34KOH YKPAIHH

IIpo maTepianu i npeaMeTH, NPU3HAYEHI VI KOHTAKTY 3 Xap40BUMH
NPOAYKTAMH

Ieit 3axoH BU3HAYaE IMPABOBI Ta OpraHi3aliiHi 3acaau 3a0e3neUeHHs OC3IeYHOCTI
MarepiaiiB 1 MpeaMeTiB, MPU3HAYCHUX ISl KOHTAKTY 3 XapUYOBUMH IMPOIYyKTaMH, 3
METOI0 3a0€3MeUYCHHS 3aXUCTy JKUTTSA 1 3J0POB’S JIFOJACH, a TaKOXK IHINUX TPaB Ta
1HTEpeCIB CIIOKHUBAYIB.

Po3nin |. 3AT'AJIBHI ITIOJIOKEHHSA
Crarra 1. TepMinu Ta iX BUBHAUYCHHS
1. ¥V upomy 3aKoHI TEpMIHU BKUBAKOTHCSA B TAKOMY 3HAYEHHI:

1) akTuBHI MaTepiaiu 1 MPEAMETH - Marepiaia 1 MpeAMETH, MpU3HAYEH s
MIPOJIOBKEHHSI TPAHUYHOTO TEpMiHY (KaJleHJApHOI JTaTH) CIIOXUBAaHHS (acoBaHUX
Xap4yOBUX MPOYKTIB (1atu "BkuTH 10") Ta/a00 115 MATPUMKH YK TOKPAIICHHS CTaHY
(hacoBaHUX Xap4YOBHUX MPOIYKTIB, 110 MICTATh Y CBOEMY CKJIaJ[l HABMUCHO BKJIFOUCHI
KOMITIOHEHTH, SIKI BUBUIBHSIOTH PEYOBHMHU Yy (PacoBaHi XapyoBi MPOAYKTH YU Y
CepeloBHUIle, M0 iX OTOYy€e, ab0 TMOTIMHAIOTh PEYOBHHM 3 (DACOBAHHMX XapUOBHUX
MPOIYKTIB UM 3 CEPEOBHIIA, IO iX OTOUYE;

2) aKTUBHI Marepiajii 1 MpPeIMeTH 3 KOMIIOHEHTOM BHUBUIBHEHHSI - aKTHBHI
Marepiaav 1 MPEeAMETH, IO MICTATh y CBOEMY CKJIaJl HAaBMHUCHO BKJIIOUEHI
KOMITOHEHTH, $IKi BUBUIHHSIOTh PEYOBUHU y/a00 Ha (hacoBaHUU XapyOBHM MPOIYKT,
abo0 y cepelloBHIIIE, 1110 OTOUY€E XapuyOBHI MPOIYKT;

3) BUBUIbHEHI aKTUBHI PEYOBHUHU - PEUOBWHU, NPHU3HAYCHI JJIsi BUBUIHLHEHHS 3
aKTUBHUX MaTeplajiB 1 MPEeIMETIB 3 KOMIIOHEHTOM BUBUIbHEHHS Y/a00 Ha (hacoBaHUM
XapyoBUM MPOAYKT, ab0 y CEepeloBULIE, IO OTOYY€ XAPYOBUH MPOAYKT, IS
MPOJIOBXKEHHSI TPAHUYHOTO TEPMIHY HOTO CIOXUBAaHHS Ta/a00 AJig MIATPUMKHU YU
IIOKpALIEHHS MOTO CTaHy;

4) BumpoOyBaJbHUN TECT 3 HABAHTAKEHHSAM - JAEMOHCTpallis e(eKTHBHOCTI
IIpoIIeCy MepepoOKH IIACTHKY 010 BUAAICHHS XIMIYHOTO 3a0py/IHCHHS 3 MaTepialiB
a0o0 TIpeIMETIB 3 MJIACTUKY;

