxoi

Kondeaepauii,  Mnowii,  Ascrpanii, Kanaam Ta
JACTOCOBYETHCH  HAa  Tepuropii  Takux  kpain  abo
KOMICTEHTHHM  oprasoM  Esponeiicskoro  Cooly 34

NEHTPANTIIORAHOI NPOUCAYPOK! Ta  3aCTOCOBYETECA  HA
TepuIopii fepikan - wienin Esponeiichkoro Cowosy, €:

1) wenoganHs BLANOBIAHMX MATCPIATIE HA  TAKWH
mKapcekMil 3acid, Bu3HaveHHXx nyHEToM 19 posminy 11
usoro [Hopsaaky, abo noganus ix y HenosHoMY o0Cca3l;

2) BHABICHAN ¥ NOAANHX MaTepianax posbimnocTei, mo
BILIHBAKOTh HAa COCKTHRHICTE, Deineky 1a SKICTR TAKOro

nikapcskoro  3acoby, HCBUMOBIINOCTI  HAAMEHYBaHHN
BHPOOHHKA TaKOro  fikapeskoro  sacoQy, ioro
MiCHEIHAXOMKCHHA Ta  agpecH  Horo  BHPODHHYHX

NOTYHMHOCTEH, 3aIHAMEHHX ¥ 34981 NP0 AC[KABHY
peccTpaitino mikapcexoro sacofy, indopsaiii, Ha miacrasi
AKOT TAKHH JTIKAPCHEHI 3acif 3apeccTPORAH0 KOMIETEHTHHM
oprasos Coomyvedux Ilrarin Awmeprrn, Hlseiuaposrol
Kondeaepauii,  HAnowii,  Ascrpani, Kanam  abo
€pponeiceroro Coway;

KOJIM  JIEPKARHA  pPeecTpallil  nikapchkoro  3acoby 3) BHARACHHA HCARTCHTHMHOCTI NEPEKiIany TexcTy
SMACHIOCTRCE 13 MapKyBAHHAM T4  IHCTPYKILEK [pO | MAPEYBAHHR  VIIAKOBKM  Takoro nikapcskoro  3acody,
JACTOCYBAHKA  JIKAPCEKOro  3acody, [0  BUINOBILAKTL
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BMMOTAM YaCTHH IEPIIOT, ApYToil, TRETLOT T2 1’ w10l cTaTn 12
Jakony Yrpaiuu «Ilpo nikapceki sacobiw», € HENOIAHHA
RIANOBIHUX  Marepianis Wa Takwil nikapeexnil  3acib,
RanaycHIX Bymeres-3” uporo Topanxy, aGo nopaHHA Xy
HENOBHOMY obCii; HENIATEEPIACHHA BHCHOBKIB 1100 HOO
ederTHRAOCTL T2 GeaneyHOCTl; A-Fawew-y-padi-BHABASHIR
HEBIMOBIHOCTI NepeKnagis TCKCTY MAPKYBAHHA YIaKOBKH
fikapewkoro  sacoby, IHCTPYEOIL  (p0 3ACTOCYBAHHA
nikapenkoro  sacoby abo  kopoTkOl  XapaKTCPMCTHEH
nikapckkoro 3acofy. TTincrasoo ans BUIMORK B AepanHiil
peectpauii nikapcekoro  3acofy, SKHil  3AKYIIOBYCTLCH
ocoBa, YNOBHOREKENOI Ha iicHenH sakyTipers y cepl
OXOPOHMN JNOPOE’ A, HEIANEKHO B KpaiHK aupobHIKa, ¥ pasi,
KOIM  JEpacBHE  percipamin  nikapenkoro  3acofy
HHCHIOEThCE 11 MapkyBamnaM, IHCTpYkKUi€io  npo
3aCTOCYBaHHA  Jikapchkoro  sacofy Ta KOpPOTKOWO
XAPAKTEPUCTHEDI0  JIKApCRKOID  3ac00y, BHKIANCHHMH
MOBOID OPUTIHATY (MOBOW, BiAMIHHON BiA JepmanHol), €
HETONAHHA BiINOBIIHUX MATEPIANis HA Takuil JIKApPCHLEMI
saciB, pussadcnnx wyarerem-3® usoro Topaaky, abo noganns
ix ¥ Hemonnomy obcrsi, HEMATEEPECHNA BHCHOBKID D10
ioro edesThrHocti Ta Oe3nedHOCT], a4 TAKOK Y pasi
BHABJIEHHA HEBIINORIAHOCT NEPEKITATIR TEKCTY MAPKYBaHTIA
YHAKOBEN NIKAPCHEOTD 3ac00y, IHCTPYEIIT PO 3aCTOCYBAHHA
nikapcekoro  sacofy abo  KOPOTKOI  XapaKTepHCTHKH
niKapceKoro sacody.

IMCTPYELI] Npo 2ACTOCYBAHAR TAKOTO NIKAPCHEOIY tm::crﬁﬂ
abo KOPOTKO! XapAKTEPHCTHRN TAKOTD NIKAPCHEOTO sacoby.

7. Tincrasow 018 BIAMOBH B ACpicaBHI peectpaiil
pikapewkoro  sacofy, sxMil  3aKYHOBYETHCR ocoboe,
YNOBHOBLKCHOK HA 31ICHENHA JAKYMRCAL ¥ cipepil oXopoHH
340pOB’A, HEIANCHKHO BN Kpaiu BHpOOHMKR, ¥ pasi, KOMH
JACPAABHA peccTpailis MiKapckkoro 3acoly 3MACHIOETRCS 13
MEPEYBAHHAM TA  IHCTPYKLIEW QPO 3&CTOCYBAHHA
nikapekkoro  jacoy, o BUINOBLIAIOTE  BRMOIAM
waCTHH Mepioi, Apyrof, TpeTroi Ta maTol crarti 12 Jakony
Yrpaing «Ilpo aikapeeki sacobuy, €

1) wenopanns BiAMOBLGHMX maTepianis Ha  Taxdi
nikapeekuii 3acif, suasascHux mymkrom 20 poaiay I
nporo [opsnky, abo nojanns ix y HenosHoMy ofcasl;

2)  ENiATBCPUKEHHA  BHCHORKIB oo
etherTUBHOCTI T2 Ge3neuHOCTI

3) HEBLANOBIAHOCTI NEPCKNaiis TEKCTY MApKYBAHHS
ynaxonry Nikapcekoro 3acoby, IHCTPYKUIT ITPO 3aCTOCYBANHA

foro

migapcekoro  sacofy  abo  KOPOTEOL  XAPAKTEPHCTHEH
NEAPCEROID 38C00Y,

8. [MigcraBolo Ans BiAMOBK B jiepaasHiii peecTpanii
mikapcekoro  3acoby, AKHA  SAKynoByerheR  ocoboiw,

YIOBHOBLHEROI0 HA 1iHCHEHNA JAKYTBEIE Y cthepi oxopoHH
3A0POB'S, HEIANEAHO BNl Kpaind supoliika, ¥ pasi, Kot
nepAaBHA PeecTpanin JAikapeekoro sacoby IMACHIOETRCA i3
MapKyBAHHEAM, IHCTPYKIIEW NP0 3ACTOCYBANHA NKAPCHRONO
3acoby T4 KOPOTKOK) XapaKTEPHCTHKOI JTiKapesKoro 3acoby,
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Y  nepsxasniil  peectTpaiil nikapeekoro  sacoby MO3
BIAMOBJSE ¥ Pasi, KOAH 38 peaylbTaTaMH CKCnepTHIn Ta/abo
POMIRLY peccTpariiinux Marepianis, AKI J0JAOTECA 10
JAKBH [P0 JEpiABHY peecTpamiio jJikapcekoro sacoby,
BHHBICHO, 10 m—ﬁ—n&uﬂ—l—wmmuﬁﬂ
MKAPCHKOro  3acoly  JMHCHIOETHCH  NMUITPHCMCTBAMME,
BHPOOHHYI MOTYKHOCTI XEMX PO3STAIOBAHI HA TepHTOpIi
nepxasu-arpecopa (Pocilicexol Peacpawi) abo PecnyGmiku
binopyce.

AMKIAIEHHMH MOBOK OPHTTHALY (MOBOK, BIIMIHHOI BL
JCPAABHOT), €

1) wHenopaHHA BiANOBIIHMX MATEPIANIB HA TAKMA
nixapchiitit 3acif, suanavennx nynxrom 21 posminy II
usoro [Mopaaky, abo noganns 1x ¥ HenosHoMY obeasi;

2)  HENUITBEPIKEHHN  BHCHOBKIR  Wopo  fforo
ehexruaHocTi Ta Ge3reunocTi, 3 TAKOX Y pasl BHARICHHS
HEBLINOBIAHOCT] NEPEKAAIB TEKCTY MAPKYBAHHA YIAKOBKH
nikapcekoro  sacoDy, IHCTPYKIT  NpO  38CTOCYBAHHA
nikapcekoro  dacoly abo  KOpOTKOI  XapakTCpHCTHKH
NKapCEKOTD 3acody.

9, V nepasniil peectpatil mikapeskoro saceby MO3
pinMonane y pasi, koiau nadpano sakonnoi chan pilienns
cyay, o BHACTINoK Takol peccrpanii Gyayre nopymeni
axuimeni marenrtom Vipaiaw ununi smaiinosi npasa
inrenexryansnoi  paacmocri, ¥ TOMY 4HchH  npu
BHPOOHMITRI, BUKOPHCTANNI, NUPOIAKY JiKAPCHERX
sacobie. Konii pimennn cyay Hazawthes ao MO3 1a
Hewrpy.

10. ¥ mepxasuiil peectpamii mxapcskoro sacody MO3
BIAMOBIIRE ¥ Pa3i, KOAN 3a PEayIbTATAMN excnepTrs Ta/abo
POICMLY PEECTPMUANMX MaTepiaiis, HKi I0JAKTHCE A0
WABH NP0 ACPEABHY PCECTpaliie Mikapeskoro 3acoy,
HBHERAEHD, MmO oawe, Kexkiaeka alo Bei eranm
pupolinuurea, B Tomy 4ncii poipobia Talabo wainiuui
BHNPOGYRANHA (32 YMOBH, SKUI0 BOHK PO3NOMATi micas
NoYaTKy nosHoMacmralinoro pociickkoro BTOPruenns s
Vipainy), MEAPCEROMD sacoly aiiicHIOC THCR
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[Ipo Binmosy B peccTpaiil mkapeskoro sacoby MO3 vy
CTPOK, W0 HC MEPeBHINIYE JAecaTh pobDoqMX JHIB, HANCHIAEC
JAABHHEY  NHCBMOBY  MOTHBOBaHY  Bianosias.  Haw

FHER PRI —IReaiy—ARHH—3aRYHOBYVEHLUI—00aBo10,

MNPHEMCTBAME, BHPOOHHTI MOTYRHOCTI AKHX POITALIOBAHI
Ha TepHTOpii nepwann-arpecopa (Pociiiceroi enepauii) abo
Peciiybnikn binopyce.

11. lpo pimMoBY B peecTpatii Nikapcrkoro sacoby MO3
Y CTPOK, 10 HE NEpPEBMUIYE JCCATL POOOUHX JHIB, HAICHNAE
JARBHMKY NHCHMOBY MOTHEOBAHY BIINOBIL,

Pimeana npo sigMosy moxe GyTH OCKapskeHO ¥
NOPAAKY ANMINICTPATHBIOIO OCKAPREHN BiANOBIAHO 10
3aony Yepainn «llpo agminicrparneuny nponexypy»
Ta/ado B CYIOBOMY NOPRAKY.

V. llepepeccrpanin aikapeskoro sacofy

+0.  llican 3aKIHMEHHEA CTPOKY, TNPOTATOM  HKOLO
NOIBONAETECA JACTOCYBAHHR NiKapeRROro 3acoby B Vkpain,
HOro moaaiblie SACTOCYBAHHA MOXIHBE 33  YMOBH
nepepecTpanii.

Hepepeectpanis  nikapeskoro 3acoby, B TOMY uMchi
JHKAPCHLKOrO 3acoby, AKHIl JAPecCTPOBAHMIE KOMICTEHTHHM
oprasomd Cnonywenmux [llrtaris Amepuxn, lsciinapcrkoi
Konenepawni,  fAnomil,  Ascrpanii, Kawmamn, 3a
HCHTPAM3OBAHOI0 NPOLENYPOI0 KOMIETEHTHHM OpraHoM
Esponeiicskore Coo3y Ta 3aCTOCOBYETLCA HA TEPHTOPII

1. [lican 3aKinYcHHA CIPOKY, [IPOTATOM AKOIO
AOIROMACTHCA JACTOCYBANHA MKapckKkoTo 3acofy B Yrpaiwui,
HOI0 NOJANLIIC 3ACTOCYRAHHA MOMUIMBE %3  YMOBH
nepepeccTpanii,

2. llepepecctpania nikapchkoro 3acoGy, B TOMY “HCI
nikapeskoro sacody, SKHH 3apeecTPOBaHHI KOMNETEHTHHM
oprasoym Cromyuennx Lltatie Amepuxn, Llsefinapesxol
Kondenepanii, Hnonii, Ascrpani, Kamam, abo
KOMNETEHTHHM  opraHom  Esponeiicekoro  Comozy 33
UCHTPANIZORANO0K)  TPONEIYPOK TA 3aCTOCOBYETBCH  HA
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TaKHX KpaiH 4# Jepskap - anema Ceponcicekoro Cowosy,
nikapchkoro  3acoby, SKHiA 3akynosyetees  ocobowo,
YIOBHOBKEHOW HA  3OifiCHCHHA 3akymieens vy  cdepl
OXOPOHH YIOPOB'S, TA UDPH ULOMY € 3apeEcTpOBAHHM
KoOMneTeHTHHM oprasoM Cnomyqennx ltanis Amepurn,
LU seiinapeskoi Kondeaepauii, Anowii, Ascrpanii, Kanaan Ta
JACTOCOBYETRCA Ha  TCpHTOpil  Takux  kpain  abo
KOMINeTeHTHHM  opradom  €sponeiicskoro  Colosy  3a

HEHTPAMIZORAHOIO NPOLSIYPOI0 T4  JACTOCOBYETHCA  Ha
TepHTOpill nepaas - wacHis  Erponciicekoro  Comoay,
Jikapcbxoio  sacofy, HKMi  3akynosyetsca  ocobono,

YOOBHOBAKCHOIO WA 3OlicHEHHN  3akyuiseas v cdep
OXOPOHH 3I0POR’S, HE3IANCHKHO Bil KpaiHH BHPOOHHER,
anifcHioeTees MO3 wa mincrasl 3aseM, peecTpauiiHax
Marcpianie Ta BHcHoBEY [lewTpy, SkHd MICTHTH, 30KpeMa,
BIIOMOCTI OO0 CHIBBITHOMICHHS OYIKVRAHOT KOPHCTT 10
MOAIHBOIO PHIMKY 0iJ Yac 3ACTOCYBAHHS MIKAPCHKOTO
ncofy (KpiM aKkTHBHOTO apMaleBTHYHOIO IHTPeienTa Ta
npooykuii «in bulks), cknanenoro v muzxasenomy MO3
NOPAAKY.

MO3 npmiiMac  pilicHHA  Mpo  NepepeccTpaio
nigapcekoro 3acofy afo BLIMOBY ¥ Takid nepepeectpauii y
MICHYHHHA CTPOK ITICAR OTPHMAHHA 3aIHAYCHOT0 BHCHOBKY.

PimeHHs mnpo BUIMOBY B JACpWaBHIH nNepepeccrpanii
NiEApCEEOTO 3aco0y NPHAMAETHECA y pasi, KONM mij uac
CKCTIEPTHIN  PEECTPAllAHMX  MaTepiams Ha  niacTasi
CKCINEPTHOT OLIHKH OHOBASHMX JaHHX 11010 CITBRUIHOUWIEHHA
KOPHCTR/PHIME HE OTPUMAHO NUITBEPIAMENMA NOIHTHBHOMD

TepHTOpPIl TAKHX Kpaill 4H Jepkas - WIeHIB €Bponeicsroro
Coway, Nikapceroro 3acody, SEMil 3aKYTIIOBYETRCA 0coDMO,
YINOBHOBAKEHOIO Ha 3nificHe 3akynisens y cepl oxoponn
IOpon’S, T OpH ULOMY € APECCTPORANAM KOMINETEHTHHM
opranoM Coomysenux [lraris Asepurn, lieefimapcskoi
Kondenepawii, Hoomii, Aspcrpami, Kasmamn Ta
JACTOCOBYCTRCA  Ha  TepHTOpil  Takux  kpain  abo
KoMreTeHTHHM  opradom  Csponeficskoro  Corozy  3a
HEHTPANIS0BAHOI0  NPOLEAYPOID T8 JACTOCOBYETRCRE  HA
TepuTopli acpskam — uneis  Esponeiicsxoro  Coway,
nikapcekoro  3acofy, SRHI 3aKynoByeIrsca  0coboI0,
YIIOBHOBAKENOH HA JATHCHEHNA JAKYITIRENE Y Cepi OXOPOHN
INOPOR'S, HEIANCKHO BiJl KPATHH BHPOOHHEA, JAIHCHIOETLCA
MO3 Ha miacTaBl 3assd, PEeECTPaLiiiHMX MaTepiamie Ta
srcHoBkY LleiTpy, kil MICTHTS, 30KpeMa, RIIOMOCTI 13010
CHBBLAHONIEHHS 0OYIRYBAHOT KOPHCTI 10 MOXJIHBOIO PHINKY
i MaC 3ACTOCYBAHHA MEapcsroro 3acoby (kpiM aKTHEHOTO
dapManesTHNHOre iHrpedienTa Ta npoayknii «in bulks),
CEAAfeHoro v Buaaadcnomy MO3 nopaaky.

3. MO3 npuiiMace pilneHHEs 0po  NEpeperCTPaLio
nikapcekoro 3acoby abo BIAMOBY Y Takii nepepeccrpanii y
MICHYHNI CTPOK NIiCHA OTPAMAHTA Ja3HAYCHOID BHCHOBKY .

4, Pimenns npo BiAMOBY B JepiaBHiil nepepeecTpartil
JiKapceKOro 3acoby NpHiMACTLCH Y pasi, KOOM [ia Hac
EKCHEPTHIH  PEECTpauiiiHMx  MaTepianis  Ha  NUICTas
EKCNEPTHOT OIIMKH OHOBACHHX JaHKX 1100 CHIBBLTHONICHAR
KOPHCTH/PHIMK HE OTPHMAHO NITBEIUKEHHA NOINTHBHOIO
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CIIBBLIHOWEHHS OMIKYBAHOT KOPHCTI [10 MORIIHBOTO PHIHKY
MiZl 44c IACTOCYBAHHA MiKaposkoro sacoby, a oTwe, 3a
PEIVALTATAMH MICIAPSECTPALIHHOTO HATINAY BCTAHOBIEHO,
MO TiKapChKMi 3acid © INKUHBMM 108 Y10POR'S THIHHMN
(nepepara PHIMKY 3ACTOCYBAHMHA MIKapchkoro sacoby Han
OYIKYBAHOK KOPHCTIO),

Biacyraiii

MMicna nmepepeecTpaili CTPOK 3acTocyBaHus B Yrpaiui
AIKApehKoro 3acoby He o0MeRyeTHCH, KPIM  BHDAIKIE,
nepenbaucHnx wyinerem-8 gporo [lopaaxy.

Micns nepepeecTpanii  rOTOBOTO  MiKApCEKOro  3acody
NPOAOBKYETHCH CTPOK peecTpauii AKTHBHOTO
dapmanesTuHoro IHIpeniedTa abo npomykiwii «in bulks, mo
BXOJATS 40 CKIALY NKAPCHKOro 3acofy Ta BLAOMOCTI Npo sKi
JATHAMCHI Y PEECTpaliiiHnX  Marepiandax Ha  TOTOBUME
nikapesknil 3acib.

CTIBRLIHOIEHHY OMIKYRANOT KOPHCTL 10 MOMKITHBOID PHIHKY
Ml 9ac 3acTOCYBAHHA Mikapcekoro 3acobdy, a oTke, 3a
PEIYALTATAMH IICHH PEECTPAIIHHONG HAINALY BCTAHOBICHO,
WO MKapCLKHi 3acib € WKUUTHBHM A8 310pos’s MHOJHHH
(Mepepara PHIHKY 3ACTOCYBAMHE JIKAPCHLKOrO 3ucoby Han
OYIKYBAHOIO KOPHCTIO).