5) BUpOOHMYI LMKJIM B 3aMKHYTOMY Ta KOHTPOJHOBAaHOMY JIAHI}O31 - LUKIA
BUPOOHMIITBA Ta O0ITy, B SKUX Marepiajud 1 NpeIMeTH OOepTaloThCsi B Mexax
KOHTPOJIbOBAHO1 CUCTEMH ITOBTOPHOT'O BUKOPUCTAHHS Ta 001ry, B AIKUX MEPEpOOICHHIA
Marepiai MoXoJUTh BUKJIIOYHO BiJl JJAHOK TaKOIo JAHIIOra, a TEXHIYHA MOKJIUBICTb
BUIIJIKOBOT'O MOTPAIUISIHHS B JIAHIIOI CTOPOHHBOTO MaTepially € MIHIMaJIbHOIO;

6) IepKaBHHM PEECTP PEYOBHUH, JO3BOJCHUX I BUKOPHCTAHHS Y BHPOOHHUIITBI
MaTepialiB 1 MPeIMETIB, a TAKOXK MPOIECIB MePEepOOKU MIACTUKY (Aall - AepKaBHHIMA



peectp 00’ekTiB), - 1H(}OpMaliiHO-KOMYyHIKAIlliHa CHUCTeMa, 110 3abe3nedye
30MpaHHs, HAKOIMYCHHS, 30epeKeHHs, 00K, BiqoOpaXKeHHs, 00pOOICHHS JaHUX Ta
HaJaHHS 1HGOopMaIlii PO PEYOBHUHHM, JO3BOJICHI I BUKOPHUCTAHHS Y BHPOOHHUIITBI
MaTepialiB 1 IPEeIMETIB, @ TAKOX MPO MPOLIECH NMEPEPOOKH MIACTUKY;

7) 3aranpHa Mexa wirparii (Overall Migration Limit - OML) - makcumaibHO
JOTyCTUMa 3arajibHa KIJIbKICTh HEeJIETKMX PEYOBHH, 10 BUAUISIOTHCS 3 MaTepiary ado
IpeIMETa B MOJICIBHE CEPEIOBUIIIE;

8) 3asgBHHK - oco0a, sfKa Iojana IepeadadeHi MM 3aKOHOM 3asgBY Ta 1HIII
JOKYMEHTH 3 METOIO JIepKaBHOI peecTparlii 00’ekta a00 BHECEHHS 3MIH JI0 YMOB
BUKOPUCTaHHA 00’e€kTa Ta/abo 1m0 iHIIOI 1H(oOpMaIlii, MO0 MICTUTh PIIICHHS PO
Jep>KaBHY PEECTPAIIiI0 00’ €KTA;

9) iHTeneKkTyalbHI MaTtepiagud 1 NpeAMETH - MaTepiald 1 MpeAMETH, M0
3a0€3Meuyl0Th MOHITOPUHT CTaHy (pacOBaHUX XapuOBUX MPOAYKTIB UM CEpEOBUIIIA,
10 OTOYY€E TaKi Xap4yOBl NPOAYKTH;

10) KOMIOHEHT - peuoBHHA a00 KOMOIHAIlISI PEUYOBHH, 110 3a0€3MEeUyI0Th AKTUBHY
Ta/ab0 1HTENEeKTyalbHy (YHKI[II0O MaTepiaiaiB ab0 MPeaIMETIB, y TOMY YKCII NPOAYKTH
In Situ peakiiii Takux pe4yoBHH. /[0 KOMIOHCHTIB HE Hale)KaTh IMACUBHI YaCTUHHU, Y
TOMY YHCJIl MaTepiai, A0 SAKHUX J0JaHO ad0 BKJIIOYEHO BIAMOBIAHY pEeUYOBHHY abo0
KOMOIHAIII0 pEYOBUH;

11) marepianu 1 mpeaMeTH, MPU3HAYEHI JIJI1 KOHTAKTY 3 XapYOBUMH TIPOYyKTaMHU
(mam - wmatepianid 1 TpEeAMETH), - TpHU3HAYeHl I Oe3MmocepeHbOro Ta/abo
OTOCEPEAKOBAHOTO KOHTAKTYy 3 XapuOBUMHU TNPOAYKTaMU (y TOMY 4YHCI1 uepe3
GbyHKIIOHATBEHUN Oap’ep) MaTepiaiu 1 MPeAMETH, 10 BUKOPUCTOBYIOTHCS 3 METOIO
BUPOOHMIITBA, (hacyBaHHS, 30epiraHHs, TPAHCIIOPTYBAHHSI, pealli3allii, BAKOPUCTAaHHS
Ta/a00 CMOKMUBAHHS XapUYOBHUX MPOIYKTIB, BKIIOYAIOYH:

oOnagHaHHS Ta IHBEHTAp;
Tapy, YIakoBKY (ITaKyBajbHI MaTepian) 1 MOCY/I;
CTOJIOBI TPUOOPH;

aKTUBHI MaTepiaiM 1 MPEeaIMETH, y TOMY YMCIIl aKTUBHI MaTepiajiu 1 IpeaMeTH 3
KOMITOHEHTOM BUBUIbHEHHS;

1HTEJICKTyaJIbHI MaTepiaiu 1 IPEeIMETH;
dyHKL10HATBHI Oap’epu;

12) monenbHE CEpeloBUILE - CEPEIOBHUINE, IO IMITYy€ XapyOBUM MPOIYKT,
BJIACTMBOCTI SKOTO JAalOTh 3MOTY JIOCHIAUTH MIrpalil0 PeYoBHMH 3 MaTepiaiiB i1
MIPEAMETIB y XapuOBUN MPOIYKT;

13) namexna BupoOHmya mpaktuka (Good Manufacturing Practice - GMP) -
CYKYITHICTh OpraHi3allifHO-TEeXHIYHUX MPABUJ Ta BUMOT JI0 3a0€3IeUeHHsI IKOCTI, SKi
rapaHTyloTh, 110 MaTepiadd 1 TMPEeIMETH TOCIIIOBHO BUPOOJSIOTHCA  Ta



KOHTPOJTIOIOTHCS JIs 3a0€3MIEUCHHS BiIMOBITHOCTI BCTAHOBJICHHUM IIIOJ0 HUX BUMOTaM
Ta CTaH/IapTaM SKOCTI, BIMOBIAIOTH X MPU3HAYCHHIO, HE 3aBIal0OTh IITKOH 3/I0POB 10
JIOJIMHU, HE CIPUYUHSIOTh HEMPUUHATHUX 3MIH Y CKJIaJl XapyoBOTO MPOAYKTY, HE
3YMOBITIOIOTh TIOTIPIICHHS HOTO OPTaHOJICHTUYHUX BIACTUBOCTEH;

14) 00’ €kTH - p€UOBUHM Ta IIPOIIECH, 3a3HAYCHI Y YACTHHI ITepIIii crarti 11 1poro
3aKoHy, SK1 BIJMOBIIHO J0 IIbOTO 3aKOHY MiJISITalOTh IepKaBHIN peecTpartii;

15) omepaTop pUHKY MaTepiajiB 1 MpeIMETIB, MPU3HAYCHUX JJISI KOHTaKTy 3
XapYOBUMH TIPOIYKTaMU (J1ajil - onepaTop PUHKY), - IopuaudHa ado ¢izudHa ocoda,
sIKa 3I1MCHIOE TISUTBHICTD, ITOB 13aHy 3 OyIb-SKOIO CTaJI1€F0 BUPOOHHUIITBA, IIEPEPOOKU
Ta/abo 00iry MatepiaiiB Ta/abo MPEeaAMETIB;

16) ocoba, mo 3A1MCHIOE MEpepoOKy, - ONEpaTop PUHKY, BIAMOBIIAJbHUN 3a
3a0e3neyeHHs JOTPUMaHHs BUMOT I1bOr0 3aKOHY L1010 IPOLECY MEPEPOOKH MIIACTUKY
B MEKax JIsUIbHOCTI, IO TepedyBae il HOro KOHTPOJIEM;

17) oco0a, 110 3/11ICHIOE TIEPETBOPEHHS, - ONEpaTOp PUHKY, BIAMOBIIAIBHUN 32
3a0€3MeUeHHs] JOTPUMaHHS BHUMOI LOTO 3aKOHY IIOAO MaTepiaiiB 1 MPEaMETIB 3
NepepoOIICHOTO MIACTUKY B MEXax JISNIBHOCTI, 1110 IepeOyBae M1 Horo KOHTPOJIEM;