MO3 npuiimac pilnennas npo sigmony B fepxasHii
nepepeccrpauii Jgikapeskoro 3acofly y pasi, koam 3a
PEIVALTATAMA EKCHepTHIH peccTpaniiinux marepianis,
MK IOAAIOTECH 10 3A00H NP0 IePAKABINY nepepeccrpain
Aikapeskoro 3acoly, BHARIENO, Wo ogun, gekiiska abo
pei  cranm  supofHuNTBA  Jikapeekoro  3acoly
aniicHIOCTLCA nianpuemcTBaMu, BHpodunYi NOTYKHOCTI
AKHX poiTammoBani A repurTopil gepasu-arpecopa
(Pociitcskol Deaepanii) ado Pecniynikn binopyes.

5. Pimenns npo pigMosy B nepepeccTpanii moxe
OVTH OCKAPAEHO ¥ NMOPHAKY  AIMIHICTPATHBHOTO
ockapaenHs pignosinno Ao Jawony Yepainm «Ilpo
anminicrpaTHBHY npoueaypy» Ta/abe B cypoBomy
NOpPAIKY.

6. [licaa nepepeecTpauii CTpoK 3acTocyranns B Y kpaini
mikapcukoro Jacoby He ofMEmYETCH, KpIM  BHOATKIE,
nepenbadenux nynkrom 1 poagiay IV usoro Hopamy.

IMicna nepepeccrpauii roToBoro Jikapcskoro sacoby
NPOAOBAYETHCH CTPOK peecTparii AKTHEHOI'O
dapsmatesTHaHOrO IHrpeienta abo npoaykuii «in bulks, wo
BXOOATH A0 CKNaay MiKapchkoro 3acoby Ta BLIOMOCTI PO AKI
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3Jasra mnpo nepepeccTpaliid NKAPCLKOTO

niKapcLEoro sacoby.

sacoly
nogacteea 1o MO3 ne panime win 3a pik, ane He NizHile HbK
sa 180 xaneHgapHHX [OHIB [0 3AKIHYEHHR CTPOKY Ail
peecTpauiitnoro noceigdeHHs. Jna mikapcekmx 3acobin, mo
NOJAKTLCA HA MNEPEPECCTPaLliig, HANAETHCA YHHHA ITLEH3IA
HA BHPODHHUTEO MKapesKuX 3acobis. Y pall noaaHmHs 3a884
MICAA 323HAYEHOTO CTPOKY NepepeecTpallis 3MiicHI0EThCA 3a
NpoUeaypolo, nepeabaveHclo JnA JICpKaBHOT peecTpailii

3a3HAYCHI Yy peecTpauifiHMX  MaTepianax Ha  roToBHH
niKapcnRHit 3acih.

Jagsa npo  nepepeecTpalliid  mikapceroro  sacoby
nojaeTsed 1o MO3 se pasime Hix 38 piK, 1 He M3HIe Hixk
7a 180 xanchpapHMX [HIB 00 3aKIHYCHHA CTpOKY Ail
peecTpauiitioro nocsiatenns. LA gikapckKHx 3acobis, mwo
MOJAIOTRCA HA MEPEPEECTPALliio, HANACTHCA YHHHA JILEH3In
Ha BHPOGHHITEO MiKkapcekux 3acobis. Y pasi NOgaHHA JAABH
MICAR 3a3HANEHONO CTPOKY MCPEPEECTPALLiA JNIHCHIOETRCA 32
npolenypoio, nepeafaueHol JUIA JICpAarHoi  peccTpauii
JIKAPCHKOTo 3acoby.

H- [lepepeecTpailis NiKapckEOro 3acody 3mCHIETLCA ¥

NOPAAKY, Buanauenomy MO3,

7. llepepeecTpanis mKapcskoro sacody 11ilicHIOCTRES Y
nopaAky, euidaveHomy MO3,

Nogaror a0 TTopaaky

TAPAHTIHHHA THCT
1. Homep 3assn, para e 20
2. Homep peectpaniiinoi dopmn, maTa

; 20__
3. Hassa nixapeskoro 3acoty, fopma - 20

4. Jamsunk

HacTymrims 3000R AIYETHOR MPOTATOM [WECTH MICHLLIR
(AdABHHE)

3 IHR [(IpPHIOAHCHHS abo CEACYRAHAN ROEHHOIO CTAHY R

YCTAHOBICHOMY NODRAKY HOJATH FHeponi-bepeii- Aoy M- tiio

. : .

JanpuHE (YNOBHOBLRRCHIH UM ITPEACTARINE)

Nonarox 1o Hopeaxy

FAPAHTIAAWHA JIHCT
. Homep 3aasn, aara E 20

2. Homep peceTpaniiinol (hopam, aara ’ 20

3. Hassa mxapeskoro acofy, dopma " 20

4. JanpHuK

Hactyninsm 0008 AFYCTHEA TPOTATOM ECTH MiCHLIE
[FasBEHHK)

3 anA  npanmmHenns 800 CKACYBANHN  BOCHHMOID CTEHY o

YCIAMOBNSHOMY MOPAAKY HOAATH JOKYMenTH, mo Gyan noaani B

cackrponniil dopmi, y naneponiii gopmi.
JanBHHK { YOOBHORAMEHHA HHM NPCACTARHHK)
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{marn) {mianme) (mpiamnie Ta ININETH 3ATBHHEL) {maTH) {miIrmie {MpIIAAME TA [RITIATH TATRATER)}
MpuiiasTo L [Mpakinsre
(natTn) (miammc) (MplIBHnLE T4 iniminme) (mara)  (migmwuc) ( MPIIBMIE T3 iniiaTm)
POIMIPH

3bopy 3a nepaapny peecTpanin (nepepeccrpanin) Jikapeskux 3acobis, 3aTnepiokeni NoOCTANGEOK Kabinery
Minicrpin ¥kpainn sin 26 Tpanua 2005 p. Ne 376

= e — ]

l. 3a nepwasHy peccTpaniio  (mepepeecTpanii) I. 3a ogepmapHy peecipauio  (mepepeccTpaninog)
MEAPCLEOTD 3acody CILIATYETBCH 3bip, HKHH | NIKapCHKOTO 3acoby CILTAMYETRCR 10ip, AKHH
NEPEpaxoByETLCA 3AMBHHKOM A0 JAepRanHoro Guoaxery. NEPePaXoRyCTLCH JAARIMKOM 10 ACKaRHOTo DIogKery.

301p 3a pepwasHy peccTpanilo NKapcLKOro 3acody, SKMH 30ip 3a pepskasny pecerpanin gikapeskoro sacofy,
NMUUIATAE  SAKYITIATE 34 peiynLTaTamMy  3akymiBeasHOT | sknii migaarae  jakymisai o 3@ pesyanTaTaMm
NpoLeAyps, NPOBSACHOL CIIELIANII0RAHOI0 OPTaHiZaticto, AKa | 3aKyniseannol nponeaypn, nposeienol cnenianizonanoio
IMIACHIOE JaKyMIRT, HA BUKOHANHA YTOAH WOA0 3aKynign | opranizauicio, wxa 3niiicaoe sakynisgi, 1a BHKOHANHS
Mik MO3 Ta BUANOBIAN0I CNENIANI30BAHOK OPraHizauicio, | yroon momo 3axynisni six MO3 1a sianosizson

AKA IMIACHIOE 3AKYTIIRNI, HE CILIAYYETHCR, cHewianizonane opranizanicio, ska idcHoe IaKynini,

fafzay  Opowi weeomy 1 e do OLM2ZE po widwo 3| pe CIIAYYCTBCH,
tocwanowo Kobisemy Minicrvgis Vepaiun i 100062022 p. Ao 664)

306ip 3a nepaasny peecTpaLilo NKapcekoro sacoly, AKMil
JAKYMOBYETLCA 0CODOKD, YNOBHOBAMCHOW Ha 3ILicHeHHS
JaKynisens y cdepi oXoponH 300pOE'R, Ta NPH LLOMY ©
JAPECCTPOBAHHM  KOMNCTCHTHHM  opradom  CromyscHmx
Hiratie Amepurn, [sefiuapeskol Kondenepauii, Anomii,
Apctpami, Kanaay a 3acT0COBYCTBCS Ha TEpPHTOPIl Takux
Kpain abo xoMneTeHTHHM opranoM €rponefickkoro Cowoay
33 LEHTPAM3OEAHO0K NPOUCAYPOI: Ta 3JGCTOCOBYETHCH Ha

3bip 3a nepmasny peccrpanin aikapenkoro 3acody,
AKHIl  JakynoByerbes  0cobolw,  YHOBHOBLECHOW Ha
amiiicHeHHN 3Jakynineas y cepi oXoponu 310pon's, Ta NpR
NBOMY € JAPECCTPOBRANMM  KOMICTCHTHHM  Opranom
Crnonysennx  Ilvatie  Amepuxn, Illpeiinapcnkol
Kondenepanii, Hnonil, Ascrpanii, Kamaan 71a
JACTOCORYCTHCH  Ma  TepHTOpili  Takux  kpain  abo
KOMIETEHTHHM  opradoM  €sponeiickkoro Coway 3a
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TEpHTOPIl Jcpaar - unenin Esponeiickkoro Cowoay, He
CMNAavYyETRCH.

fofsoy  mpewid  mwemy 1 Qe b 2023 po
nocwamoeon Kafimemy Mivicmples Vipalu sl 10,08, 2022 p, Mo 684)

2. Ho peecrpawmiinore 30opy HE BETIOYACTECS RAPTICTE
EKCMICPTHIH Mikapcekoro 3acoly, a TaKOK AOJATKOBOI
eKCIepTHIN.

3. 36ip 3a Acpwasuy pPeECTpaliig (nepepeecTpaiio)
MKApeHKHX  3acobis cnaadyeTLes B HanioHanoHii | abo
IHOIEMHII BATIOTI,

Mepepaxyrok y TPHBHAX SMIRCHIOETHCR 33 Odiliiiamm
KypcoM, ycradosnenum Hamionaneium Gankom Ha JeHb
BMIIMCKH PAXYHKA-NOBIOMICHHS NP0 NepepaxysBanua 36opy
38 JIeKAEHY PEECTPALID ([EpEepeccTPALII).

4, 36ip 3a pepwasHy peectpauilo (nepepeccrpaitiio)
NKAPCHEAX 3aco0iR CINAYYCTHCH Y TAKOMY POIMipi:

Mg 3

1) 3a [OcpmagHy peccTpanino  (MepepeecTpailiio)
NMEIPCHEHX  3acofiB, ¥ TOMY  9HCTI  MCAMYHMX
iMynobionorisnux  npenaparis,  KpiM  PATIOAKTHBHIX

NKAPCHEHX 3acobiB, JiarmoCTHYHHX 3acodis, npocTHx abo
CKAAJHMX (TANEHOBHX) NPenapartis 3 POCTHHHOT MKapeLEoi
cHpoRHHA, - ¥ cyml, exmisancuTiiin 100 espo 3a xomuy
nikapceRy hopmy, 10 €rpo 3a koxAy HacTynHy Aozy, 10 espo
33 KOAKHY HACTYIIHY YIAKOBKY JKapchbkoro 3acoby,;

2)  aa  pepwasny  peectpaniio  (nepepeccTpanin)
PAmiOaKTHEHHX MiKapchkux sacofia, giarsocTHYHIX 3acobis,
npocTix ab0 cknaaunx (raneHoBHx) npenaparis 3 pocJAHHHOL
NIKAPCHLKDT CHPOBMHM, [IIOYHX npenapatia obMemeHoro
JACTOCYBAHHA TA THX, Mo BHpoGamoTsea  3riHo i3

HENTPANIIOBAHOW NPOUEIYPOI0 Ta JACTOCOBYETHCH HA
TepuTopii aepwan - wicnis Enponeficnkora Coway, He
CIAATYCTBCH.

2. Mo peccrpanifinoro 36opy He BEMOYACTRCH BApPTICTh
CKCMEPTHIN  MiKapchkoro 3acoly, a Takow JACJATKOBOT
EKCIePTHIH.

3. 36ip 3a lepwapHy peccTpauiio  (nepepeecTpanin
NMKAPCEKHX  3acoDiB  CnuaYyeThed B HamloHansMIE  abo
IHOZEMHII BAIOTI.

[Nepepaxynok y rpupHsX stificHocrses 3a odinifinmm
KYpcoM, ycTanopiaenus HauioHansHMM OankoM HA JSHB
BHITHCKM PAXYHEA-NOBIIOMICHHS 1IPO NEpepaxysaHHs 30opy
38 JACPRARHY PECCTPALI (NEpepeccTPaLLi).

4, 36ip 3a JCpWABHY PeEcTpalil (nepepeccipauiin)
mEapesrHX 32c06iB CINATYETRCA ¥ TAKOMY POIMIpi:

1) =sa jgepwasdy —peccTpanilio  (mepepeccTpaiiio)
JikapeskHx  3acobin, Yy TOMY  MMCHT MEIHYHMX
IMYHODIONOTTMHNX ~ Tpemapatis, KpiM  PAlicaKTHBHEX

nikapeskux 3acolis, iarsoctTidHnx sacoBis, opoctux abo
CENAIHMX (FANCHOBHX) NMPenapatis 3 POcAnHH0] JIEapeLKo]
cHpoBHuM, - ¥ cyMi, exBipancuthiii 100 capo 3a xKomHY
nikapesky dopmy, 10 €8po 1a Koxuy HacTyny 103y, 10 espo
33 KOWHY HACTYIIHY YIIAKOBKY JiKapchkoro jacoby;

2) 3a HepEaBHY pCECTpamiio  (nepepeecTpauino)
PALIOAKTHBHKX NiKapChKHX 3acodip, JarnocTHanmnx 3acodis,
MPOCTHX 460 CENAAHNY (FANEHOBHX ) NPENAPATIE 3 POCAHHHOL
MKAPCHKOL CHPOBHHH, AINOYHX TPENapartie o0MEECHOTO
JACTOCYBAHHA T4 THX, L0 BHPOOAAIOTECH 3IrIHO 13
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saTeep/uxennyMy MO3 nponucasmu (indopmaris npo cemam,
TEXHONOTII0 BHIOTOBNEHHS (PHpoGieHHs ), KOHTPOAL AKOCTI
Ta 3ACTOCYBaHH® Jikapcekoro 3acofy), npenaparis 3
J0HOpCcEKOl KpoBl abo nuaiMM - y cyMi, exsinadeHTHiH 25
CBPO 33 OjiHe HAHMEHYBAHHA, 5 €BpO 3a KOEHY HACTYIHY
A03Y, 5 €BPO 33 KOMHY HACTYNHY YHAKOBKY JKAPCRKOrQ
3acoly.

sarsepipkenuyi MO3 nponwcamw (iRdopsanis mpo crma,
TEXHONOTII BUTOTOBNEHHA (BRPODIEHHR), KONTPONL AKOCT]
Té 3ACTOCYBAHHX JiKapcekoro 3acoly), npenapatis 3
AOHOPCHKOT Kpori 860 MIaIMKu - ¥ cymi, exeisancrmHili 25
€BPO 30 Q/IHE HAMECHYBaHHA, 5 CBPO %3 KOWHY HacTynHy
Oo3Y, 5 €BPO 3a KOWHY HACTYUHY YOAKOBKY NIKAPCRKOTO
sacody.

B 2024 p.
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BixkTop JIALIKO




MOACHIOBAJBHA 3ATIHCKA
o npockTy nocranosn Kabinery Minicrpis Y xpainn
«MMpo suecenns 3min 1o nocranosn Kabinery Minicrpis ¥Yxpainn
Bin 26 rpasus 2005 p. Ne 376»

1. MeTa

Mpoext noctanoen KaGinery Minicrpis Yepainn «llpo snecenns 3sum no
noctanoss KabGiwery Minictpis YVepainn pia 26 tpasus 2005 p. Ne 376w (nami —
NPOEKT NOCTAHOBH) PO3POGIEHD 3 METOK BCTAHOBICHHA CTPOKY il peccTpaiiitiux
NOCBiIYEHb, J0KpeMa THX, W0 Aisan g0 01 keitaa 2023 poky, Ha nikapeski sacobu, axl
IAKYTIOBYIOTECA 0cof0w, YNOBHOBGKEHOI HA 3MificHeRHs 3akymisens y chepi
OXOPOHH JOPOB'A, & TAKOM M IATAIOTE JAKYNIANI 33 PeIyILTATAMH 3AKYMIBETLHOI
NpoLEAYPH, NPOBEIEHOT CieianizonaHo0 OPraHi3alielo, SKa JICHIOE 33Ky IR, HA
BHKOHAHHA YIOOM moao sakyninm smig MO3 1a BUINOBIAHOI COSIATIIOBAHOKO
oprasizanieo, Aka 3cHIOE 3aKyMiBA, YHEMORITHBIEHHS JEPAABHOI peccTpaii i
nepepeccrpanii  fikapcskux 3acofis, BHpoOOHMUTBO AKMX Xxo04a O HACTKOBO
spiiicHioBanock Ha TepuTopii Pociitcekol @enepanii abo PecnyGnikn binopycs, B ToMy
ynenti pospofika Ta/abo wiiniski sunpolysanna (33 YMOBH, AKIIO BOHH PO3NOYATI
MicAs NOYaTKy NOBHOMACIITAGHOTD POCIHCLEOrO BTOPrHCHHA B YKpaiHy), 4 TaKom
suknagenns [Topaaky aepsapnoi peccrpauil (nepepeectpanii) nikapeskux sacobis,
IaTREpIKEHOTD noctanosow KaGinery Minictpis Ypaian sin 26 tpasua 2005 p.
Ne 376, B YAOCKOHRNIEHOMY CTPYKTYpOBAHOMY (opMarTi,

2. ObrpynTyBanns HeobxiaHocTi NpHiNATIN aKTA

[Mpoext noctanosn pospofneno eignosigno mo nyskTis 2, 3 poamuy I
«[TpuKiHIes] Ta nepexizni nonomennsy 3axony Yxpaimn sin 12 civsa 2023 poky
Ne 2869-IX «llpo mHecenns 3min a0 3akony Yrpainu «Ilpo nporuiino nommpeniio
xBopof, 3ymoBNeRHx BipycoM iMyHonedimaTy moguau (BUI), Ta npasoswii i
coliansHMil 3axwer mogei, Akl xusyTe 3 BlI» moao 3acTocyBaHHA CYyHacHHX
mizxomis go npodinakTieM, TecTybanug i Aikysanns BUI-indexni mianosigHO 10
KepipHiX AoKymeHTiB BeecsiTHrol opranizauiil oxoport 3gopos’s» (1am — 3akou),
cratri 9' 3akony Ykpainn «Ilpo nikapeeki 3acofGu» 3 Metoio npuseienus [opanxy
nepmapnoi peectpauii  (mepepeccrpanii) nikapcekmx  3acobis, 3aTBEPIDKEHOTO
nocranosolo  KaGimery Minictpis Yrpaiem Bin 26 tpasun 2005 Ne 376, y
BUNOBIAHICTE [0 3AKOHOAABCTEA,

Jokpema, y nynkrax 2, 3 poininy I u]'[puniuu:ni Ta nepexim{i OO EHHRN
3aKOHY YCTAHOBNEHO, IO CTPOK il peccTpauiiinux nocsigueds Ha Aikapeski 3acolu,
AKI IAKYNOBYIOTLCA ocobol0, YNOBHOBLAKEHOW HA IMINCHEHHA 3aKyNiBens y chepi
OXOPOHH 3I0POR’A, & TAKOK MUVIATAIOTH 3AKYIIBIL 32 Pe3yNbTaTaMi 3aKynisensHol
NpOLELYPH, TPOBEAEHO] CreLianiloBaHoo npram:-:autfm AKA 3NIACHIOE 3aKyNIRML, HA
BHKOHAHHA Yrogd mogo saxkyniem sk MO3 Tta BianosiiHow0 CTICIATIIOBAHOHO
Oprafisamico, AKa JMIHCHIE aax}rmsm mo miand go | keitEa 2023 pOKY,
APOMOBAYETLCA 10 BBEEHHA B 1iK0 Jakony Ykpainn «[Ipo nikapeski sacobun pin 28
nunaa 2022 poxy Ne 2469-IX BMENI0YHO [UIA BHKOHAHHA MPOrpaM Ta 3IACHEHHA
HEHTPATI30BAHHX 3AXO/IIB 3 OXOPOHH J/I0POB’S i3 BHECCHHAM BIANOBLIHOL indopmanii
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a0 JlepsasHoro peecTpy NMKApchkHX 3acobip YEpalHH MNSXoM BHIAYI BIAMOBLIHHX
peecTpaliifHiY NOCBLIYEHb.

Taxkox, NPOEKT NMOCTAHOBH po3pobneHo Ha BHKOHaHHA 3axkony Ykpainu sig 22
tpasas 2022 pory MNe 2271-IX «llpo eHecenns smin ao 3akony Yepainm «llpo
nikapeeki 3acobuy wono obMeaenns obiry nikapcsknx 3acobis, BHPOOHHIITBO AKHX
pO3TAILIOBAHO Ha TepuTopii Pocificexol Meaepanii abo PecnyGnikn binopyce, a Takomx
W0 BRBeIeHHA Nikapeskux 3acobis 3 Yepaiuun. 3 ornaay sa tpusaiody 30poiilny
arpecito Pocificskol henepauii no sigHomennio 10 Ykpaiau 3a cnpusxas binopycl,
HeoOXIIHHM € HeMOMYUIeHHS 10 JepskaBHol pecctpauii abo nepepeecrpanii, tobro
ofmemenns ofiry, nikapceknx 3acobis, ofHH, Jekiiska abo Bel etany sHpobHHUTREA
AKHX, POBOIHIIOCH HA TEPHTOPII WHX KpaiH.

[MonowenHIMH 1 ATONC PEYCHHA SACTHHH JABAIUATE TPeThOT 3akony Yxpainu sia
04 kriTHa 1996 pory Ne Ne 123/96-BP «Ilpo nikapceki sacobu», BHECCHHMH Jakonom
Vipainn sin 22 tpasaa 2022 pory Ne 2271-IX, nepenbaseno, mo aepxkasna
peecTpanis eix abo okpemo pusHadennx MO3 nikapcsknx 3acobis y BCTAHOBICHOMY
HHM NOPAAKY MOKe OYTH CKAcOBAHA [UIAXOM NPHIHHEHHS I peccTpatiiinoro
MOCBIAYCHHA Y pasi BCTAHOBINEHHA (aKTy, 110 334BHHK (BIACHHK pecCTpalliHOro
NOCBLTYEHHA) X MKapehkux 3acobin abo yNoBHOBAKEHHA HIM NPECTABHIK MPAMO
af0 OnoCepeNKOBAHO € MOB'A3aHMM i3 cyG'eKTaMH rOCMOJAPIOBAHHA HA TepHTOPIl
nepaasu-arpecopa (Pociiicexol ®enepanii) abo Pecriybniku Binopycs, abo nicaa 23
motoro 2022 poxky BUHHAIH NPABOYHHH 1ION0 yyacTi xoua O B oaHOMY 3 eTamis
sHpobHHUTEA Oyab-AKOr0  Jikapcekoro  3acofy uw APl nianpuemcTsoM,
pOSTALIOBAHMM Ha TepHTOpil mepxasu-arpecopa (Pociiicekol Pepepawii) abo
PecnyGnikn  Binopyck, HaTaBamH TakoMy DUIMPHEMCTBY B KOPHCTYBAHHS
tapmaterTiyni Matepiansii abo HemaTepianei axTHex afo nom’szami 13 HHMH
MATEHTH, A03BOMN, MiUeHsil, peecTpadifini NOCBINYEHHS, NPABa T4 (HII QOKYMCHTH,
HeoOXiHi A BHpoOHHITES (apMaLesTHIHOT NPOIYELLI.

OckinbkH, NPOBENEHHA IOCHLDECHL, 30Kpema dapmauesTHynol po3podkn
HOBOTO Nikapchkoro 3acoly abo knmimigmnx sunpobyBads nikapchkMX 3acobis
nepenbayac HagaHhs QapMALCBTHYHOK KOMNAHICK (3aABHMKOM aocnipkeds abo
KMHIMHHX BHnpoOyBans) nokyMmentauii mono sHpoDHHLTEA  NOCHULKYBAHOIO
nikapcekoro  3acofy, 3paski  JocnipKyBaHMX nikapchkMx  3acofis Ta  inmn
dapManesTHYHI MaTepiaibii 460 HemaTepiankHi AKTHEN 1abopaTopiamM, OpraHizaliam,
yeraHoBaM aGo immmM cy6 ekTaM, AKi NPOBOAATHL TaKi BHNPOGYBAHHA, TO NIKAPCEK
sacobu, pospofka aBo wminiuni BHnpobyBaHHA RKHX OPOBOAHIMCE HA TEPHTOPIN
nepwasu-arpecopa (Pocificexoi @enepauil) abo PecnyGnign Binopycs nicaa 23
moToro 2022 poxy, NANANAKTL MA A0 NonoweHs 3akony Yxpainu sin 22 Tpasna
2022 poky Ne 2271-IX. Marepiami mono nposeieHHA po3po0KH Ta KNIHIMHHX
BHOPOOYBAHE PasoM 3 MaTEpiaiaMi oo BHPOGHHITER € HEBL1 EMHOI0 CKILIOBOKO
peccTpalifiHnoro Jock€ HAa NMikapchkWi 3acif, WO NONAETHCA [NA  NPOBEASHHA
eKCTIEPTHIH 3 MeTOIO Horo peectpauii. Indopmaitin npo AOKNIHIMHI JOCTIKSHHS Ta
KaiHiuHi BHNpoOYBaHHA 3APCECTPOBAHMX NIKAPCHKMX 3acobiB PoOIMILYETHCH HA
ofinifunx caftrax MO3 ta JIT «/lepxasnauii excneprauil nentp MO3 Yipainuny,
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Binmosa y nepsasuiit pecctpauii abo nepepeccrpauii nikapeskux sacofis B
Vipaini y pasi, koun Gyiie BHSRICHO, M0 OJMH, Jekinska abo Bei etany supobHHITRS,
B TOMY uncai pospobka ta/abo wniniuni BunpobysaHms (33 yMOBH, SKINO BOHM
poanoqati mens nodarky nosHoMacurrabioro pocifickkoro sTopracHis 8 Yrpainy)
MKAPCRKOTD 3acoDy IMIHCHIDIOTECH MANPHEMCTBAME, BHPOOHHY] NOTYRHOCTI SKHX
postamosani Ha TepuTopii Pociiicekol ®exepauii abo PecnyGnikn Binopyck wiTko
saikcye NOIMMID YKpalHH WOoA0 TOro, WO *MOAHA 3 BIANOBIIANEHMX KoMnaHif ne
Oyne | He NNAHYBATHME MOCTAYATH MIKAPCHK] 3ac00H 3 Kpail, AKI SHHIIYIOTE IPOMAIAH
Yxpainn.

3. OcuoBui NoJoeNHA NPOCKTY AKTA

[MpoekToM NMOCTAHOBH NpPONOHYETHCA BHECTH 3Minm Ao [lopagky pepsasmoi
peecTpanii (mepepeecTpaiii) mkapchkHX 3acoDie 1 poamipie 30opy 3a acpwasuy
peECTpaLilD (MEepepeecTPalliio) NIKapehKHX 3ac0Dis, BHKIABINN IX ¥ HOBIM penakuil.

4. llpasosi acnexTn

V nanii cdepi cycniIbHAX BUIHOCHH AIIOTE TAKI HOPMATHBHO-TIPABOBI AKTH:

Konerurynis Yrpainn,

Yikas [Mpesngenta Yrpainn sig 24 motoro 2022 poky Ne 64/2022 «Ilpo ssegenns
BOEHHOTO CTaHy B YKpaini», sarsepamennil 3akonoM YEepainn «[lpo saTseprxennHs
Yrazy [Ipesnnenta Yipainm «lIpo speneHas BOCHAOIO cTany B YKpaiHiy,

Jaxon Yrpainu «[Ipo nikapeski 3acobus,

3akon Ykpainn sin 12 cignn 2023 poky Ne 2869-IX «[lpo srecenHs 3mMin 10
3akony Yxpainn «Ilpo npoTHAl NOMMpEeHHIO XBOpPOD, IYMORBICHHX BipycoM
iMvaoteimaTy momuan (BLUT), Ta npasosuil | coniansanil 3axicT moaeif, AKl XHBYTh
3 BUI» mono sactocyBaHHA CY4acHHX MAXOMIB A0 NpOQINAKTHEH, TECTYBAHHA |
nikypanna  Bll-indexuii signmoeigpo A0 kepiBHHX JokyMeHTiE  BeecpitHbOI
OpraHi3anii OXopoHH J10POR" AN,

5, hinancoeo-exonoMivHe OBIPYHTYBANNEA
Peanizanis npoekTy NOCTaHOEH He NoTpedye diHAHCYBAHHA 3 JEPHABHOIO TA/200
MiCIeBHX OHO/KETIB,

6. Iozunin sainTepecorannx cropin

IMpoekT nocTanosx 1e noTpebye NPoOBEACHHA KOHCYNRTALIR 3 IPOMAICHKICTIO,

[IpoekT NOCTAHOBH HE CTOCYETHCA MNATAHL CoUiansHO-TpymoBoi  clepw,
yHKILIOHYBAHHA MICUEBOrO CAMOBPRIYBAHHA, NPAB Ta IHTEPECIB TEPHTOPIANLHHX
rpoMaj, MICUEBONO Ta PEriOHANBHOIO PO3BHTEY, npas ocid 3 IHBAMIIHICTIO,
¢GYHKIIOHYBAHHA 1 3ACTOCYBAHHA YKPAiHCHEO] MOBH AK JIEPIKABHOL, TOMY He noTpedye
NOro[KCHHA i3 YIOBHOBAXKECHHMH TNPeJCTABHHKAMA BCEYKPAIHCHEHX acomiarii
Oprasis MICHEBOr0 CAMOBPSIYBAHHA YH BiANOBIJHAMH OpPraHaMH MiCHEBOrO
CAMOBPAIYBAHHN, YIIOBHOBAKCHHMH NPEACTABHHKAMH BCCYKPATHCRKHX npodeninok,
ix 00 eAHAHHAMH Ta BeeykpalHCHKHMH o0'emmMaHHAMH opraHizauiif poboToaasuis,
YpAIoBHM YIOBHOBAKCHHM 3 npas ocid 3 IHBANIAHICTH) Ta BCEYKPAIHCEKHMH
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rPOMAJCEKMMH Oprafizauiamu ocib 3 iHBanianicTio, Tx cniikamy, YNOBHOBAKEHHM I3
JAXMCTY AEPIKABHOT MOBH.

[TpOEKT NMOCTAHOBM HE CTOCYCTRCA CepH HAYKOBOI Ta HayKOBO-TEXHIHOI
NIANBHOCTI.

TMpoexT noctanosn notpelye noromxenns 3 Minicrepersom dinancis Yepainn,
MinictepcTeom exoHoMikn Yepainw, Minicrepcrrom umdposol Tpancdopmanii
Vipainn, J[lepwasuow perynstopuol  caywbow Yepalad, YNOBHOBIKEHHM
Bepxoesoi Pann Yipainn 3 npas MH01HHH.

[MpoekT nocTaHoBH NoTpelye NPOBEACHHA MPABOBOT EKCOEPTHIH MinicTepcTaoM
WOCTHLIT YEpaiHn,

7. Ouinka pinnosianocri

TTpoEKT MOCTAHOBH 33 NPENMETOM MPABOBOTO PETYTIOBAHNA Y4CTKOBO HANCKHTH
1o cihepw, wo oxonmoetses [Iupexrueorn 2001/83/€C Esponeiicexoro [lapnamenty
ta Pamu pin 06 aucronaga 2001 poxy npo Koaexe CrisTopapHeTsa o0 JKAPCHEHX
3ac06iR MpHIHAMEHNX U4 3ACTOCYBaHHA MomHHoto (nam — lupextasa 2001/83/€C),
Ta HE CYNEpedHTh IH.

[IpoEKT NOCTAHOEK 33 MPEIMETOM NPARCBOTO PEry/TIOBAHHA BUINOBIAE MYHKTY
2 crarri 427 Cnasn 22 «pomanceke 3aopos’s» Poaniny V «Exonomiune Ta ramysese
cnispoGiTHHUTBOY Yroan Npo acouianiio i3 wicw meroio CTOPOHH OGMIHIIOTLCA
indopManiclo Ta HARKpauyIMH NPAKTHEAMH 1 JTHCHIONOTS [HINI CTIABHI 3aXO0/H, B
TOMY HHCI B PAMEAX NiIX01Y «OXO0POHE JOPOB’A ¥ BCIX NONITHEAXY TA NOCTYTIORO
iTerpaiii Yepainu B eBpONeiiceki Mepeki OXOpPOHH 310pOB’A,

[TpoeKT MOCTAHOBM He MIiCTHTEH MONOKEHL, AKi CTOCYIOTHCA Npas Ta ceobof,
rapanToBainx KOHBEHIIEI0 NMPO 38XHCT TMPaB MIOAMHY | OCHOBONONOXHHX cBOGOL,
BIUIHBAIOTH Ha 3a0eInedeHnn PiBHUX NPas Ta MOMIHBOCTEH KIHOK I YOM0BIKIR, HE
MICTHTL PHIHKH BMMHEHHA KOPYNUIHHX NpaBonopyuicHs Ta OpasonopyuleHs,
0B’ A3AHAX 3 KOPYIILIE, He CTBOPIOE NiACTaB JUIA AHCKPHMIBAWIL

'poManceka  AHTHKOPYNIiiiHa, TIpPOMAiCchKa  AHTHIMCKpHMiHAlifina T4
rPOMAJICHKA I'eHICPHO-TPABOBA CKCNEPTHIH HE NPOBO/IHIACE.

Mpoekr nocrasosn noTpebye Hanpasnends o HalllOHANEHOTO arcHTCTEA 3
nWTaHb  3anobiraHHs  KOpYIMIil  AnA  BH3HAYEHHA  HCOOXIIHOCTI MpOBECHHA
AHTHEOPYILIAHOT eKCIIepTHIM,

IMpoekT nocTanosy noTpelye HANPARIEHHA 10 YPAZOROTO odicy koopanBanii
€BponeiickKoi Ta epoaTnanTHYHO| iHTerpanii Cexperapiary Kabineris MinicTpis s
NpoBEACHHA EKCHEpTHIH Ha BiAnosiaHicTs 30008’s3andaM Ykpaiun Y ciepi
epponefickkoi  inTerpauii, y TOMy HHCTI MUKHADOJHO-MPABOBHM, T4 Npasy
Esponeiiceroro Cowsy (acquis €C).

8. [Iporuos pesyasraris

Peanizallin NpoEKTY MNOCTAHOBH HE MATHME BILIHBY Hd PO3BHTOK perioHis,
MiIBHILCHIE MM 3HHKCHHA CIPOMOGKHOCT] TEPHTOPIANBHMX IPOMAI, PHHOK [IpaLL,
piBeHb 3aifHATOCTI HACENEHHA, CKONOIII0 T3 HABKOMHIIHE MPHPOIHE CEPelOBHUIC,
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oficar npHpomMX pecypeis, pibens 3abpyaHens armocgeproro NOBITPA, BOAM,
IEMETh, 30KpeMa 3a6pyaHeHAs YTROPCHHMH BLIXOIAM, IHIII CYCMINBH] BITHOCHHH.
Brnaus na inTepecs 3ainTepecoBanux cropin:

JaiuTepecoBana
cropona

Buans
peanizauii axTa
1 H ]
JainTepecoBany
CTOPONY

[Moscuennsn o49iKyBanoro BILTHBY

I'poMajinHl

[MoanTHBHEH

Peanizaris NpOCKTY MOCTAHOBH CHOPHATHME
AocTYmy — nagiedTis | 1o HaAGUTRI
eekTHBANK, AKICHHX Ta  DeInewHHX
nikapebkHx  3acofis, AKI 3AKYNOBYIOTHCH
ocoGol, YNOBHOBAKEHOW HA 3MIACHCHHA
saxynisens y cdepi 0XopoHH JTOPOB'S.

Bimvosa y peectpaiii abo nepepeecTpatlll Ta
HENOMYLIERHs obiry nikapcskHX 3aco0is B
Vkpaini y pasi, konu Oyae BHABICHO, WO
oM, fAekinbka abo Bei erann BupoGHHLTEA
MKapPCLKOTO sacoby 3ALICHIOIOTHCA
nignpreMcTsaMy, BHpolHWY NOTYKHOCTI

AKHX pO3TaloBaHi Ha TepuTopil Pocifickkol
denepauii abo PecyGnikn Binopycs, 4iTko
aadikcye noamuio Ykpainn woao Toro, Wo
HOAHA 3 BUANOBLAANLHMX KOMNanii ne Dyae
| He MNAHYBATHME MOCTAYMATH MiKaPCHKI
3ac00M 3 KpaiH, AKI IHHLLYIOTH YKPalHCHEHX
TPOMAIAH.

Cy@ ekt
rocnoaapoBaHng

TMoauTHEHHA

CTBOpeHHs YMOB JiNA peccTpalil HOBMX
Nikapchkux  3acobiB Ta Opi€EHTAIIA  Ha
POSIMIHPEHHA  ACOPTHMCHTY  JIKBDCHKHX
3acobis 1o erpobngioThea B YEpaini.

MinicTp

OXOpOHH 310pos’a Y Kpaiin

L HE

2024 p.

J|| I;up JALKO




[MPOEKT

KABIHET MIHICTPIB YKPAIHH

NMNOCTAHOBA
Bl 2024 p. Ne

Kuie

Ipo Buecennn 3min a0 nocranosn Kabinery Minicrpia ¥xpainn
Bia 26 rpasun 2005 p. Ne 376

Kabiner Miunictpie ¥Ykpainn nocranonase:

Brecty 1o nocranorn Kabinery Minictpie Ykpainu gig 26 tpasua 2005 p.
Ne 376 «llpo sateepmaenns [lopanxy nepxasnol peectpauii (nepepeectpaiii)
nikapcekux  3acofis i posmipis 30opy 3a X nepkasHy peecTpatiio
(nepepeecrpauito)» (Odiuifani pichmx Yipaium, 2005 p., Ne 22, cr. 1196)
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3ATBEPIDKEHO
nocradosoo Kabinery Minictpis Yipainn
BiO No

Iminm, o BHOCATLCH
a0 nocranosn Kabinery Miuicrpis ¥Yxpainn
Bin 26 Tpapnn 2005 p. Nk 376

l. ¥ nocranosi:

1) & afzaui apyromy nyukry 1' ciosa ta undpn «ab3aiioM chOMHM MyHKTY
10% 3aMiHHTH cloBaMH Ta UHppamy «ab3anom TpeTiM NyHETY 6 posginy Vi,

2) nonosHHTH TyHETOM 17 Takoro aMicTy:

«12. YcTanoBHTH, 110:

1) nynxt 4-6, nyuxte 18-21, abzaum tpertiii — wersepTHil nyHKTY 24,
afay rperiit nyuxry 25, absau n'stuit nyukry 27 posauny I1, nyakre 5-7, absan
nepumit nyasry 8 posmny IV ITlopaaky, sateepmaenoro mymkrom | miel
nocTaHoBM, Ta absaum Apyrui — Tpenii nynkTy | Posmipis, 3aTBepIKeHHX TYHKTOM
| nici nocTanoBH, AIFOTH TPOTATOM MEPIOIY il BOCHHOTO CTAHY, BBEAEHOTO VKa30M
Ipesnnerra Yepainn sin 24 motoro 2022 poky Ne 64/2022 «[lpo sseaenna
BOEHHOID CTaHy B Y Kpaini», 3aTeepweHoro 3axonom Y kpaium 81 24 motoro 2022
poxy Ne 2102-IX «llpo sarsepracenna Yxasy [pesnnenta Yrpainn "[lpo seencuns
BOEHHOTO crany B Ykpaini™», Ta 30 micauis nicns HOro NpHNHHEHHS 9H
CKACYBAHHA,

2) nymkt 9 poiginy 1, myuxr 6 posniny IIl, nyakru 2, 9 posainy IV, abzan
apyruil nyakTy 4 poaniny V ta nonatok no [Mopanky, 3aTeepxeHoro nynkrom 1
LIET OCTAHOBH, QUKOTH NPOTANOM NEPIOLY A1l BOEHHOIND CTAHY, BBEACHOIO Y KazoM
IMpeanpenta Yrpainn sig 24 mororo 2022 poxy Ne 64/2022 «llpo meejenus
BOCHHOTO cTany B YEpaidin, sareep/cenoro 3akonom Ykpaiuu sia 24 mororo 2022
poky Ne 2102-IX «llpo sareepmmenns Yxasy [Ipeannenra Yrpainn "Tlpo seenenna
BOCHHOTO CTaHy B YKpaiHi'» Ta 3 MICALIE 3 [AHA #oro npuNHHEHHA abo
CKACYBAHHA.»,

2. TNopapok nepsasmoi peectpauii (nepepeccTpauii) nikapchkux 3acobis,
JATBEPIAKEHNIT 383HAYEHOI0 NOCTAHOBOID, BHEIACTH B TAK] PefaKiil:

«3ATBEP/DKEHO
nocranosoo Kabinery Minictpia ¥Vkpainn
Bia 26 Tpasua 2005 p. Ne 376
(y peaaxuii nocranosn KaGinery Minictpis
Yrpainu Bia 2024p. N )
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HNOPSAI0K
NepaBHol pecceTpaii (nepepeccrpanii) aikapeskux 3acobis

. 3araasHi noaoEeHHA

1. Lei lNopagok BCTAHOBMIOE MEXAHIIM MPOBEAEHHA NEPKABHOT peccTpanti
(nepepeecTpalii) MKApCEKHX 3ac0oDiB, ¥ TOMY YHCA MEIHTHHX IMYHODIONOTTHHIX
npenaparie, BHIHAYEHHX cTaTTelo 2 3akoHy Yrpaian «llpo mkapeski 3acobus (aam
— NKapCchKl 3acobH), 3acTOCYBAHHA AKMX B YEpaiHl JONYCKACTBCA TUTBKH IICIA
TAKOI peecTpaii.