18) mpocTexxkyBaHICTh - MOKJIMBICTh 1AEHTHU(IKYBATH 1 BIICTEKUTU MaTeplaiu 1
MpPEMETH Ha BCIX CTaJisAX X BUPOOHUIITBA, EPEPOOKH Ta 00ITy;

19) cupoBuHa 3 TUIACTUKY - MaTepiayid 1 TpeIMETH 3 IJIACTUKY, 310paHi Ta
BIJICOPTOBaHI MIC/SA iX BHUKOPHUCTAHHS, II0 € CHPOBHHOIO Y IIpoIecax MepepoOKH
TJIaCTHKY;

20) cucrema 3a0e3MEYEHHS]  SIKOCTI -  CYKYIHICTb  JIOKYMEHTaJIbHO
pErjiaMeHTOBaHUX OPraHi3aliiHO-TEXHIYHUX 3aX0/11B, IO 31HCHIOIOTHCS ONIEPaTOPOM
PUHKY 3 METOIO 3a0€3MeUeHHs BIAMOBIIHOCTI MaTepiaiiB 1 MPeAMETIB BCTAHOBJICHUM
710 HUX BUMOT'aM Ta CTaHAapTaM SIKOCT1, JOTPUMAaHHS SIKUX € HEOOX1THOIO0 YMOBOIO JJIsi
BUKOPUCTAHHS TaKUX MaTepiajiB 1 MPEAMETIB 3a MPU3HAYCHHSM;

21) cucrema KOHTPOJIO SIKOCTI - 3aCTOCYBAaHHsSI Ha IOCTIHHIM OCHOBI 3aXO/IiB,
BCTAHOBJICHUX Y MEXKaX CHUCTeMM 3a0€3MeuUeHHs] SKOCTI, 1[0 3a0e3MeuyioTh
BIJIMOBIJIHICT CUPOBHHHM, MPOMDXKHMX Ta TOTOBUX MAarTepiajiB 1 TMpPEIMETIB
cnenu@ikaiisM, BCTAHOBIEHUM y CUCTEMI 3a0€3MeUeHHs IKOCTI,

22) cnerudikariis - iHGopMaIlis PO CKIAJ, KPUTEpii YUCTOTH, (I3UKO-XIMIUHI
XapaKTEPUCTUKU PEUYOBMHM, a TaKOX 1H(OpMAIlisl W00 TMPOIECy BUPOOHUIITBA
00’exTa criendikariii abo mogaTkoBa iHGOpPMAITis 010 MEX MIrpartii;

23) crenudivuna mexxa mirpaiii (Specific Migration Limit - SML) - makcumansHO
JOIYCTUMA KUIbKICTh OKPEMOi PEYOBHHH, 110 BUAUISIETHCS 3 MaTepialy abo mpeamera
B Xap4OBHUM MPOJAYKT a00 MOJAEIIbHE CEPEOBHUILE;

24) moBepXHS, M0 KOHTAKTYE 3 XapYOBUM MPOAYKTOM, - IOBEPXHS MaTepiainy abo
npeaMerTa, sika 0e3mocepeIHb0 KOHTAKTYE 3 XapUuOBUM IPOTYKTOM;



25) moBepxHs, U0 HE KOHTAKTYE 3 XapuOBUM MPOIYKTOM, - IIOBEPXHS MaTepiany
abo mpeameTa, sika 0e3MmocepeIHbO HEe KOHTAKTYE 3 XapYOBHUM MPOTYKTOM;

26) cykymHa crienudigna mexa mirpartii (Total Specific Migration Limit - SML(T)
- MaKCHMaJILHO JIOIyCTHUMa CyMa KiJTbKOCTeH OKPEMHX PEUOBHH, IO BUILISIOTHCS 3
Marepiairy abo nmpeaMeTa B XapuoBHid IPOIYKT a00 MOJCIBHE CEPEIOBHUIIE, BUPAKEHA
SIK 3arajibHa KiJIbKICTh YaCTOK IIMX PEYOBHUH;

27) ynoBHOBa)keHa 0c00a - JiepKaBHE MiANMPUEMCTBO (YCTaHOBa ab0 opraHi3aiiis),
SAKOMY (SIKii) IEHTPAILHUM OPTraHOM BHKOHABYO1 BIIaJIH, 110 3a6e3nedye (GopMyBaHHSI
Ta peanzye Aep>KaBHY MOJITUKY y cepi OXOPOHH 30POB’sI, HAJJTaHO IIOBHOBAKCHHS 3
MIPOBEJICHHS HAyKOBOI OIIHKKA O€3MeYHOCTI 00’ €KTa (OIIHKH PU3HMKY) 3 METOI0 HMOTo
Jep>KaBHOI peecTpartii;

28) ¢dyukiioHansHUl O6ap’ep - Oap’ep, MO CKIATAETHCA 3 OJHOrO abo OiibIle
mapiB marepialy, 1o Oe3MocepeHbO KOHTAKTY€ 3 XapyoBUM MPOIYKTOM, 1
3a0e3mnedye BIAMOBIIHICTH TOTOBOTO JI0 BUKOPUCTAaHHA MaTepiany abo mpeamera
BUMOTaM CTaTTi 6 IbOT0 3aKOHY.

2. IHuIi TepMiHU BXKUBAIOTHCS B IIbOMY 3aKOHI y TAKUX 3HAUCHHSIX:

TepMiH "cioxkuBay" - y 3HaY€HHI, HaBeJAeHOMY B 3akoHi Ykpainu "lIpo 3axmuct
1paB CHOKKUBayiB";

TepMiHH "BUpOOHUIITBO", ""3a0pyaHeHHS", "KOpHUTYBaJIbHA
misa", "kopekis", "HENPUIATHUN  Xap4oBUKM  OpoaykT', "HeOe3lmeuyHuili  Xap4oBHUHU
npoaykr", "oOiagHaHHS Ta
iHBeHTap", "makyBanHga", "moryxHocti", "o0ir", "pusuk", "xapyoBuit npoaykt" - 'y
3HAYEHHAX, HaBeJeHUX y 3akoHl Ykpainu "[Ipo OCHOBHI HNpUHLMIM T4 BUMOTH IO
0€3IMeYHOCTI Ta AKOCTI XapuOBHUX MPOIYKTIB";

TepMiHM "BOJIONIPOBIIHA Mepeka", "IHIMBIAYallbHI Ta KOJEKTHUBHI YCTaHOBKH
(TpUCTPOi) MUTHOTO BOJIONOCTAYaHHA" - Y 3HAUCHHSX, HABEJIEHUX Y 3aKOHI YKpaiHu
"I[Ipo muTHY BOAY, MUTHE BOAOIIOCTAYaHHS Ta BOJAOBIIBEICHHS ",

TEepMiHU "BUIIyUYEHHS 3 00iry", "BIOKIMKaHHS" - Y 3HAUEHHSIX, HABEACHUX Y 3aKOHI
VYkpainu "[Ipo 3aranpHy 0€3Me4HICTh HEXapYOBOi MPOIYKIIi";

TepMiH "MIKHApOJAHA OpraHi3allisi cTaHaapTU3alii" - y 3HAYeHHI, HABEJICHOMY B
3akoni Ykpainu "[Ipo cranmapru3zaiir";

TEepMiHU "IepKaBHUN KOHTPOJIL", "HEBIIMOBIAHICTE" - Y 3HAYCHHSX, HABEICHUX Y
3akoni Ykpainu "IIpo nep:kaBHHIT KOHTPOJIb 32 JOTPUMAHHSIM 3aKOHOJABCTBA IIPO
XapyoBl MPOAYKTH, KOPMH, TOOIYHI NPOAYKTH TBAPUHHOIO TMOXOJKEHHS,
BETEPUHAPHY MEIUIIMHY Ta 0Jaronoyyqus TBapuH';

TepMinM "nara "BxuTH 10", "iHrpemieHT", "MapkyBaHHA", "MIHIMAJIbHUN TEPMiH
IPUIATHOCTI XapuyoBOTO MPOAYKTY", "dacoBaHu XapuoBU NPOAYKT" - Y 3HAYCHHSX,
HaBeneHux y 3akoHl Ykpainu "lIpo iHbopmarito 1js CroXuBaviB MO0 XapUOBUX
MPOIYKTIB".