2. He mnignaraiore aepxapuifi  peectpamii | mikapckki  3acobm, K
BHIOTOBINIOTLCH B ANTEKAX 32 PEUENTaMH NiKapis (MaricTpaasHHUMA GopMynamMH)
Td Ha SEAMOBACHHA MIKYBAThHO-NpodIIaKTHYHHX 3axnanis  (odiuiHansHIMK
dopMynaMi) 3 NO3BONEHHX 0 JACTOCYBAHHA LIHOYHX T3 JONOMIKHHX PEYOBHH.

IL. [lepxasna peccrpamia dikapeskux 3acobin

1. depaasna peccTparis Aikapeskoro sacoby sgificaioerses MO3 ua nigcrasi
JAABH TA PEIYNBTATIE EKCMEPTHIN PEECTpamiiiHMx marepianis Ha Takuil 3acif,
npoeenenol  JlepxapnuM  excnepriuM  mentpom MO3  (nami - Iewtp) vy
sranagenomy MO3 nopagky.

2. 'V pasi konn Jikapceknit 3acif sapeectposannil €eponefichkHM AreHTCTROM
3 MKAPCRKMX 3aco0in, NCpXaBHa PEECTPALN OPHITHATLHOTD MIKApCRKOro 3acoly
anificHiocTeea Ge3 nposeAcHHa JasHadeHol ¥ nyHKT | UbOro poaminy eKcnepTHIn
Ha MIICTABI 3a%BM, PECCTPANiHHHX MaTepiamis, y TOMY YHCHI 3BITY 3 OLIHKH
PEECTPAlIHHOTO JO0CHE 3a3HaveHoro AredTcrsa, i BuceoBky llewTtpy mono
BIIMOBIAHOCTI IHCTPYKUII NP0 JICTOCYBAHHA T2 METOAIB KOHTPOAH AKOCTI
nikapcsKoro 3acoby peectpauiiignm marepianam. [lepesipka Takoi BUINOBLIHOCTI
NpoBOAHTLCH ¥ BH3HadeHomy MO3 nopagiy.

3. Jlepwasna peecrpanin nikapcekoro 3acoby, sxull  3apeecTpoBaHmil
koMneTeHTHHM opradom  Cpoomydenux  Ilramie  Amepurn, lseiinapeskrol
Kondenepauii, Anonil, Asctpanii, Kanamm, 33 NEHTPanisoBaHOK NPOLETYPOHD
koMreTeHTHHM opradom Esponeiicekoro Cowsy Ta 3aCTOCOBYETRCA HA TEPHTOPIT
TAKHX KpaiH 4¥ Jep#as - wieHis €eponeiicskoro Coway, 301HCHIOCTECH HA MIACTABI
sasad Ta BucHoBky LleHTpy, cknalzeHoro 3a pelyiLTATAMH INPOBEIEHHA Y
pH3HaseHoMy MO3 nopaixy poarnaay A0JaHHX S0 3a98H MaTepIals.

4, JlepxapHy peccTpaiiio NIKAPCEKOr0 3acoly, AKHIl MIANATAE JAKYMIBM 34
Pe3YNLTATAMM  3aKYMIBENRHOI NPOUEAYPH, NPOBEAEHOD  CHOCLIANII0BAHONW
OpraHizamico, AKa 3NIHCHIOE 3AKY IR, HA BHKOHAHHA YTOIM W00 3AKYIBIT Mix
MO3 Ta BIANOBIAHOK CTIEMIANIZ0OBAHOI OPraHilalielo, AKA IMIHCHIOL JAKYIBII,
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smiiicaroe MO3 wa mincrasi 3asenm Ta BucHosky Llewtpy, cknagesoro 3a
pesyibkTaTaMH  npoBeleHHA ¥ BHIHaveHoMmy MO3  nopaaky nepesipxn
peecTpauiiiuMx Marepianis Ha iX ABTCHTHYHICTS.

5. JlepwasHy peccTpaniio MKapcsRoTo 3acofy, AKHI 3aKyNoRyeThLCa ocobolo,
YNOBHOBANEHOK) HA AICHCHHA 3aKynmiBent y cdepi OXOPOHH 310pos’s, T4 npu
UEOMY € JAPECCTPOBAHHM KoMNeTeHTHHM opranoM Crnomyqenux Llratis Amepuxn,
Hlseiiuapeskol Kondeaepauii, Anowii, Asctpanii, Kanagn Ta 38CTOCOBYETHCH Ha
TEPHTOPIl TAKHX Kpain abo koMneTenTHHM opranom €sponeiicekoro Cowsy 3a
[EHTPANTi30BAHOKD MPOLEIYPOIO T2 JACTOCOBYETLCA HA TEPHTOPIT AEPWHKaB - YICHIB
Esponeiicekoro Corosy, saificnioe MO3 na miacrasi sansm Ta sucnosxy Lenpy,
CRAAJICHOTO 38 pPe3yNbTaTaMH MOpoBelcHHN Y BH3HavcHomy MO3 nopanxy
NepepipkH PeeCTPALlHHNN MATEPIATIE HA IX ABTEHTHUHICTE.

6. Jlepixasny peecTpanito Nikapcskoro sacody, skuil sakynosyersca ocoboio,
YIOBHOBAKEHOK Ha JNIHCHEHHS 3aKyNIBENE ¥ cepi OXOPOHH JN0POB’ S, HEIANEKHO
Bij kpainn supobuuka, 3uicHioe MO3 #a nigcrasi 3aseu Ta BucHoBky Llentpy,
CKMIAJCHOTO 3@ pesynbTaTaMH npopedesns y pmaHaveHomy MO3 nopagxy
CECNEPTHIH PEECTPALIAHAX MATepianiB 3 HANAHHAM pPEKOMEHIAlUil  moao
AepAABHO] peecTpaltii 1iKapchKoro 3acoby.

Ha naTy nofaHHA 32880 NPO JEPAABHY PECCTPALLIIO MiKapeLKoro 3acoly, axuil
MUUIATAE 3aKVIIBT, W0 3JACHIOETECA 0C000M0, YNOBHOBAKEHOW HA 3IHCHCHIA
JaKymiBens ¥ cepl OXOPOHH 3A0pOR’S, TAKHA nikapcexuil 3acid nosuHeH OyTH
BEAWMEHHI 10 Nepeniky MKapehkHX 3aco0iB, MEIHYHHX BHpuEis Ta JONOMIKHHX
3acoBis 40 HUX, [0 3AKYNOBYIOTHCS HA BHKOHAHHA BIANOBLIHHX Yrod (A0roRopiR),
ymnncm{x ecoboK0, YIOBHOBAKEHOW HA 31IHCHCHHS 331:}'"133115 y cihepi OXOpOHH
JN0POB’A A BHKOHAHHA NPOIpaM Ta 3IHACHEHHN UEHTPANIIOBAHHX 3axXOIiB 3
OXOPOHH 300poB’s, sateepxenoro Kabinetom Minictpis Yepaiun sin 7 Gepesna
2022 p. Ne 216 «/leski nUTaHHA 3aKYMIBIL NIKAPCLKAX 3aco0iB, MEAHYHHX BHpoGis
Ta gonomikHHX 3acobip 4o uuxy (Odimiianit sicans Yxpainn, 2022 p, Ne 25,
ct. 1303),

7. 3a Oaxannam sanBHMKa (opuanunol abo diswunoi ocobw, mo nece
BIANOBIOANLHICTE 33 AKICTH, GeaneynicTs Ta edleKTHBHICTL MIKapcbkoro 3acoby)
(mani — 3ANBHHEK) ACPKABHA PCECTPALIA AKTHRHOMO (hapMaleBTHYHOrO iHrpeaicHTa
MOKE 3ATHCHIOBATHCA ¥ CKAQL FOTOBOIO NIKapCLEOTO 3acoby.

8. Indopmanis npo nogaxi 3aspH NPo AEPHRABHY PEECTPALIKD, CTAH POITNATLY
NOKYMEHTIB Ta NPHIAHATI 32 #oro  pesynsTatamB  pimenHs  GejomnaTHo
ONPHIKIHIOETECA HA ofiiiiinoMy sebcaiimi LienTpy.

9. Mporarom nepiosy Ail BOCHHOTO CTAHY Ta/300 NPOTArOM WECTH MICALIR 3
AHA TPHITHAEHHA 2300 CKACYBAHHA BOCHHOIO CTAHY!

3aABa NpO JEpWaBHy peccTpaniio (mepepeecTpaiiio) (3a  HasBHOCTI)
nikapceknx 3acobis abo Npo BHECEHHA 3IMIH J0 peecTpauifiHMX Marepianis Ha
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nikapeeki 3acofn nogaeTeca Ao MO3 y naneposiit dopmi abo 3a Gawanmsm
JaABHUKD B eNeKTPOHHIA (opMi Wa su3naueny [lewtpom enekrponny anpecy y
BHIIAA] CKAHOBAHOT KOMil NOKYMEHTIB AK i3 3acTOCYBaHHAM KeamidikamiiHoro
ENEKTPOHHOTO MANHCY JAABHHKA (YNOBHOBAKEHOrD HUM NPEICTABHNKA), TaK | Oes
Heoro. Jlucr-vanpasnenns MO3 npo nposenenns Bianosimmol excrepriin
NPHIAHATOT 344BH BANPaRIseTLeA A0 Llewpy B enckrponnosmy Burasai;

3anBHMK nojae o Llewrpy peectpauiiiny dopmy, peectpauiiini matepiasn ta
MW JOKYMEHTH And jepmasHoi peectpauii (nepepeectpamii) (3a HAABHOCTI)
NiKapeLKHX 33COBIR Ta BHECCHHA IMIH 0 peecTpartiiinm MATEPIANIE Ha MKAPChKI
3acobn B naneposifi Gopmi B yetanosnenomy MO3 nopanxy abo 3a Gawammam
3aABHMEA B cnckTponnii Qopmi Ha Buinaveny Llentpom emextponny aapecy y
BHIIANI ckanomawol konil gokymewtis ez sacrocysamms  keanidikosamoro
ENEKTPOHHOTO MANHCY 4o ¥ BUrIANl eNeKTPOHHHX IOKYMEHTIE i3 39CTOCYBaHHAM
KBATIIKOBAHOIO ENEKTPOHHOIO NiANHCY 3AABHHKA (VIOBHOBIKEHOTO HHM
npencTaBHMEd), afo keanidikosaHOro enekTpOHHOro niANMCY 3AABHMKA i3
BHKOPHCTAHHAM BIANOBIIHMX nporpad, mo 3afesnewyiors noindopmosanuii
ABTOPHIORAHNH enekTpOHNMI nianue 4n fioro exsisanest (sanpuknan, Docusign,
Adobe Sign}, 3a yMoBH noganAa rapastiitHoro micTa 3a QopMolo, HaBEIEHOO B
nogatky fgo usoro [lopapky, B enextpomnili dopmi i3 sacrocysanmaM
kpanigikosasoro enextponsoro mimmkcy. Ilopaua no llewtpy peectpaniiimmx
MATEPIANIB HA NiKApchKuil 3acid 3 MeTOW NpOBeNEeHHN BiANOBLIHOT eKCIEPTHIH
Takow momke BiabGyeatucs wnaxom wagamns lewtpy aocryny (Read) no
CNEKTPOHHHX pecypeis (CXOBHIN) 3aBHHKA,

Jaspa Npo JepHaBny NepepeccTpaniino nikapcsknx 3acobis Ta JOKYMEHTH 10
Hel, CTPOK il peecTpauifinux NoceiTMeHs Ha AKI JAKIHIHECE NPOTATOM Tepioay il
BOCHHOIO CcTaHy Ta/abo OPOTArOM INECTH MICALIBE 3 JIHA NpHIHHeHHA abo
CKACYBAHHA BOCHHOIO cTaHy i Oys nponomkeHHH, NOAAIOTHCA MICAS NPHITHHEHHS
a00 cRACYBAHAA BOCHROTO CTARY, A€ HE MI3HILIE WECTH MICALIB 3 IHA PHITHHEHAS
a0 CKAcYBAHHA BOEHHOrO CTaHy BiIMOBiAHO Ao sumor TTopANKY NpoBEICHAS
CKCMIEPTHIH PeecTpallifinux MaTepianis Ha Nikapchki 3aco0M, MmO NMOAAKOTHCH HA
JepEABHY PEECTpalilo (NepepeccTpalliio), a TAKOW EKCOEPTHIH MaTepianiB mpo
BHECCHHA 3MiH JI0 pEECTPaiiiHiX MAaTEpiaNiB NPOTANOM CTPOKY il peccTpauifiHoro
NOCBIIYEHNA, 3aTeepkeroro MO3.

Y pasi NpHNHHEHHA AIANLHOCTI JAABHMKA ¥ Nepiox Aii BoeHHoro cramy, mpo
me Gyno noingopmosano MO3 ta‘abo Llewrp, sansank moxe nonosus pobot
MOA0 PO3NOYMaTol 10 BEE/CHHA BOEHHOID CTAaHy NPOUERypH NepepeccTpaiii
MKAPCHEOTO 3acoby micas npunuHeHHA abo CKACYBAHHA BOCHHOIO CTaHy, wie He
MI3HIIIE MECTH MICALIE 3 JAHA NPHIHHEHHA 200 CKACYBAHHA BOCHHOID CTAHY,

10. ¥ sasmi npo nepmasny peectpaliilo nikapcekoro sacoby, sKy mozae mo
MO3 saampHuK, 3asHA4AOTRCH HafiMEHYBIHHS TA AQpeca 3adBHMKE, JOPHIHYHA
ajpeca Ta anpeca MICUA NPOBLKEeHHN TiEHOCT] BHpoGHuKa Aikapcekoro sacoby,
HaiBa mkapcekoro 3acoby, Horo ToproBennHA HA3Ba, HasBa JUIOY0I PEMOBHHH,
CHHOHIMH, (hopMa BHITYCKY, NOBHHA CKAal NIKapCekOro 3acoDy, MOKA3aHHA [0
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JACTOCYBAHHA Ta MPOTHNOKAIAHHA, NOIYBAHHA, YMOBH BIAMYCKY, Chocobw

3aCTOCYBAHHA, CTPOK Ta yMoBH 30epiranys, inopmallis npo yNakoeky, Jaxi moao
peecTpauii mikapcskoro 3acofy B IHIIHX KpaiHax.

11. JIns npopepeHHs eKCNEPTHIM PECCTPALLifHHX MaTepiamis 3asBHHKOM
nogaoTeea g0 Lewnrpy:

1) marepiany peccTpauiiiHOre AOCKE, BHMOTH 10 IMICTY Ta obcary sxoro
BCTaHOBMWOHTLCE MO3;

2) MaTepianH MO0 METOAIR KOHTPOIK AKOCT] MKAPCLKOTro 3acoby;

3) BIAOMOCT] NP0 TEXHONOMK BHPODHMUTEA Mikapcekoro 3acody Ta Ko
oI AHOMD JO3BUIBHOTO JOKYMEHTA HA BHPOOHHIITEO, BHIAHOMD YIOBHOBAKEHHM
Opra’HoM JepHaBn, 1 3MICHIOCTECA Take BHPODHHIITBO;

4) TexCT MApKYBAHHA YTIAKOBKH;

5) saceigueHa B YCTAHOBACHOMY MOPALKY KONiA JokyMenTa, nepeabaueHoro
abzanom ApyruM nyHsry 13 usoro posginy, wo euganuii JepacmikcnymGowo y
pranageromy MO3 nopagky | niaTBepIKYe BUANOBIAHICTE YMOB BHpOOHMLUTRA
MONAHOTO HA PEECTPALIIG MKapCEKOro 3acoly (kpim aiounx peqosnn (cyBeTanumiin)
YHHHHM B YEpaini BHMOraM HanexHol BHPoORHYOT NPakTHEM (N8 BITHHIHAHHX
BHPOOHHKIE — 33CBLIMEHA B YCTAHOBJIEHOMY TOPAAKY KOMIA YHHHOI muexHsii Ha
BHPOGHHIITEO MKAPCHKHX 3ac06iB);

6) AOKYMEHT, WO MUATBEPIKYE CILIATY peccTpauiinoro 3dopy.

12. Tlopapok apanranii go cradgaprie  E€sponeficekoro Cowsy Ta
pekomenpaniit BOO3, y tomy uHcnl 3aTBep/UKEHHM CTAaHIapTis wWogo obiry
nikapekkux sacobis, a Takom peecTpauii mikapeskux sacobie  ofmemeHoro
JACTOCYBAHHA Ta THX, MO BUPODAAIOTECH 3rIHO 13 3areepaxeHumy MO3
nponHcamMH (IHGOpMAaIA NP0 CRIWL, TEXHONOTI0 BHPODHHIITEA, KOHTPOIL AKOCTI
Td 32CTOCYBAHHA NiKapcsEoTo 3acody), sunavac MO3. Excneprasy peecTpauiinmx
MATEPIANIE NPOBOANTE EKCNEPTH 3 BLINOBUIHAM piBHeM KBamiikamil Ta 3HAHb
saKoHoAaBcTRA Yikpaiuu, npasun i Hopm Esponeiickkoro Cotody, pexomeHnanii
BOO3 y cdepi obiry nikapeskux 3acobis, nonoxens Mixnaponnol kondepenii 3
FapMOHIZALIT TEXHIMHHX BHMOr A0 peccTpailii Nikapchkux 3acodiB U JIOJHHH.
TpH uBLOMY EKCOEPT HE NOBHHCH BHKOHYBATH (QYHKUIL, ¥ TOMY 4YHCII 33 MEKAMH
EKCNEepPTHOrD OpraHy, W0 NPHIBOANTL 10 KondnikTy inTepecis. Bumorn o
kpatiQikauii excneprie Ta nopaaok ix arecrawii en3navae MO3.

13. ITin 9ac NpoBeEHHA EKCNEPTHIN PeecTPALiiHAX MaTEPIANiB MPOBOAHTECA
mepeBipka Ha  BUINOBLAHICTL BHMOIAM  HAne#HO! BHPOOHHYO[ MPaKTHEH
BHPOGHHIITEA niuapm.xux sacobis (kpimM ailownx pevwobBHH (cyOcTammifi), mo
MoNalTECA Ha pecnpamm ¥ NOPAAKY, BHIHAUCHOMY MIO3.

[Nepesipka Ha BIANOBIIHICTE BHMOTaM HanewHO! BHpoOHMYOT NpaKTHEW
BHPOOHHITBA NIKAPCEKMX 33c0DIB (KpIM  JIYHX PedoRHH {cyDoranmiit), mo
NOAAOTECE HA PEECTpallio, HEe NpPOBOIMTECE Y ]]331 HASBHOCTI  BHIAHOTO
HepanixkenyxGoio NOKyMEHTa, O NIATBEPIAYE BUINOBLIHICTE YMOB BHpoGHHITRA
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BHMOTAM Haneknol BHpoGHHE0T NPaKTHEN (U1 BITYHIHAHHX BHPOOHHKIR — YHHHOT
niuendii Ha BHpoOHALTBO NIKApChKHX 3ac00is).

14, Imdopmanis, mo MICTHTECA ¥ 3asBi Npo JIEpAKaBHY PEECTPaIio
mikapcekoro 3acoby Ta JogaTeax mo wei (gani — peectpamiiina indopmalis),
pigmosigno a0 Jakony Ypainn «ITpo aikapeski 3acoGH» Ta IHIIKX HOPMATHBHO-
NpABOBHX @KTIB MUUIATEE  JepwaBHii  OXOpOHI Bl pOSTONOWEHHE |
HeA0GPOCOBICHOID KOMEPIITIHHOTO BHKOPHCTAHHA,

MO3 ra Lentp 30608 s3ani 0X0pOHATH Taky indopMaliiio Bi posronoeH s
Ta sanobirati  HenoOGpocoBicHOMY KOMEpUIfHOMY — BHKOPHCTAHHKO  Takoi
inopmartii.

MO3 30608 s3annil 3abeaneuysatd Ha ceoeMy oginifinomy sebcafTi BLILHHHA
AOCTYN A0 BCIX PEIYALTATIE JOKMIHIMHOID BHBYCHHSA T4 KAIHISHHX BHIPOOYBAHL
nikapesknx 3acofis (3sitis npo noKAIHIMMI J0CHLTKEHHS TA 3BITIB NPO KIIHIYHI
pUnpofyBaHHA, 3aTRepLxeHIN 3a Gopmuio, Bcranosnenoio MO3), SKi € BIIKpHTOIO
inopmaniero. Gopumm 3BiTiB Ta NHTARNRA iX NIAMOTOBKH BeTaHOBRMIOWOTECE MOS.

15. 3afopoHscTsCd NpPOTATOM N'STH POKIB 3 JaTH JEpXaBHOI peecTpailil
nixapecskoro Jacoby (HelanewHo Bi cTPOKY YHHHOCTI GyIb-AKOTO MATEHTY, AKHA
MaE BiTHOMIEHHS A0 JiKapchkoro 3acoby) BHKOPHCTOBYBATH peccTpauiifiy
iH(OpMaliF0 CTOCOBHO GeIneyrocTi Ta eeKTHBHOCTI, WO MICTHTLCH B 3a8Bi T3
ADAATKAX A0 Hel, 3apeccTPoBaHOND AIKapceKoro 3acoby i NOJaHHA 3a8BH NpPO
NepEaBHY peccTpalilo iHmore mikapckkoro sacoly, KpiM BHNAJKIE, KOJIH TMpaso
MOCHAATHCA 800 BHKOPHCTOBYBATH TAKY IH(POPMALIIID ONEPHKAHO B YCTAHOBICHOMY
3AKOHOIABCTROM NMOPAAKY B ocoOH 4 oprasizawii, axa Hagana indopmanio, abo
indopManis MATOTOBICHA JANRHHKOM 90 [N JaFBHHKL.

16. [ina nepwasnoi peectpaitii nikapeskux 3acobis, mo GasyloThea abo MalOTE
BiAHOIEHHS 10 00 cKTiB IHTEIEKTYanbHOT BIACHOCTI, HA AKI BUINOBIAHO 10 3AKOHIB
Yipaind BHAAHO NATEHT, 3AABHHK TOJAE Koniwo nareHty abo ninewsii, AKow0
NO3RONACTHCA BHPOGHHITEO T4 NMPOJAX 3apeccTpPOBAHOTO Nikapchkoro 3acoly, i
AMCT, B AKOMY 3a3HAYaETHCA, 110 NPaBd TPETHOI CTOPOHHN, JAXMINEH] NATEHTOM, HE
MOPYLIYIOTHCA ¥ 38 H3KY 3 PEECTPALLicIo Nikapcekoro 3acody.

17. Jlo sasBm npo JepmaBHy peccTpauilo nikapcekoro 3acoly, AKHH
IapeECTpOBaHmi  KOMIETeHTHIM  opraHoM  CnomydeHHX Illrarin AMepHEH,
Ilpefinapcekoi  Kondenepawii, Anomii, Asctpami, Kasams, mo 3a
UEHTPAM30BAH0I0  NPOLEHYPOI0  3APEECTPOBAHMI  KOMIETCHTHHM  OPTaHOM
Epponeiicskoro Colosy Ta 3aCTOCOBYETHCA Ha TEPHTOPII TAKHX KpaiH WM Jepwkas -
unenis Esponefickroro Cowosy, 3AMicTs NOKYMEHTIB, 3a3HAYEHHX Y MUINYHKTax
1-6 nyuxry 11 HBOro posaLTy, JONAKTLCR:

1) 3acBigMEHa B YCTAHOBACHOMY NMOPAIKY KOMA JOKYMEHTR, nepenbaieHoro
nignynkrom 5 mymsry 11 usoro posmimy, wo sunauwii Jlepuikenywbowo y
pranageromy MO3 nopaiky | DiOTBEpIKYE BIINOBIAHICTE YMOE BHPOGHHIITEA
NOARHOTO Ha peecTpaliio mikapckkoro 3acofy wuHuMM B VKpaiHi BHMOraM
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panemnoi mupobumdoi npaktukd, 860 muckMobe 3000B’A3aHHA  BMpOGHMKA
srHpobnaTH BiAnOBiAHMI nikapcexkuil 3acid ana nocrayaHus B Yepainy Ha THX
caMix BHPOOHIMHX NOTY/RHOCTAX, IO 3ACTOCOBYOTLCA Y BHPODHHLTEI NiKapChKHX
sacobim, npu3HaueHnHx ans BHKopucTaHHA Yy Cnomysenux [Mlratax Amepnkn,
IIsefinaperxifi Kondesepauii, Anonii, Asctpanii, Kanani abo nepxasax - wieHax
Enponeiicskoro Corosy;

2) MaTepiani UIOAO METOAIE KOHTPOIO AKOCTI NKapChKOro 3acoby,

3) rpadiune 300paKCHHA MAKETd YNAKOBKM JNiKapchKoro 3acoly Ta TEKCT
MBPEYBAHHA NEPBHHHOT Ta BTOpHHHOT (33 HAARHOCTI) YNAKOBOK, BHKIAJCHHI
MOBOIO /U171 MAPKYBAHHA MIKAPCHEHX 3ac00IB BUINOBIAHO 0 BHMOT 3aKOHOJABCTEA,

4) maTepiany peecTpamiiiHoro nocke, Ha minctasi sxoro Gyno 3dificHeHo
peccTpaliio Aikapeskoro saco0y xomneTenTHHM opranoM Crnonyucanx [lltatis
Amepurn, lseiinapeskoi Kondeaepaunii, Anonii, Ascrpami, Kanamu abo 3a
LEHTPANII0EAHOI NPOLELYPOI KOMNETEHTHIM opranoM Esponeiickkoro Colody
IU14 FACTOCYBAHHA Ha TepHTOpil Takux kpain uM Jepxas - wieHis €sponeiickkoro
Cotody, i3 3a3HAUCHHSM [JaHHX (PO PEECTpaLiN JiKapcsKoro 3acoly B TAKHX
kpaiHax, y TOMy 4Heni HaisW KpainM peectpauii i opraHy peectpauii Ta JaTH
peccTpalii, Wo NiATRCPIKEHO 3AABHHKOM Ta/a00 YNOBHOBIKCHHM HHM
MpeNCTABHHKOM,

5) iHCTPYKLiA NP0 3acTOCYBAHHA Jikapcekoro 3acoly, BHKIAJCHA MOBOIO
BUAMOBIAHO 10 BHMOL 100 MOBH, BH3HAUCHHX 3AKOHOIABCTBOM,;

6) MOKYMEHT, 110 MiATBEPIKYE CIUIATY peecTpauiiinoro 30opy.

CTpok pOIrNAmYy 3A3HAYMEHHX Marepianis Ha Jikapcekwil  3acif, AKwHi
sapeccTpoBanmii  kommerenTHuM opranom  CromydeHnx [lTatis  AsepHkd,
[lpefinapcekoi  Kondenepauii, HAnonii, Ascrpami, Kawagm afo 3a
NEHTPatTi3oBaHOK NPoLEIypolo KoMneTenTHHM opranom Eeponefickkoro Coiosy
T4 3ACTOCOBYETHCA HA TEPHTOPII TAKHX KpaiH 4H Jepikas - wieHis CBponedceroro
Corosy, CTAHOBHTE JECATH poboumx AHIB,

18, Jlo sasBs npo JepHaBy PeecTpalilo nikapeskoro 3acoly, AKHI MUUIATAE
JMKYMIBNI 33  pEIYNRTATAMM  3aKyniBeNbHoi  MpOUEAYPH, NpOBENEHOI
CHeliali30BaH00 Opranilatieto, AKa 3AHCHIOE 3AKYMIBIL, HA BHKOHAHHA YromH
mogo sakyniem ik MO3 Ta BIANOBIIHOK CNCINANIIOBAHOI0 OPranialliclo, AKa
ificHIOE 3aKymiami, 3aMicTs QOKYMENTIB, 3a3HAYEHHX Y MANYHKTax 1-6 myRkTy
11 usoro posniny, 10AaI0TECA:

1) martepiamn peectpauiiinoro aocke, Axi GymH mogami aas peectparl
nikapckkoro 3acofy perynaTopHOMY OpraHy Kpaiiu, B AKiil 3a3uaqeHuil NiKapCEKHi
3aci6 sapecctposano, abo /i npexsanigirauii srikapeskoro sacoby BOO3;

7) spiT Mpe OLIHKY 3a3HAYEHOTO  Aikapckkoro  3acoby, CKIANACHHN
pPErynaTOPHAM OPraHOM Kpailk (AKILO Takuil 38iT nepeadadeHHii 3AKOHOIABCTBOM
Kpaik), & AKii Taxuil mikaperknit 3aci6 sapecctposano, abo suaanwii BOO3, skiwo
nixapeskuii 3acib € npexpanidixosarM;

3) MeTo/IH KOHTPOMIO SKoCTi nikapeskoro 3acoby (kiAIeBoro NpoAyKTY):

4) iHCTpYKLi® NMpO 3ACTOCYBAHHA NiKApChEOTO 3acoly, BHKNAiEHd MOBOIO
BUIMOBIAHO 10 BHMOT 100 MOBH, BHIHAYCHHX 3aKOHOIABCTBOM,



8

5) 3pasok OPHTIHATY YIAKORKH TIKapPChKOro sacody;

6) nepexNagM TEKCTY MapKyBaHHA YNAKOBKHM Jikapcbkoro 3acofy Ta
iHCTPYKIII Npo  3acToCYBaHHA mikapcekoro 3acoly abo indopmamii npo
FACTOCYBAHHA MIKAPCHKOTO 3acofy MOBOI BUIMOBIIHO OO0 BHMOT MIDAO MOBH,
BHIHAYEHHX  3AKOHONABCTBOM,  JACBUIMCHI  NiANMcoM  3adBHMEa  abo
YIOBHOBAKEHOTO HHM NPEICTABHHKA,

19. o 3asBH Npo AEpHABHY PEECTpauilo Jikapchkoro sacofy, sxui
3AKYTIOBYETHCA 000010, YNOBHOBAKEHOW Ha 3aiiicHennd sakynisens y cdepi
OXOPOHH 3M0POB'S, TA NPH ULOMY € JBPECCTPOBAHHM KOMIETEHTHHM OpraHOM
Cnomygennx Lltaris Amepirn, [lsefmapenkol Kondenepauii, Amonii, Ascrpanii,
Kanaas T4 3acTOCOBYCTLCR HA TEPHTOPII TAKHX KpaiH alo KOMIETEHTHHM OpPraHoM
Epponeiicekoro Coloy 3a UEHTPATi30BAHOK NPOLEAYPOID TA JACTOCOBYETHCA Ha
Teputopii aepmas - anenis Esponeiicexoro Corosy, 3aMicTh JOKYMEHTIS,
JasHaueHHX y mianyseTax 1-6 nynxry 11 usoro posginy, 100a0ThCs:

1) A0KYMEHT, IO MIATEEP/UKYE PEECTPaLi0 MiKapcsKoro 3acoby y BianosiaHif
kpaini abo peectpauiro komnerenTHum oprasoM Esponeiickkoro Cowsy 3a
NEHTPANII0BAHOK NPOUEIYPO Td 33CTOCYBAHHA HA TEPHTOPIL AEpKaB - WICHIB
Epponeiickkoro Cow3y Ha JaTy NOJAHHA 3498H NP0 NEpKABHY peECTpauiio,
3acBiAMEHNIT TAMHCOM 3aBHHKA a00 YIOBHOBAAKESHOTD HAM NMpECTABHHKA,

2) marepiaiH peccTPamiiHoro A0CkE, Ha nifcraei sxoro Gyno sgificHeno
peccTpauio nikapeskoro 3acoby womnerewtHim oprasom Cnonywennx ltatis
Amepurn, lseiiuapeskoi Kondenepauil, Anouii, Ascrpami, Kanaan abo 3a
HEHTPANII0BAH0I0 NPOLETYPOl KOMIETEHTHHM oprasoM Esponeiickkoro Coiozy
ANA 3ACTOCYBAHHA HA TEPHTOPII TaKMX KpaiH 4M jepwas - uneHis €sponeHcsroro
Coroay;

3) MEeTOOM KOHTPONO AKOCTI TOTOBOTO Aikapcekoro 3acofy (kiHLEBOIO
npoayxTy );

4) s3BiT npo OWHKY 3a3HAUEHOrO JiKapcekoro  3acoly, CcraaneHui
PEryIATOPHMM OpPraHoM Kpaiis (FEmo Takuii 38iT nepeaGaucHuit 3AKOHOABCTBOM
Kpaikn), B AKifl TakHit nikapcskuil 3acid sapeccTpoBano,

5) iHCTpYELIA NP0 3acCTOCYBAHHA Nikapchkoro 3acoly, BHKNANEHA MOBOI
opurisany (MOBOIO, BIIMIHHOIO BiJ JEPKABHOI), KOPOTKA XapaKTEPHCTHER
nikapeskoro 3acofy, BHETANEHA MOBOW OpHTiHATY (MOBOIO, BIAMIHHOW Bij
JepRaBHOI);

6) rpadriune 300pameHHs MAKETA YNAKOBKM NIKApPCHKOro 3acoly Ta TekcT
MEPKYBAHHA TEpPEMHHOI Ta BTOPHHHOI (332 HAABHOCTI) YNAKOBOK NIKAPCHKOTO
zacoly,

7) mepeRIAmH TEKCTY MapKyBaHHA NEPBHHHOI T2 BTOPHHHOI (33 HASBHOCTI)
YIAKOBOK fikapeekoro sacoby Ta iHCTpYRUii Npo 3acTOCYBAaHHA, KOPOTKOI
XAPAKTEPUCTHEN Nikapeskoro 3acofy MOBOIO BIANOBIAHO 10 BHMOT NIOJO MOEH,
BHIHAYEHHX JAKOHOAABCTROM, ¥ BIHavenomy MO3 nopaaky, sacBiLIMen] MUIMHCOM
3agBHNKa ab0 YIOBHOBRMEHOTO HHM TIPEICTABHHKS,

) sacBilMeHa KOMiA JOKYMEHTA, WO MATBEPIKYE BIINOBIIHICTE YMOB
BHpOOHHITEA Nikapckkoro 3acofy, MONAHOTD Ha peECTpauilo, BHMOTAM 10
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BHPOOHHITES Nikapchkux 3acodis B Ypaini, mo suganwii MepwnikenyxGoro y
BHzHadeHoMy MO3 nopanky, abo mucemose 30608’ s3anms BupoGHIKa BHPOGIATH
BlanosiaHmil nmikapceknit 3acif ann nocrauanis B Yepaiwy Ha THX  camux
BHPOOHMYMX NOTYRHOCTAX, MO 3aCTOCOBYIITECA Y BHPOOHWIITBI NiKapchiHx
3acobiB, NPHIHAYEHHX [UIA BHKODHCTAHHA Y BIANOBLIHIN kpaimi peccrpamii
(Crosyuennx  Wlrarax  Asepurn, Ulseiiuapenkiii  Koudenepauii, Snomii,
Asctpanii, Kanaai abo sepmanax - unenax €eponeiicskoro Coioay),

Crpox nepesipkM peecTpalliiHHX Martepianis Ha iX aBTEHTHYHICTE HA
nikapceknii 3acib, Akuil 3aKyNOBYETLCA 0CO00M, YNOBHOBRKEHOIO HA IMIHCHEHHS
3aEyniseis Yy cdepi oxoponu 3INOPOB'A, T4 NPH ULOMY € 3APECCTPOBAHHM
komneTeHTHHM  opradom  Coonydenwx  Illratie  Asmepuxn, [seiiuapcrkoi
Kondenepanii, Anonii, Ascrpanii, Kanaam Ta 33cTOCOBYETHCA HA TEPHTOPIT TakHX
KpaiH abo KoMmmeTeRTHHM opradoM €sponeiicekoro Cowsy 3a LEHTPANIZ0BAHOK
NPOLEAYPOIO TA 3ACTOCOBYETLCH HA TEPHTOPIl nepkas - 4iecHis €sponefickKoro
Coway, cTAHOBHTE CIM poDOYHX AHIR 3 AHA IX NOJAHHA.

[lin w9ac nepesipkM peecTpalliiHMX  MaTepianis Ha X ABTEHTHYHICTE
SKCMIEPTH3IA MATEPIAIE PEECTPALIFHOND A0CKE, NOJAHOTO PETYIRTOPHOMY Oprany,
AKHI 3apeecTpyBas Ueil Jikapehkui 3acif, He NPOBOANTLCA.

20. Jlo sasBH mpo AepWaBHY PeECTpallilo JiKapceKoro 3acoly, skuil
JAKYNOBYETBCH 0CO00K0, YNOBHOBAKEHOW HA 3MilicHEHHA 3akynisens y cdepi
OXOPOHH 370POB’H, HEIAICHHO BiA KpaiHn BupoGHHKA, y pasi, KOaW JepkaBHa
peecTpallis MKapesKoro 3acoby 301HCHIOETECA i3 MAPKYBAHHAM Ta IHCTPYKIIEK npo
3UCTOCYBAHHA MiKapcekoro 3acofy, WO BLANOBIAAIOTE BHMOTaM YacTHH Mepmiol,
Apyroi, TpeThol Ta n'atoi crarmi 12 3akony Yepainn «[Ipo mikapceki 3acoGuw,
3AMICTL JIOKYMEHTIB, 3asHauennx y mignyaxrax 1-6 nyuxty 11 usoro posmimy,
A0MAKITHCH:

1) MaTepiann peccTpatiiiHoro J0CkE;

2) MaTepiany WoAo METOAIB KOHTPOMK AKOCTI MIKapChKoro sacoby;

3) AOKYMEHT, WO MATREPIAYE CINATY peecTpauifinoro 36opy;

4) MapKyBaHHsA MEPBHHHOI Ta BTOPHHHOI (32 HASBHOCTI) YNAKOBOK JIKaPCHKOTO
3acoby,

5) IHCTPYKILA NPO 3aCTOCYBAHHA NiKapchkoro sacoly;

6) 3acBimYeHA KOMIA JOKYMEHTa, [0 NIITBEPIKYE BiANOBIAHICTE YMOB
BHPODHHUTEA JiKapchKoro 3acofy, MOJAHOTO HA PEECTPalilo, BHMOTAM 110
supobunuTea nikapeskux 3acobis B Vepaini, mo swnauwit Jepwnikcayxbow y
prsHagenomMy MO3 nopanky (ans BITYHIHAHHX BHPOOHHKIB — 3acBiIMEHA B
YCTAHOBIEHOMY MOPAZKY KO YHHHOI Jilensii Ha Bupo0OHHUTBO MiKApCHKHX
32C00IR).