Crarra 2. 3aKOHOJaBCTBO PO MaTepiaiu 1 MPEeaMETH, MPU3HAYEH] JIs1 KOHTAKTY
3 Xap4YOBUMH MPOAYKTAMHU

1. 3aKOHOJABCTBO MPO MaTepiaau 1 NPEeIMETH, MPU3HAYCHI JIsI KOHTaKTy 3
XapuyOBMMHU TPOAYKTaMH, CKiamaeTrbes 3 KoHeruTyrii Ykpainw, mporo 3akoHy,
3aKkoHIB YKpainu "[Ipo OCHOBHI NMPUHIIMON Ta BHUMOTH JIO OE3MEYHOCTI Ta SKOCTI
xapuoBux mponayktis", "Ilpo i1Hdopmallio Uil CHOXKMBAYIB  MIOAO0 XapyOBHX
nponykri", "IIpo gep»aBHUH KOHTPOJIb 32 JOTPHMAHHSM 3aKOHOJIABCTBA _TIPO
Xap4yoBi TPOAYKTH, KOPMH, TOOIYHI TPOAYKTH TBAPUHHOTO TOXOHKCHHS,
BETEpPUHAPHY MEIUIIMHY Ta 0JAromnoaydds TBApHUH", a TAKOK BUJAHUX BiIMOBIIHO 10
HUX HOPMaTHBHO-TIPABOBUX aKTiB.

2. Sximo MDKHApOJHUM JOTOBOPOM YKpaiHH, 3rojla Ha OOOB’SI3KOBICThH SIKOTO
HamaHa BepxoBHoro Pamoro VYkpainu, BCTAHOBJICHO I1HIIN IIpaBWja, HLK TI, IO
nepeadadyeHi UM 3aKOHOM, 3aCTOCOBYIOThCS ITpaBUiia Mi>KHAPOTHOTO JIOTOBOPY.

Crarra 3. Cdepa aii 3akony

1. Ile#i 3akoH peryiaro€ BIIHOCHMHHU, IOB’S3aHI 3 BHPOOHUIITBOM, OOIrOM Ta
BUKOPUCTAHHAM MatrepialliB 1 MPEIMETIB, SIKi B TOTOBOMY J0 BHUKOPUCTAHHSI CTaHi
BIIMOBIAIOTH X04Ya O OJTHOMY 3 TaKUX KPUTEPIiB:

1) mpu3HaueH1 JUisi KOHTAKTY 3 XapYOBUMH MPOAYKTaMU;
2) KOHTAKTYIOTh 3 XapuOBHUMH MPOTYKTaMU Ta OYJIM IPU3HAYECH] JJIA 11€1 METH;

3) OOIPYHTOBAaHO OYIKYETHCS, II0 BOHM OYJyTh KOHTAKTYBaTH 3 XapYOBUMU
MpPOJAyKTaMu ab0 MEPEHOCUTH CBOI CKJIAJOBl €JIEMEHTH Y XapyoBl MPOAYKTH 3a
3BUYAHUX 200 nepegdadyBaHUX YMOB iX BUKOPUCTAHHS.

2. [ig uporo 3aKoHy HE MOMIMPIOETHCS HA BITHOCUHH, MTOB’sI3aH] 3:
1) matepianamu 1 mpeaMeTaMu, sIKi € aHTUKBapiaToM;

2) marepiajaMu, IO € 3aXMCHUM MOKPUTTSAM a00 OOOJIOHKOIO, IKi BKPHUBAIOTh
HIKYPUHKY CHUPY, TOTOBI JI0 CIIOKMBAaHHSA M’ SICHI Xap4oOBi MPOIYyKTU ab0 PpyKTH Ta €
YaCTUHOIO Xap4YOBOIr0 MPOAYKTY 1 MOXKYTh OYTH CIIOKHTI pa3oM 3 HUM;

3) BOJIONPOBITHOIO MEPEXKEI, a TAaKOXK I1HIUBIAYaJbHHMH Ta KOJICKTUBHHUMU
yCTaHOBKaMH (IPUCTPOSMH) IMHMTHOTO BOJOTIOCTAYaHHS, IO HAJICKATH IO CHCTEMHU
MMATHOT'O BOJIOIIOCTAYaHHS.