21, Jlo 3asBm npo JepHaBHy pPeECTpaunin mikapcekoro 3acoly, KM
JAKYTIOBYETHCA 0CO00I0, YNOBHOBAMEHOW Ha 3iiicHeHHA 3akynisent y cdepi
OXOPOHH 310pPOB'S, HEIWIEKHO Bl KpaiHH BHpoOHHKA, ¥ pasi, KoaM Aep:KaBHa
PeECTpallis AIKAPCHLEOro 3acoly 3AIHCHIDETHCA 13 MAPKYBAHHAM, IHCTPYKUIEW NPo
JACTOCYBAHHA NiKapcekoro zacofy Ta KOPOTKOIO XaPAKTEPHCTHKOK JIKapChKOro
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saco0y, BHKTANCHHMH MOBOIO OPHTIHATY (MOBOI, BIIMIHHOK BiJ JepwaBHOi),
saMicTh JOKYMEHTIR, 3a3Hauedsx y nigmyikrax 1-6 nysry 11 usoro posminy,
NOIAI0THCH:

|} MaTepiamy peccTpatifiHoro 10ckE,

2} MaTepianH WOm0 METHIIB KOHTPOAIO AKDCTI MIKAPCEKOTO Jacody;

1) AOKYMEHT, 110 NLATBEPILKYE COATY peecTpanifinoro 36opy;

4) rpadiune 306paRkeHs MAKETA YIAKOBKH NiK4PCHKOTO 38c00Y;

5) 3pasok opwriHany iHCTpYKUil Mpo 3acrocysaHHA nikapcekoro sacoly Ta
KOPOTED] XapaKTepHCTHKH Mikapceroro 3acoby;

6) mepekiam TEKCTY MapKyBaHHA NEPEMHHOI Ta BTOPHHHOL (33 HAABHOCTI)
YNaKoBOK NiKapeskoro 3acofy, IHCTPYKLLT NIpo 3aCTOCYBAHHA MKapCLKOro 3acoby
T4 KOPOTEOl XapakTepHCTHEH Nikapchkoro 3acofy MOBOIO BUINOBLIHO 10 BHMOT
WOA0 MOBH, BHIHAYEHHMX 3GKOHOJABCTBOM, Y BHIHAMEHOMY MO3 nopsaky,
JacBLIMen] MiAnUcoM 3agsHuKa 200 YNOBHOBAKCHOIC HHM NPE/ICTABHHES,

7) 3acBigueHA KOMiA JAOKYMEHTa, IO MITBEPIKYC BUINOBIHICTE YMOB
supobHUITBS Mikapchkoro 3acoby, NOJAHOrO Ha pecCTPaLlito, BHMOTEM 10
ppobHMITEA AikapeeKHX 3acobis B YKpaini, o BHIAHAH Hepanikcnymbow ¥y
sisnagsenomy MO3 nopanky.

CTpoK eKCIepTH3H PecCTPAIliiiHHX MATEPIANB JUIR JIKAPCHKHX 3acoGis, AKi
3AKYNOBYIOTECA 0cOD0I0, YNOBHOBAAKCHOW HA 3IACHCHHS sakynisens y cihepi
OXOPOHH J10POB’ A, HESANEHKHO BiA KpalHH EUPOOHAKS, HE NOBHHEH NEPERHILYBATH
TPHAUATH poBoumX IHIB,

Ilo cTpokis excrmepTHHX poGiT HE BXOAMTH Hac, KOMM MATepialn Gynu Ha
0ONPALIOBAHHI B 334BHUKA, Hac, HeOOXiTHHii Ha OTPHMAHHA BIANOBLIE Bil TpeTiX
ocib (y ToMy wHCHI Bijl YNOBHOB@WCHHX opranis Ykpaiu ta/abo iHWKX Kpain),
noB'A3aHi i3 MPOBENCHHAM EKCTIEPTH3H, A TAKOK Hac NMposefeHHs naboparopHix
BHIPODYBAHE.

22. V pasi notpeGn llewrpom NpoBOAHTECA A0A4TKOBE sHnpolyBaHHA
nikapeskux 3acofis Ta/abo n0aTKOBA CKCNEPTH3A peccTpaliiiHex Matepianis y
pianageromy MO3 nopsaky.

JlonatkoBa excnepruia (BunpobypaHns) NPOBOIMTECA IMiCHR conard i
BAPTOCTI, BCTAHORNEHOT JOTOBOPOM Mik JANBHHKOM Ta YD eKTOM, KM MPOBOANTS
Taky excneprusy (eunpobysanma). Matepiani 3a peIyNbTaTaMH npoBeaeHol
pofoTi nagcunatoTsees Ao LlewTpy.

23, llewtp roTye BMOTHBORAHI BHCHOBKH W00 eeKTHBHOCTI, Desnekn T4
AKOCTi Nikapcekoro 3aco0y 3a  pesyNbTATAMH  EKCOEPTHIN peecTpamiHnx
Matepianis aGo BuchoBkH, nepenbateni mymkramm 1-5, absauoM TEPUIMM
nyHKTY 6 ULOTO PO3LTY.

24, Ha nigetasi nomanol 3asesnrosM 3ase, pucHoskis Llentpy MO3 y cTpok,
[0 HEe NEpeBHIIyE LecaTH polounx ARis, NpHIiMac PILIEHHS Tpo peccTpadiro abo
BiIMOBY B peecTpatlil nikapeskoro acoby.
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PimenHa npo peecTpauiin afo BUIMOBY B PEECTpalLi NikapcsKoro 3acoby, AKHHA
japeecTpoBalmii  komneTeHTHHM oprasoM Cronysenux  Ilraris  Amepuku,
Ulpeiinapcskoi Kondenepauii, Anowii, Ascrpanii, Kanann, abo sapeectposaHii
KOMTIETEHTHHM  opranom  Esponeficekoro  Colosy 38 HEHTpani3oBaHow
POLENyPOl0 TA 3ACTOCOBYETHCA HA TEPUTOPIl WMX KpaiH 4M Jepias - 4WieHIB
€pponeitceroro Coiody, NPHIMAETECA HA NUICTABI 3a5%BH T4 PEIYNLTATIB POIXIALY
PCECTPAILIHMX MATCPIATIB Ha TAKI MKapchKi 3aco0H y CTPOK, WO HE NEPEBHILYE
ceMH pobouHx.

Pitenss npo peccTpaiiiio abo BiAMOBY B peccTpatii Nikapeskoro 3acoly, AKHA
MIAFAE 3AKYMiBAL 338 PeIyNLTaTaMH 3aKynisensHol NpouUeaypH, NpoBefeHol
CHEMiATII0BAH0I OPranijauieio, AKa 3MIACHIOE 3aKymisi, HA BHKOHAHHA YroaH
mogo sakynigni Mk MO3 Ta BIANOBIIHOK CrELIANi30BAHOK OPTaHIZAIICo, AKa
IMACHIOE JAKYMIBAL, NPHIMAETBECA HA TLICTaBl Ja%BH T4 33 PE3YNLTATaMH
mpoBeaeHoT nepesipkl peecTpaltiiinix MaTepianis Ha TAKRI Nikapchri 3acib mono
X ABTEHTHHHOCTI, ¥ CTPOK, 110 HE MEPEBHILYE CeMH poboumux JHIB.

Piurenns npo pecctpauiio abo sigMoBy B peecTpauii nikapeskoro sacody, sxui
3JAKYNIOBYETECA 0CDGO0I0, YNOBHOBAKEHOW HA mificnenns sakynisens y chepi
OXOpOHH 3M0poR’A, NPHIMAETLCH HA NiACTaBl 3a9BH Ta 33 PE3yNbTaTaMu
npoBeneHoi NepeBipkh peecTpaniiiHAX MaTepianis Ha Takwil nikapepkuii 3acib wono
ix ABTEHTHYHOCTI, ¥ CTPOK, 110 He NepeBHIIyE 1 4TH poboYHX HIB.

25. Hakasom MO3 nppo aepmasHy peecTpauile Jikapcekoro 3acofy
IATBEPIACYIOTECE METOAH KOHTPOMH HOro SKOCTI, IHCTPYKIIA NPO 3aCTOCYBaHHN
Nikapcekoro 3acofy (IHCTPYKLIA 118 MEINYHOrO 3aCTOCYBAHHA), 4 T4KOH
MPHCBOIOETHCA PeEcTpauiiinnii HoMep, AKHIl BHOCHTRCH 10 Hepxasnoro peectpy
nikapceknx 3acolis Ta MimkBigomuol (a3M AaHHX Npo 3apeectposai B Ypaiwi
nikapeuki 3acobm.

Ilo JlepwaBHOTO peEcTpY BHOCHTRCH IH(QOPMAIiA WMONO MOKIHBOCTI
peKnaMyBaHHA Jikapchkoro 3acofy, a8 TAKME MaHi NPO NONEPENHI0 PeecTpPalliio,
NEpePEECTPALIIED YH CKACYBaHHA peccTpallii sikapeskoro 3acoby Ta npo peecTpaitio
nikapcskoro  3acoby B Cnonygemux [lrarax  Amepukn, HInefinapceiil
Kongenepauii, SAnowii, Ascrpanii, Kasami, a Taxkok Aepkasax - 4ieHax
€sponeiickkoro Colody, AKI0 Takui nikapeskuil 3acif npoilwios nepwanmy
peccTpallito 4K nikapcekuil 3acib, KM 3apeccTPOBAHHI KOMIIETEHTHHM OpraHOM
Cromysennx [ltaris Amepuxny, [leeiinapeskoi Kondenepauii, Anomii, Ascrpanii,
Kapamu, abo 3a USHTPANIIOBAHOK MNPOUEAYPOID KOMIETEHTHHM OpPraHoM
Erponeiickroro Colosy Ta 33CTOCOBYETHCA HA TEPHTOPIl TAKHX KPAiH H Jep#as -
ynenis €aponeiickkoro Cowody, y TOMY WHCII HAIBa KpaiHM peectpauii, opramy
peccTpanii Ta garta peecTpatil.

Kpim Bizomocteii, nepenfadueHnx uaM nyHkroM, Jo JlepikasHoro peectpy
nikapchKkmx 3acofis MO0 IAPEECTPOBAHNX MIKAPCHKHX 33C0O0IB, AKI JAKYNOBYIOTHCH
0cobOoI0, YOBHOBAKEHO Ha 3AifCHEHHA 3aKyniBens Y cepi 0XOPOHH 3/10POB’S,
T NpH UBOMY € 3apEECTPOBAHMMH KoMneTenTHiM oprasiom Coomysennx [llratis
Amepurn, [lpeiiuapesxoi  Kondepepanil, Hnomi, AscTpanii, Kanagn T1a
38CTOCOBYIOTECA HA TEPHTOPIl TakMX KpaiH abo KOMICTCHTHHMH OpraHaMH
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Esponeiickroro Coo3y 3a 1EHTPATIZ0BAHOI0 NPOLEIYPOIO Ta 33CTOCOBYIOTHCA Ha
TepHTOpii Aepkas - unedis €sponeficskoro Cowosy, Ta W00 3APEECTPOBAHHX
nikapcskHx  3acobiB, HEIWICHKHO BLL KpaiHm BHPODHHEKR, AKI JAKYTOBYHOTLCH
ocoGoio, YIORHOBAMKEHOIO Ha 31iiicHEHHA 3aKyTiBeNs ¥ cepi OXOpOHH 310pOE’A, ¥
pasi, KomM JepiaBHa PeECTpallia 3fificHeHa i3 MApKYBAHHAM, IHCTPYKIIEK npo
JACTOCYBAHHA T4 KOPOTKOW NAPAKTEPHCTHKOIO, BHKNAZCHHMH MOBOIO ODHTIHATY
(MOBOIO, BIAMIHHOK Bil JACPWABHOL), BHOCATLCS AaHi MOO0 HATEKHOCTI
nikapesKoro sacofy 1o nikapeskux 3acoGis, Axi MoxyTs nepeGysaty 8 ofiry Ha
TepuTopii YEpaiH BHETIONHD 3 METOK Ge30MIATHOTO NOCTa4aHHA CTPYKTYPHHM
migposdinaM 3 MHTaHE OXOpoHW 3gopos’s  obnacwmx, Kuiscekol Ta
CenacTonoNbehEOT MICKKHX AcpmaamMinicTpauiii abo cyd’exTam rocnojapiosaHis,
AKi M@oTh NileH3I0 HA NPOBAKEHHA FOCMOJAPCHKOl MIAMLHOCTI 3 MEAHHHOI
MpaKTHKH, 3d Pe3yNbTATAMM 3aKymiBenb 33 KOIITH JEpKaBHOTO Groxery,
smifichenix ocofol0, YNOBHOBGKEHOIO HA HilicHEHNS 3aKyNiBeNEs Y cepl OXOPOHH
YIOPOB'A, AN BHEOHAHHA NPOTrpaM Ta 3AificHEHHA UEHTPANIIOBAHHX 3AXOIB 3
OXOPOHH 310pOB’A.

26. 3Gepiranns peectpauiitanx marepianis amificmiocrsen Llertpom. Konil
OPUMIPHHKIE JIOKYMEHTIB, AKHMH 3aTBED/UKEHI METOAM KOHTPOMKD AKOCTI
nikapchkoro 3acoby, KOTiA PeecTpaNifiHONo MOCEIIYEHH T4 KOMiA IHCTPYKLUI npo
3ACTOCYBAHHA fikapchkoro 3acofy (IHCTPYKLIS [/ MEAMHMHOTO 3ACTOCYBAHHA)
HagcHnaoThHeA 0o Jdepanikcnyxon,

27. dakr nepwasHoi peecTpauil nikapcekoro 3acoly  3acBUIMYETHCH
peccTpaLiiinM NOCBUIMEHHAM HA TiKApchKHii 3acid, gakT AepskasHOl peccrpauii
MEAMMHOTD  IMYHODIONOTIYHOTD TPENApaTy 3aCBUIMYETHCA  peecTpallifHimM
NOCBLTYEHHAM Ha JiKapckuil 3aci6 (Memmarmit imynobionoriunmil npenapar) (nani
- peecTpaliiine noceiggenna).

PeccTpauifine NOCBLIMEHHS |3 333HAYEHHAM CTPOKY, MNPOTArOM HKOrO
NO3BONAETECA JACTOCYBAHHA Nikapchkoro sacofy B Ykpaidi, BHI3ETHCH MO3
OPOTATOM JICCATH poboMHX JHIB TiCAR NpUAHATTS PilICHHS NP0 JepAaBHY
peecTpatiio Nikapesroro sacoby.

@opMy peecTpalLiiiHoro MOCELTMEHHA Ta NOPACK HOTO BHIAYI BH3HANAE MO3.

Jikaperrnit acih Mo#e 3aCTOCORYBATHCA B YKpaiHl POTATOM 1" ATH POKIB 3
nHA fOrO AepHAaBHOI peecTpaiii, KpiM BHIIANKIB, BHIHAYCHMX Y mynktax 1, 2
poaainy IV usore [Topsaky.

PeccTpalliiine noceigueHHs Ha fikapcekmii 3acih, AKHH 3aKYNOBYETHCH
ocoGoio, YIIOBHOBLKEHOIO HA 30iiicCHEHHS 3AKYNIBENE ¥ cepl OXOPOHH JA0POB'4, &
TAKOW TUIATAE 3AKYTTIRN 38 PE3yNbTaTaMH 3AKYTIBENLHOT NPOLETYPH, MPOBCACHOI
CHEMiAMi30RaHOI Opranizauien, Aka 3AificHIoE 3aKYMIBTI, HA BHKOHAHHA YIOIH
mogo saxynisni mix MO3 1a simosignon0 CHEMiani3oBaHo0 opragizaiieso, fxa
JIHiCHIOE 3AKYNIBJI, Y TOMY uHCAi peecTpatiifiiie NOCBUTMENHA i3 CTPOKOM Ali 10
| keiTia 2023 poxy, Aic 10 BBeAeHHA B Ail0 3akony Ykpainw sin 28 mumia 2022
poky Ne 2469-1X «Ipo nikapceki 3acobu» BUEMOMHO [UTA BHKOHAHHA MPOTPaM Ta
INICHCHHA LEHTPANI3OBAHMX 3aXONiB 3 OXOPOHH 3M0POB’S 13 BHECEHHAM
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sinnosigaoi indopmaiii no [lepxarnoro pecctpy nikapebkux 3acobis Yepaiuw Ta
HUTAXOM B4 BUINOBLIHEX PecCTPALiiiHuX NOCBIIYEHb.

I11. Brecenns 3min 10 peccTpaniitnnx matepianin

|. Mporarom crpoky i peccrpauiiinoro NOCBITYEHHA 3IafBHAK HECe
BianoBigAnLHICTE 33 edeKTHBHICTL, GeaneuHicTs T4 SKICTH 3apeecTpOBAHOID
nikapceKoro 3acoby, BEHBAEC 3X0A1B ANA NUIBHILCHHS HAYKOBO-TEXHIYHOIO PIBHA
BHPOOHHITBA Ta TapaHTii SKOCTI 3apeECTPOBAHOTO nikapcskoro 3acoly, AK
BCTAHORIIOIOTECA B Y KpalHi.

YV pasi euApnenHa aktis (0OCTABMH) WOA0 3APCECTPOBAHHX NiKAPCEKHX
sacobin, AKi MoTpelyioTs BHECEHHA 3MiH [0 PEECTPAINAHHX MATCPIANB, JANBHHK
sofor’ msanmmii mogaty MO3 siInosigHy 3asBy, 38 PEIyALTATAMH POICIALY HKOT
MO3 nancanae 1o LlesTpy IHCT-HANPaBNEHHA PAI0M 13 KOIIEK 345BH LI BHECCHHS
pignosigamux 3min, [Ticns Haaxomsxenns 10 LlenTpy IHCTa-HANpaBneHHA JaABHHK
nofae a0 LlenTpy BHuepnuy iH(OPMAILID PO NPHIHHH BHECEHHS TAKHX 3MIH Ta IX
MOMTHBHI BIIHB HA eHEKTHBHICTR, GEINEUHICTh, AKICTL NiKAPCHKOTO 3ac00Y.

2. ExcriepTHsa nNponoswmiii MO0 BHECEHHA 3IMIH 0  peecTpauiiimix
MaTepia/iis NPOBOMNTLCA HA MincTaBi nucra-sanpasnennsa MO3 nicas onnari i
BAPTOCTI, BCTAHOBNEHOI [OTOBOPOM MiK sansmMkom Ta Llewrpom, SKHiA nanae
peKoMEHALl MO0 BHECCHHA IMIH 0 peecTpailiiinnx mMarepiaiis abo wosol
peccTpaltii nikapeskoro sacoly y susHadenomy MO3 nopaaky.

3. MMopanok NpoBeeHHA CKCIEPTHIH, BRIIHAOYH BHIHAYCHHA 11 BapTOCTI,
mepenik 3MiH, M0 BHOCATECA 10 PEECTPALIAHHX MATEPIANIB, NOPAAOK iX BHCCCHHA
Ta 06iry nikapceKix 3acoBis 10 i mic/a BHECEHHA TAKHX 3MiH su3satac MO3.

VY pasi neoGxianocTi BHECEHHA IMiH 10 peeCTPaliHHX MATEPIANIB HA RUMOTY
MO3, ski nos’asami 3 JANPOBADKCHHAM Ta TOJANBUIHM  OHOBJICHHAM
knacHiKATOpin, CAOBHUKIE, 10BITHHKIB, CTAHIAPTIE, 10 BHKOPHCTOBYHOTLCH JUTA
CTpyKTYpyBanHa BitoMocTedl Ta ynidikauii 3amicis npo nixapceki 3acofu, BHeceHi
no JlepmasHoro peecTpy Nikapcekrx 3acobip Ykpaiun, eKcnepTHia MPONOIAILIH
MO0 BHCCCHHR 3MIiH A0 PEECTPAIiiiHMX MaTepianis, & TAKo® poboTH 3 posrmsmLy
MATEpIaTiB PO BHECEHHA 3MiH 10 PEECTPAUIHHUX MATEPIANiB IKapCLKOro aacoby,
axmil 3apeectposanmil kommerenTHIM opranom Cromysennx llraris AMepiky,
peiuapeskoi Kondeaepanii, Anomi, Ascrpanii, Kanann, abo 3apeecTpoBaHui
komMmeTenTHHM  oprasoM  €sponefickkoro  Cowosy  3a LEHTPATI30BAHOI0
NpOLEIYPOo Ta 33CTOCOBYETRCA HA TEPHTOPI LHX KpaiH 4 Jep#as - QIEHIB
Erponeiickroro Cowoay, € De30TIaTHHMH.

4. Posrna[ MaTepianis WOA0 BHECEHHA IMIH 10 peecTpaiiiiHux MATEPIANIB
moae fikapeekoro sacoly, SKHA 3APEECTPOBAHMI KOMNETEHTHHM OPraHOM
Cnomysennx Ltaris Amepuxn, pefinapesrol Kondeaepauii, Anouil, ApcTpanii,
Kanagn, afo 34 UCHTPANIOBAHOIO MPOUCAYPOK KOMNETCHTHHM OpraHoM



14

Eeponciickkoro Colosy Ta 33CTOCOBYETHCA HAa TEPHTOPI TaKHX Kpail uM Jepw#as -
wieHis Esponeiicekoro Cotosy, 3aificHOCTRCA ¥ BeTaHoBReHOMY MO3 nopaaxy.

3. ¥ pasl KoJH MCAA BHECEHHA 3MIH JI0 peecTpalliiiHnx MaTepianis, 30KpeMa
10 IHCTPYKIT Npo 3aCTOCYBAHHA MiKapckkoro 3acoly B 9acTHHI 3MIHH MOKAZaHs,
nixapcukuit 3acif crae TakumM, o nianagae (He niananac) min A0 JATHEPHKEHHX
MO3 kpurepiis, o 3acTOCOBYIOTHCA ML Yac BHIHAUCHHA NIKAPCLKHX 3acobis,
pexnaMyBaHHn Axux saboponeno, MO3 ua nincrasi pexomenmauiii Llentpy
npHiiMac pilleHHA NPO BIAHECEHHA JMIKaPCLEOrD 3aco0y A0 MiKapchkHX 3acobis,
peknaMyBaHHA AKHX 3aboponeHo (He 3abopoHeHD), T8 BIANOBIIHI IMIHH BHOCATBCA

a0 1HpopMallli npo CTaTyc peKiaMyBaHHA fikapcekoro 3acoby vy [epaasnomy
peccTpi MikapeeKnx 3aco0ie Ykpaian,

6. MO3 norojxye BHpOOHHUTEO NPOTAIOM NEPIOTY Al BOEHHOTD CTaHy Ta
peanizauiio 10 JABEPHICHHA TEPMIHY NPHIATHOCTI 3apECCTPOBAHOIO TIKAPCLKOrO
3aco0y 3 ypaxyBaHHAM 3MiH, 10 HE BHECCHI J0 peccTpauiiiHHX MaTepianis, 3a
YMOBH NOJAHHA 3aABHHKOM 1HCTa 3 ODIPYHTYBAHHAM TOTO, IO 3ANPOBALKEHHA
3MIH He MaTMMe HETAaTHBHOTO BIUIHBY Ha AKicTh, edextuaHicTs, Oesnexy
niKapcsKoro 3acofy, Ta rapaHTYBAHHA NPOBEACHHA YCIX BLINOBLINHX J0OCHLKEHE i
BHECEHHA LIHX 3MIH [0 PEECTPALifiHOND A0CKHE BIANOBLIHO 10 BHMOT 3aK0HOAABCTRA
MicJIA MPHITHHEHHA a0 CKACYBAHHA BOCHHOTO CTAHY, ANe He MI3HIILE WEeCTH MICALLB
3 [HS MPAMHHEHHA 800 CKACYBAHHA BOCHHOIO CTaHy.

IV. llpuiiaarra piment npo nosny abo TuMuacosy 3abopony
JACTOCYBAHHA NiKapchKoro 3acoly Ta pilmenns npo BiaMoBY B AepskanHiii

peccrpauii Aikapenkoro sacoby

. MO3 sianoeinne o TlopAaky npunuHeHHs Al peccTpauiiinoro
MOCBIAYEHHA Ha mikapcekuil 3acib, sarsepmumenoro MO3 (mani — [Mopamok
NPHITHHEHHA 1T PEECTPALLIAHOIO NOCBIAYEHHA), NPHIiMAE pillleHHS Npo nosHy abo
THMYaCOBY 3a00pPOHY 3aCTOCYBAHHA MKAPCHKOTO 3aco0y NUIAXOM NPHIHHCHHS i
peccTpauiiinoro noceiadenna Ge3 nosepHeHHA 300pY 3a JCpKaBHY peEcTpauiio
neOre  3acody y pasi BHABICHHA HEBIIOMHX paHine HeGeanewnnx #oro
BIACTHBOCTEH, 30KpeMa AKILO:

1) nikapesrmii 3acib wxkuuMBHi 118 300pos’s moanHl Ta/abo TepanesTHYHA
eiperTHBRICTE 3ac00Y BIACYTHA 30 YMOBH JACTOCYBAHHA 3TUIHO 3 IHCTPYKILE;

2) cknan MKApCLKOTo 3acoby He BIANOBIAAC 3A3HAYEHOMY B peecTpauifiHmx
AOKYMEHTAX;

3) peccrpauifini agokymentH abo IHQOPMalNiA NMPO BHECEHHA 3MIH [0 HHX,
HAJaHI 3JAABHIKOM, € HEJOCTOBIPHHMH,

4) sampumMk ©He 3adeaneuye BHKOHAHHA HABCICHHX Y  PCCCTPAINHHMX
NOKYMEHTAX YCIX BHIIB KOHTPOJIK HKOCTI MOTOBOrO Jikapckxoro sacoby Ta/abo
HOro IHIPEIIEHTIE, @ TAKOWK KOHTPOJIK, AKHH NPOBOAMTLCH HA TPOMIKHHX CTAIIAX
BHPODHHITEA BI/NOBIIHO 10 peecTpalifinuX MaTepianis;
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5) 3aABHMK He 3a0e3Ncuns BHKOHAHHA BHMOT, BH3HAYEHHX MyHKTOM |
poaniny 111 usoro [Mopanky, y BHIHAMEHHH MO3 cTpok;

6) suaBacHi iHuN webesneqni BAACTHBOCTI fKapchKoro 3acoly, AKI
mianauaoTsed MO3 3 ypaxyBaHHAM MUKHAPOAHOT MPaKTHER,

7) mikapcskmit 3aciG ne Gyp penennii B 0bir Ha TepuTopil YKpaiHH TpOTATOM
TPLOX POKIB 3 MOMEHTY HOIo fep#asHol peecTpauiil (nepepeccTpanii), AKIIO Ue He
3yMOBIEHO chenntiko BApobHHLTEA TA/a00 JACTOCYBAHHA TAKOID NKAPCHKOTO
sacody.

2. MO3 nipuiiMac B YCTAHOBIEHOMY NOPAIKY PIlIEHHA MPO THMUACORY abo
nosHy 3a00pOHY 3ACTOCYBAHHA NIKapCLKOrO 3acoly ULIAXOM (PHITHHEHHA aif
peccTpaniitHoro noceiaueHns Ge3 nopepHeHHA 300py 33 AepHEABHY peccrpaio
TAKOro Aikapchkoro 3acoly y pasi BCTaHOBAEHHA (akTy, IO 3AMBHHK (BnacHuK
peccTpaniiiHore NOCBITYEHHA) NIKAPCHKOTD sacofy abo ynoBHOBAMCHHH HHM
npencTaBHHEK:

1) npamo a6o ONoCcepeIKOBAHO € OB A3AHHM i3 Cy0 EKTAMM TOCTIOAAPIOBAHHA,
BEMIOYAI0NH X MpeNcTABHHKIR, BlAOKPEMASH] migpo3aian ((pinii, npeacTaBHUITSA),
finen3iaTie, 3aABANKiE, BAPOOHMKIS Ta MOCTAYANLHHKIB, AKi POBAIATL NpaMy abo
onocepeNKoBaHy MANBHICTE 3 BHPODHMUTBA NIKAPCHKHX sacobis Ha TepHTOpil
nepaann-arpecopa (Pocifickkol Penepaiii) ado PecyGaikn bitopyc,

2) micaa 23 motoro 2022 poky BYMHANM NPABOYHHE WOJ0 yHacTi xo4a 0 B
ofHOMY 3 cramis BupobHHUTBA fikapcekoro 3acoBy 4m A®] nignpHeMcTBOM,
pO3TANIOBAHMM Ha TepHTopii nepaasu-arpecopa (Pociiicexol Menepaii) abo
PecnyGnikw Binopycs, HAgaBank TakoMy MIJINPHEMCTBY B KOPHCTYBaHHA
apMaleRTHYHI MATEPiAILHI abo HeMATEPIAILHI AKTHEN abo nos's3ami 3 HUMH
NATEHTH, 1OIBOIH, MilleH3il, peecTpaiifini MOCRIAMEHHA, Mpasa Ta IHIII AOKYMEHTH,
ReoGXiHI U1 BUPOGHAITEA (hapMaUEBTHUHOT NPOLYKUIL, ¥ TOMY HHCn MEKapCLEAX
sacobis, a Takox BHpobHmursa AQI, sailfcmosann nepemady IX y HalfiMaHH
(openay) abo BiAUYKYBAIH X IPAMO a0 ONOCEPEIKOBAHO ¥ BAACHICT: PEIHICHTIE
nepasn-arpecopa (Pociitcskol enepanii) abo PecnyBnikn  binopyce IS
pupoGHAITEA dapMalleBTHIHOT MPOIYKIIL

V pasi BCTAHOBIEHHA 3a3HAYEHNX (DAKTIB, PilLEHHA PO THMUACOBY abo nosHYy
3afiopoHy  3aCTOCYBAHHA JKAPCHKOrO 3acoDy UUAXOM  NPHITHHEHHR aii
peECTPaNifiHOre MOCBiAMCHAA Oe3 NoBEpHEHHA 1Gopy 33 JCpEABHY PEeCTpallio
npuiiMacTeea  Bianosimmo Ao [lopsaky NpHIHHEHHA mii  peecTpauiiinoro
NOCBUIMCHHA.

TMpi UBOMY pillleHHA PO NOBHY JabOPOHY nikapckkoro 3acoly NPHAMAETHCA
He padilie HiZK HEpE3 TPH Micsli micns NPHAHATTA pillieHHA NpO THMYACOBE
IynmHACHAA i peecTpauifinoro nocBiMERAs Ha Takwii nikapcekmi 3acif 3a
noromkennaM 3 KaGinerom Minictpis Yepainn ¥ pasi, KOIH 3aiBHHK (BIACHHE
peCCTPauifiHOTO NOCBIAMEHNHA) TNPOAOBKYE migAEHICTL, Nepeabaveny ab3aunamy
APYTHM — TPETIM 1LOTO MYHKTY.

3. Pimewns npo BigMoBy B JepmaBniil peecTpaitii MKapchKoro 3aco0y
NpHiiMAETREA Y Pasi, KOMM Mifl Hac eKCNepTHIH peecTpauiiinix MaTepiane He
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nigreepmIHcA BizomocTi wono edekTHBHOCTI, GeanekH TA AKOCTI TAKOTO
MKapceKRoro 3acoby.

4. TligeTasowo 19 BUIMORH B Iep#anHiil peccTpalii JTikapcekoro 3acoly, aKmi
sapeecTpoBamit  KoMmeTeHTHHM oprasom  CromydeHix [lratie  AmepHkH,
Iisecimapeskoi Kondenepauii, Anonii, Ascrpanii, Kanaan, abo KOMOETSHTHHM
oprasom Esponeiickroro  Cowdy  3a UEHTPANIIOBAHOK NPONEAYpoK Ta
JACTOCOBYETHCA HA TEpHTOPIl TAKHX Kpald UM Jepikas - qieHis €pponefictKoro
Cowosy, €:

1) HemojaHHs BIAMOBIAHMX MAaTepiamip Ha TAKWH JiKApCHKMH 3acil,
nepenGauernx nyaxkrom 17 posmimy Il uworo Mopanky, afo noganHs ix y
HenorHoMY 0bCA3l;

7) puaBieHHA poibiEHOCTER Y MOJAHHX MAaTEpIanaX, WO BIUIHBAKTE HA
eekTHEHICTS, Geanexy Ta AKICTL TAKOTD nikapcekoro sacoby;

3) BHABNEHHA  HEBIANOBLAAOCTI  HAfiMeHyBaHHS BHPOOHHEA  TAKOIO
nikepcekoro  sacoby, #loro  MICHEIHAXOMHCHHA Ta AJIpecH BHPOGHHYHX
MOTYAKHOCTEI!, 3a3HaYEHNX Y 3aABi PO JCPHABHY PEECTPALIIO nikapceKoro 3acoby,
indopManii, ma nigcTaBl AKOT  TAaKMH mikapchknil  3acih  3apeccTpoBaHO
komneTcHTHEM oprasmoM  Cromyuenmx  Ilratie  Amepuis, lIpeiinapeskoi
Kondenepauii, Anonii, Ascrpanii, Kanann i €sponeiicskoro Coiosy.

5. TTificTaBo0 [ANA BIAMOBH B AEpKABHI peecTpauil TIKAPCLEOro sacoby, KU
NiUIArAC JAKYMIBAI 38 pe3yNbTATAMH 3AKYMIBEALHOT MPOLEAYPH, NPOBEICHOL
CcheiianisoBaHolo OpTanisalien, Axka iicHIoE JaKYTIBI, HA BHKOHAHHA YTOIH
moao zaxymieni mix MO3 Ta iMoBIIHOI CHELIANI30BAHOI OpraHi3alieln, AKa
JMIACHIOE 3AKYITIBIL, £

1} HenomamHs BiAMOBIIMMX MATEpiaTiE HA TAKWA JIKAPCHKHMH 3acif,
piaEatennx nyrkTom 18 poaniny 11 usoro Iopsaky, aG0 nojanHA IX y HEMOBHOMY
obcasi;

2) BHARICHHA Y 3a3HAYCHUX JOKYMEHTAX poabixnocTeH, WO BIUTHBAKTE HA
etheKTHBRICTS, GEINeKy Ta AKICTh TAKONO JIKAPCHKOrO 3acoby;

3) BHABAEHHA HEBINOBIAHOCTI  HAlMEeHYBAHHA pApofHHKa TaKOTO
nikapcekoro  3acofly, Horo MICHE3HAXODKEHHA Ta  aupecH BHPOOHAYIX
NOTYRHOCTEH, 3AIHAYCHAX ¥ 324 NpO JepKaBHYy peccTpauiio, iHdopmanii, Ha
mincrasi skof nelt nikapeskuil 2acif 3apeecTpoBAHNE;

4) BHABJEHHA HCABTCHTHYHOCT MEPEKIALY TEKCTY MAPKYBAHHA YNAKOBKH
Takoro AikapckKoro 3acofy afo IHCTPYKIL NPO 3CTOCYBAHHA TAKOTO NKAPCHKOTO
3acoly.

6. TlincTaROIO 1718 BIAMOBH B JCpaBHiil peccTpailii Tikapeskoro sacody, AKHA
JAKYNIOBYETBCH 0COG0I0, YNOBHOBLKEHOW HA IificHenns sakynipeas y cdepi
OXOPOHH 3A0POB’A, T& NPH UBLOMY € 3APECCTPOBAHMM KOMIETEHTHHM OpTaHOM
Cnomysennx Wraris Amepurn, 1sefinapcskol Kondenepauii, Sinonii, Asctpanii,
Kaiamm Ta 3aCTOCOBYETLCA HA TEPHTOPIT TAKHX KpaiH ab0 KOMICTSHTHHM OpraHoM
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Epponeiickkoro Colo3y 33 UEHTPANIZOBAHOI NPOLEAYPOID Ta 3aCTOCOBYETLCR HA
TepHTOPIi Aepaas - wneHis €sponeiicekoro Cowoay, €

|} HenogaHHA BUUOBLAHMX MaTepianis Ma Takuil  nikapcekHA  3acib,
pH3HaveHnx myrkToM 19 poaniny I1 usoro Mopsaky, abo noganHs ix y HenoBrHOMY
obcsl;

2) BMABIEHHA Y noJaHkx smarepianax posbimnoctedl, WO BIUIHBAKTL HA
edheKTHBHICTS, Gesneky Ta SKICTH Takoro Aikapcekoro 3acody, HEBUINMOBLIHOCTI
HajiMeHyBanHA BRpoGHHEA TAKOTO MiKapcekoro 3acofy, foro MiCIE3HAXOLKEHHA
Ta agpecH Horo BHPOGHMYMX NOTYMHOCTEH, 3a3HaYCHHX Y 3aiBl PO JepEanHy
peccTpaltito nikapcskoro sacofy, inopmanil, Ha mACTasi AKOl TAKHH TIKapCLEHA
3acif 3apeECTPOBAHO KOMNCTCHTHHM opranosm Croiay4eHux Wrarie AmepHkn,
Iseituapeskoi Kondenepauii, Anonii, Ascrpanii, Kanagn abo €sponefickkoro
Comoay;

3) BHABJICHHA HEABTCHTHMHOCTI NEPEKNAny TEKCTY MapkyBaHHA YNaKOBKH
TAKOTD Nikapcskoro sacoby, iMCTpykuil Mpo 3aCTOCYBAHHA TAKOTO JIKAPCEKOTO
sacofy abo KopoTkol XAPAKTEPHCTHKH TAKOIO NIKapCEKOIo 3acoby.

7. MigcTanoio ANs BUIMOBH B JcpikaBHill peccTpauii nikapcskoro 3acoly, AKHi
JaKYNOBYETRCA 0COB0I, YNOBHOBAKEHOI) HA 3MIHCHEHHA sakynigens y cepi
OXOpOHH HIOPOB’S, HEIANCHHD BiA KpalnH BHpOOHHKA, Y pa3l, KONH JCp&aBHa
peccTpaLia NKAPCLEKOro 3acoly IAIHCHIOETEHCA 13 MAPKYBaHHAM Ta IHCTPYEILIEK 1TPO
JACTOCYBAHHA  jikapcekoro  sacoly, W0 BUMOBIAAKOTE  BHMOraM
gacTHH Mepimoi, apyroi, Tpersol Ta n'sroi crarri 12 3akony Ypainn «llpo
niKapcLKi 3acodmm, €

1) HemomAHH® BILNOBIIHMX MATCpianis Ha TAKHA JIKAPCHKHA 3acib,
pranaueHnx myskrom 20 posainy 11 msoro Iopaaky, abo nogaxns 1X Y HeNoBHOMY
obcas;

2) HemiATRep/IKEHHA BUCHOBKIB 00 fioro edextussocTi Ta GesneyHocTi,

1) HemiZnoBIgHOCTI Mepexnaiis TEKCTY MAPEYBaHHS YNAKOBKH JIK3pCBKOTO
sacoby, IHCTpYKuii NpPO 3acCTOCYBAHHA Nikapckkoro 3acofy abo KOpPOTKOI
XAPAKTEPHCTHER NiKapeskoTo 3acoly.

8. TlizcTapoto /1A BLIMOBH B AepikaBHii peecTpauii nikapeskoro sacofy, SKHi
JAKYTIOBYETECA 0C00010, YIOBHOBKEHOW HA 3IACHEHHA saKynigens y cdepi
OXOpOHM 370pOB’A, HE3ANeKHO BN KpaiHu BHpoOHMKA, ¥ Pasi, KOIM JepAasHA
peecTpanis nikapeskoro sacoby sMificHICTECA 13 MADKYBaHHAM, IHCTPYEIIEI0 npo
3ACTOCYBAHHA MKAPCHKOro 3acoly T2 KOPOTKOK XapaKTepHCTHKON NKAPCLKOTO
3acoby, BHKIAICHHMH MOBOIO OPHTIHATY (MOBOIO, BLAMIHHOIO BIJL IIEPHKABHOT), €:

1) WenojaHHs BiAMOBITHMX MaTepianis Ha TakHA NIKApCHKHH acif,
praHadeHnx mynkroM 21 posainy Il usoro Topaaxy, abo noganss X Y HENOBHOMY
obCAsi;

2) HeniATBepIACHHA BHCHOBKIB Wioao fioro edexTusHocTi Ta GesneynocTi, a
TAKOE Y pasi BHABAEHHA HEBINMOBIHOCTI NEPERNAliB TEKCTY MApKYBAHHA
YIIKOBKH TIKAPCHKOTO 3acofy, IHCTPYKLIT PO 38CTOCYBAHHA NIKAPCHKOrO sacoby
afi0 KOpOTEOT XapakTepHCTHEN Nikapcskoro sacody.
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9.V nepwasuiii peectpauii nikapcskoro sacoby MO3 sigMosase y pasi, komn
Habpano 3akoHHOT CHIIM PilleHHA CYIY, WO BHAECALIOK Takoi peectpamii OyayTh
nopyuieHi 3axHimieni nateHTom Ykpaluw uuemi MaiinoBi npasa iHTenexTYanLHOI
BICHOCTI, ¥ TOMY HMCI NpH BHPODHMITE], BHKOPHCTAHHI, NPOAAKY NKApChEHX
sacoDis. Komi pitnenna cyay nanawotses 1o MO3 ta Lentpy.

10. ¥V aepwasuiit peectpauii nikapeskoro sacoGy MO3 siaMosnse y pasi, konm
33 pesylbTATAMH CKCOCpTHIM Ta/abo posrnamy peecTpamifinmx matepianis, Ak
AOIRKTLCA 0 3AABH PO JEPHABHY PEECTPALII TIKAPChKOTO 3acoly, BHABNEHO, 110
OIIHH, IEKLILES a00 BCI ETANMH BHPOOHHIITEA, B TOMY YHCTi po3po0ka Ta/abo knikivuui
BunmpoOysaHus (33 YMOBM, AKIIO BOHH  pO3NOYaTi  THCAS  MOMATKY
nosHoMacwrabHoro pocifickkoro BropraeHHa B Yipaiwy), Jikapcekoro sacofy
SMACHIOETHCH NUINPHEMCTBAMH, BHPOGHMYI NOTYMHOCTI AKHX posTalnoBaHi Ha
TepuTopiil Aepxasn-arpecopa (Pociiicexol @enepauii) abo PecniyGnikn Binopyce.

11. Tlpo sinMoBy B JepaasHii peectpauii nikapesroro 3acofy MO3 vy erpok,
MO He NepesHulye fecdts pobouMx AHIB, HANCHIAE 3asBHHKY [THCBMOBY
MOTHBOBAHY BIANOBILE,

Pitenns npo siaMony Moxke GYTH OCKap#KEHO Y NOPALKY aIMIHICTPaTHBHOTO
OCKApWeHHA BiAnoBigHO Mo 3akony Yepaiun «[lpo agminicTpaTHery npouemypy»
Ta/abo B CYA0BOMY NOPAIAKY.

V. llepepecerpanin Aikapeskoro 3acoby

I. IMicns 3aKiHYMEHHR CTPOKY, NPOTATOM SKOTC A03BONAETHCA 3ACTOCYBAHHS
Aikapeskoro sacoby B Yrpaini, fioro nogansine 3acTOCYBAHHA MOAIIHEE 38 YMOBH
MepepeccTpaiil.

2. Iepepeectpania nikapeskoro sacoby, B TOMY uwHeai nikapcexoro sacoGy,
AKHH 3apeccTpoBadii wommerenTHuM opranoM Cnomygenux [llratie Amepuxs,
IIseiinapeskol Kondenepanii, fAnonii, Asctpanii, Kanamn, abo KOMNEeTeHTHHM
opranom Epponeiicekoro  Cowdy 32 USHTPAINIOBAHOK OpOUEAypol Ta
3ACTOCOBYETECA Ha TEPHTOPIl TAKMX KpaiH 4M Jepkas - 4WicHiB €BponeHchKoro
Coloay, mikapcekoro sacoly, SKHil 3aKyNOBYETECH 0CO00I0, YIOBHOBAKEHOI0 Ha
JmificHeHHA 3aKymieenk Yy cfepi OXOpPOHH 3I0POB'M, TA NpPH UBOMY €
JAPCCCTPOBAHHM  KoMmneTenTHHM oprasoM Cnoaydennx Iltaris Amepuxs,
Hlseiinapcskol Kondenepawii, Anonii, Apcrpanii, Kanany 1a 3acTOCOBYETECE Ha
TepHTOPIl TAKHX Kpain abo kommereHTHHM opraHoM €sponciicekoro Cotosy 3a
LEHTPANI3OBAHO NPOLEIYPOK) TA 3ACTOCOBYETHCA HA TEPHTOPIL JCp#aB — WICHIB
Ceponeiicekore Corosy, nikapeskoro sacody, sxil saxynosyerncs ocoboto,
YNOBHOBAMKEHOI HA JACHEHHA 3aKyiBens y cepi 0X0poHH 310poB '8, HEIANEKHO
BL1 Kpaind BHpoOHEKA, 3miicHieTeed MO3 Ha nuicTapl 3ase#, peccTpaiiiHMX
marepianie Ta BHCHOBKY LleHTpy, AKHIl MICTHTB, 30KpeMa, BLIOMOCT] [MOAO
CHIBBLIHOLIEHHS OMIKYBAHOI KOPHCTI 10 MOAUIHBOIO PHIHKY [1i]] 4ac 3aCTOCYBAHHA
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nikapchkoro 3acofy (KpiM aKTHEHOTO APMAIEBTHYHOTO IHFPEMIENTa Ta NPOIYKIUIT
win bulk»), ckaanenoro v snanavenomy MO3 nopaaky.

3. MO3 npuiiMac pimeris Mpo NepepeecTpauiio mikapchkoro 3acoby abo
BiIMOBY ¥ Takiil nepepeccTpanii y MicSUHHIT CTPOK NiC/IA OTPHMAHHA 3a3HANEHOTO
BHCHOBKY.,

4. Pilmenna npo BiAMOBY B IEpAABHIN nepepeccTpauil mKapesKoro sacody
NpHIMAacThCA ¥ pasi, KOMH Ml 4ac eKCTepTHIH peecTpauifiHmMx MaTepianis Ha
MiZCTABI  EKCNEpTHOI OMIHKM OHOBAEHHX JIaHHX [IOJ0  CHIBBIIHOMIEHHA
KOPHCTH/PHIHK HE OTPHMAHD NIATBEPKEHNA NOIMTHBHOIO CHIBBIIHOIIEHHS
oqiKYBaHOI KOPHCTI 0 MOAUIHBOTO PHIHKY Ml Y4C 34CTOCYBAHHA [MIKAPCHKOTO
3acoly, a oTae, 38 Pe3yARTATAMM NiCIA peecTpaUiiiHOro HArMALY BCTAHOBAEHO, 10
nikapcekmil 3acif € WKIANMBEM AR 310poB'S MOAMHH  (Nepesara  PHIMKY
JACTOCYBAHIA JKAPCHKOrD 3acofy Hal OHIKYBAHOK KOPHCTIO),

MO3 npuiimae pilieHns Tpo BiIMOBY B JiepKaBHid mepepeecTpaui
nikapcskoro 3acoby y pasi, KOAH 33 PeIyNLTaTaMM CKCHEPTHIN peecTpauiifHuy
Matepianis, AKi JOJAIOTECA 10 3aABH PO JepHaBHY NEPEPeccTpaliio Nikapcskoro
sacofy, BHABIEHO, MO O4WH, JAekinbka afo vei etann BHPOOHHUTEA NIKAPCHKOTO
3acoby 3AiHCHIOETLCS MiANPHEMCTRAMM, BHPOGHHYI MOTYKHOCTI AKHX POSTAILOBAHI
Ha Tepuropii nepwasw-arpecopa (Pocificekol ®enepaumil) abo PecnyGriku
binopyce.

5. Pimenna npo BiAMOBY B nepepeecTpailii Moxe OYTH OCKAPHEHO ¥ MOPAAKY
AAMIHICTPATHEHOTD OCKapweHHAa signosigno mo 3akowy Yipaink  «llpo
aAMIHICTPaTHERY NpoLeaypy» Ta/abo B CYAOBOMY NOPAAKY.

6. TTicna nepepeecTpalil cTpok 3acTocyBanuA B YKpaini JikapceKoro 3acofy
He ofMeRYCTLCH, KpiM BHnAnkis, nepesfavesnx nysxtom | posminy IV usoro
[Mopaaky.

[Micas mepepeccTpalii TOTOBOTO MIKAPCHKOrD 3acoly NPOLOBKYETECA CTPOK
peecTpallii aKTHBHOTO (apMaueBTHIHOTO inrpeaicnTa abo npoaykuil «in bulks, mo
BXOOATH A0 cKnaay nikapcskoro sacofy Ta BifoMocTi npo AKi 3a3HaveH] y
peccTpauiiinix Matepianax Ha rotosrii nikapcskni 3acio.

Jadsa Npo NEpepeccTpaLi Tikapeskoro sacoby nogaerses 1o MO3 we panimme
His 33 piK, ane He nisHime ik 3a 180 KaneHIAPHIX AHIB 10 3aKIHYEHHN CTPOKY i
peecTpauiiiioro moceigdenna. [na  AiKapehKHX 3acobin, M0 NOJAKTHCH Ha
NepepeccTpaltiio, HATAETECA YHHHA NiUEH3IA HA BHPOOHHIITEO JIIKAPCEKHX 3ac00IB.
Y pazi NOJAHHR JAAEH NiCIA 3AIHAYEHON0 CTPOKY NepepeccTpallia 3/IACHIOETECA 33
NpoLeaypolo, nepeabaueHo0 A AepAkarsHoi peccTpanii nikapeskoro sacody.

7. MepepeccTpania nikapeskoro sacoBy 3aiiicHioeTecs y Br3HayeHomy MO3
MOPAIKY.
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Honarox a0 Tlopaaky
TAPAHTIHHHNE JTACT
1. Homep 3assn, qata 5o oy
2. Homep peectpaniitaol opmu, nata .20
3. Hassa nigapcekoro sacody, (opma
4, 3aspHnK
Hactynuum 30608 A3YETLCA NPOTATOM ILECTH MICHLLIB
{ 3aABHHK)

4 [IHN NPHOMHERHS ab0 CKacyBaHHA BOCHHOTO CTaHY B YCTAHOBICHOMY
NOpEAKY Nogath gokyment, mo Gynm nogani B enexTponHid dopMi, y
naneposiit Gopmi.

JassHUK (YIOBHOBAREHHI HHM NPEICTABHAK)

{mata) (mianee) (npi3BHiIe Ta IHIHAIH 3a9BHHKA)

[MpuiiusTo

(nata) (mianmc) (npisBMige Ta HILIATH) ».

3. Posmipu 300opy 3a JepiKaBHy PeecTpaniio (NepepeecTpaiin) MiKapebKHX
3a¢0Gin, FATECP/IKEH] 3JINANSHON NOCTAHOBOK, BUKIACTH B TAKIH pelaki:

«3ATBEP/IKEHO
nocranosoio Kabinery Minictpis Yipainu
Bia 26 Tpasua 2005 p. Ne 376
(v penaxuii nocranosn Kabinery Minictpis
Ykpainu Bia 2024 p. Ne )

FO3IMIPH
sbopy 3a AepkaBHy peecTpanio (nepepeectpaiiio) NikapesKuy jacobis

]. 3a fOepmaBny peectpamito (nMepepeccTpaniio) JiKapckKoro  3acoby
cnnavyeThes 36ip, AKHIT MePEPaxOBYETLCA JAABHHKOM J10 JICPRABHOTO BrojKeTy.

36ip 3a fepiKaBHY PEECTPALLII0 NIKAPCRKOTO 3acoby, axuil niLarae sakynisi
38 PE3YNBTATAMM 3AKYNIBENLHOT NPOLEIYPH, NPOBEACHO! CrEMIANIZOBAHOID
npr-ﬂuuaulem AKa YLCHIOE JAKYMIB, HA BHKOHAHHS YIOM 100 3aKYTIBI MiXK
MO3 T2 BianoBiaHO0 crenianizoBaHoI0 Oprasizauicio, SKa 31iACHIOE 3aKYTIRNL, He
CIUIAMYETBCA.
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I6ip 7a mepaBHY peccTpalliio fikapeekoro sacofy, KM MUIATAE 3aKYMIBM
33 pelyNLTATAMM JaKYTiBenbHOi MPOUENYPH, NPOBEASHO! CCLIANI30BAHOI0
opraHizauicio, AKa IMiHCHIOE JAKYIIAN], HA BHKOHAHHS YTOIH W00 IAKYITRI MiK
MO3 Ta BIIMOBIAHOIO CICHIANIIOBAHOI0 OPranizalicio, AKa IAACHIOC JAKY MBI, He
CIIaYYETHCA.

36ip 3a JepwasHy PEECTPaIio NiKapchbkoro sacoly, AKHI 3aKyNOBYETHCH
ocoB0l0, YIOBHOBAKEHOK Ha 3MIHCHEHHA 3aKynipens ¥ cdepi OXOPOHH II0POB’H,
Ta OpPH LBOMY € 3APEECTPOBAHMM KOMNETeHTHHM oprasom Cnomysennx raris
Amepurn, Ulseiinapcexoi  Kondenepauii, HAnoui, Ascrpamil, Kanaam Tta
JCTOCOBYETHCA HA TEpPHTOpIl TAKHMX KpaiH afo KOMIIETEHTHHM OpraHoM
Esponeiickkoro Colosy 33 UEHTPANIIOBAHOIO NPOLCAYPOIO TA 3ACTOCOBYETLCH HA
TepuTOpii Aepas - unewis €sponefickkoro Colndy, He CNNAYYETHCA.

2. Jdo peectpamiiinoro 30opy HE BRIOYAETLCA BAPTICTh EKCNCPTHIH
NikapcsKOro 3acofy, a TAKOX NOAATKOBOT EKCTIEPTHIN.

3. 36ip 3a Acpwdsdy PEECTpalilo (NepepeccTpailiio) NKApChKHX 3acobis
CIMAYYETBCA B HALOHANBHIN abo THO3eMHIRA BamoTi,

[lepepaxyHoK ¥ IrPHBHAX LAHCHIOETECA 38 oQiLiHHHM KYPCOM, YCTAHOBICHHM
HaionansauM  GaHkoM Ha  IEHL BHIHCKH  PAXyHKa-NOBIAOMICHHA  Npo

nepepaxysaiks 300py 3a AepiKaBHY PEECTPALLIO (NepepeecTpaliio).

4, 36ip 3a mepwaBHY peccTpauilc (mepepeecTpaiio) mikapchkux 3acobis
CIIAYYETBCA ¥ TAKOMY PO3Mipi:

1) 3a mepmasHy peECTpPalilo (NEpepeecTPaniio) MKEAPCLEHX sacobin, v TOMY
qHCT METHIHNX iMYHOGIONOTIHHNY Npenapatis, KpiM palioakTHEHHX NIKAPCHKHX
3acobis, TiarHocTHYHAX 3acolis, mpocTHx abo cknanHux (raneHosHX) MPEnaparis 3
pOCIHHHOD Nikapchkoi CHPOBHHM, - ¥ cyMi, expisancHTHIA 100 espo 3a KOmmHY
nikapeexy opmy, 10 €8po 33 KOKHY HACTYTIHY A03Y, 10 €Bpo 3a KOKHY HACTYTIHY
YOAKOBKY MKapCeeKoro 3acoby;

2) 3a AepwaBHY PECCTpaliio (mepepeccTpauiio) PagioaKTHBHHX NIKAPCHKHX
33c00iB, LArHOCTHIHHX 3acobis, npocTix abo cknagHux (TAIeHOBHX ) NPENApaTis 3
POCIHHAOL MTKAPCHKOI CHPOBMHM, AII0YHX Npenapatis OOMEKEHON0 JACTOCYBAHHA
T4 THX, 10 BHPOGAI0TECA 3riano i3 saTeepuxennvn MO3 npomicamu (inopmaiis
npo CKIai, TEXHONOrIK BHIOTOBICHHA (sipobacina), KOHTPOAB RKOCTI T4
3ACTOCYBAHHA NiKApCcLkoro 3acoby), NpenapaTis 3 JOHOPCHKOT KPOBI 200 TLIaIMH -
y cyMi, eKBiBANEHTHIH 25 €BPO 34 OHE HAHMCHYBAHHA, 5 £BpO 32 KOWHY HACTYIIHY
103y, 5 €BPO 38 KOMHY HACTYIIHY YNAKOBKY NIKADCEKOTO sacoby.»,




IpoexT nocranosu Kadinery MinicTpiB Ykpainu «IIpo BHeceHHs1
3MiH 10 nocranoBu Ka0inery MiHicTpiB YKpaiHu Bia 26 TpaBHs
2005 p. Ne 376»

25 Oepesns 2024
12

IIpoext nocranosu KMV

3MiHHU

IlosicHiOBadbHA 3allUMCKa

ITopiBHANbLHA TabIUIS

APB

Jonatok 1o APB (M-TecT)

Jonatok 1o APB (Burparu)

INOBIJJOMJIEHHS
PO ONPUIIOAHEHHS NpoekTy nocraHoBu KabineTy MinicTpiB Ykpainn
«IIpo BHecenHs 3MiH 10 noctaHoBu Kadinery MinicTpiB Ykpainu

Bin 26 TpaBusa 2005 p. Ne 376»

MiHICTEpCTBOM OXOPOHHU 310pOB'sSt YKpaiHM Ha TpOMaJChKe OOTOBOPEHHS MPOMOHYETHCS MPOEKT
noctanoBu KaOinety MinictpiB Ykpainu «IIpo BHecenHs 3MiH g0 moctaHoBu Kabinety MiHnicTpis

VYkpainu Bin 26 tpaBus 2005 p. Ne 376» (mani — Npo€EKT MOCTaHOBH).

[IpoexT mocTaHOBH pPO3pOOJECHUN 3 METOI BCTAHOBICHHSA CTPOKY JHii peecTpamiiHUX MOCBIAYECHB,
30KkpeMa Tux, mo aisnu g0 01 kBitHsa 2023 poky, Ha JiKapChKi 3aco0u, sIKi 3aKyMOBYIOTECS 0C00010,
YIOBHOBA)XCHOIO Ha 3AIHCHEHHS 3aKymliBedb y cdepi OXOPOHM 3I0pOB's, a TAaKOX HiANSATAIOThH
3aKyNiBJIi 3a pe3yidbTaTaMu 3aKyMiBelIbHOT MPOIEAYPH, TPOBEAEHOT CIeliali30BaHOI0 OpTaHi3ali€,
dKa 3J1MCHIOE 3aKyMiBJii, Ha BUKOHAHHSA YroAM MOA0 3akymiBiai Mmix MO3 Ta BiANOBIAHOIO
CIieliagizoBaHOIO OpraHi3amiero, sKa 311HCHIOE 3aKyMiBIi, YHEMOXKIHUBICHHS AepXKaBHOI peecTpanii i
nepepeectpanii JiKapchbkKux 3aco0iB, BUPOOHHMIITBO SKHX Xoda O 4YacTKOBO 3JIHCHIOBaJIOCH Ha
teputopii Pociiicekoi @enepanii ado Pecnmybmixu binmopycs, B ToMy dmcii po3pobka Tta/abo KiaiHiUHI
BUNIPOOYyBaHHS (3a YMOBH, SIKIIO BOHHU PO3MOYATI MiCJS MOYATKy MOBHOMACIITAOHOTO POCiHCHKOTO
BTOPTHECHHS B YKpaiHy), a Takox BukiganeHHs [lopsaky nmepxkaBHoi peectpanii (mepepeectparii)
JMiKapChKUX 3ac00iB, 3aTBepaKeHOro nocranoBow Kabinety MinicTpiB Ykpainu Bix 26 tpaBus 2005

p- Ne 376, B y1OCKOHAJIECHOMY CTPYKTypOBaHOMY (hopmari.
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[Ipo€eKT MOCTaHOBH, MOPIBHSIbHA Ta0NHIIS, MOSICHIOBaJIbHA 3alIUCKa, aHANII3 PeTyJIITOPHOTO BILIMBY Ta
noBigka (acquis €C) onpuirJHEHI MUISIXOM po3MimeHHs Ha odimiiiHomy Beb-caiiTi MiHicTepcTBa

OXOPOHH 3/10pOB’s YKpaiHu y Mepexi [HTepHeT (Www.moz.gov.ua).

3ayBaXeHHs Ta npomo3umii npocumo Hagcunatu 10 20 kBiTHS 2024 poky 1o MiHicTepCcTBa OXOPOHH
3n0poB'ss Ykpainu 3a aapecoro: M. Kuis, 01601, Byn. I'pymescekoro 7, e-mail: moz@moz.gov.ua, e-

mail: propositions.pharma.moz@ gmail.com.