Crarra 4. CucreMa opraHiB BUKOHaBYOI BJlay y cepi BUpOOHUIITBA, O0ITYy Ta
BUKOPHUCTaHHS MaTepiaiiB 1 IpeIMETiB

1. Jlo cucremMu opraHiB BUKOHABYOi Biaau y cdepi BUpPOOHUIITBA, 00Iry Ta
BUKOPUCTAaHHS MaTepiajiB 1 MPEAMETIB HAIEKATh:

1) Ka6inetr MinicTpiB Ykpainu;

2) UeHTpaJbHMII OpraH BHMKOHABYOI BIaAM, LI0 3a0e3neuye (GOpMyBaHHS Ta
peaitizye aep:KaBHY MOJITUKY Y chepl OXOPOHHU 310POB’S;



3) UeHTpaJIbHMI OpraH BHUKOHABYOI BjaaM, IO 3a0e3nedye (GopMyBaHHS Ta
peanizye aep)KaBHY IOJITHKY y cdepi OS3MEUYHOCTI Ta OKPEMHUX ITOKA3HHUKIB SKOCTI
Xap4YOBHX MPOAYKTIB;

4) meHTpaJIbHUA OpraH BUKOHABUOI BJIAJIU, IO peali3ye JAEp’KaBHY MOJITHKY Y
chepi 6e3MeYHOCTI Ta OKPEMHUX MTOKA3HUKIB SIKOCTI XapYOBHUX MPOTYKTIB.

Crarra 5. [loBHOBa)KE€HHS OpraHiB BHKOHABUOi Biaau y cdepli BUPOOHHUIITBA,
001ry Ta BUKOPHCTaHHS MaTepialiB 1 IPEAMETIB

1. Jlo moBHOBaxxeHb Kabinety MinicTpiB Ykpainu y cepi BupoOHHIITBA, 00ITy Ta
BUKOPHCTAHHS MaTepiasiB 1 IPEIMETIB HAICKUTh:

1) 3abesneueHHss (QopMyBaHHA Ta peaizallii Jep>kaBHOI TOJITUKH Yy cdepi
BUPOOHMIITBA, OOITY Ta BUKOPUCTAHHS MaTepiaiiB 1 MPEIMETIB;

2) 3aTBepJKEHHS IOPSAJAKY YMOBHOBA)XEHHS OCOOM Ha 3M1MCHEHHS HAyKOBOL
OIIHKM 0e3meyHOCTi 00’ €KTa (OIIHKK PU3UKY) 3 METOIO MOT0 Jep>KaBHOI peecTpallii,
NPU3YNUHEHHs il pINIEHHS MNP0  YIOBHOBAXXEHHS, MO30aBJIEHHS  OCOOU
YIIOBHOB&)XXEHHS, CTPOKY YIOBHOBa)XEHHS, KPUTEPIiB, SIKUM MOBUHHA BIANOBIAATH
YIOBHOBa)X€Ha 0c00a;

3) chpsMyBaHHsS, KOOpIWHAINS 1 3IIACHEHHS KOHTPOJIO 3a JiSUIbHICTIO
[EHTPaAJIbHUX OPTaHiB BUKOHABYOT BJIaJIU, 3a3HAYEHUX Y MYHKTaX 2-4 4YaCTUHU NEPIIOT
cTaTTi 4 bOTO 3aKoHY, Y chepl BUpOOHHUIITBA, 00ITY Ta BUKOPUCTAHHS MaTepialiB 1
MIPEIMETIB;

4) peanizallisi IHIIMX TOBHOBAXXEHb, BABHAYCHUX IIUM 3aKOHOM.

2. J1o MOBHOBa)X€Hb IIEHTPAIILHOTO OpraHy BHKOHABYOi BIIAJH, 10 3a0e3redye
dbopMyBaHHS Ta peaiizye Jep:kKaBHY MOJITUKY Yy cdepl 0XOpPOHHU 370poB’s, y chepi
BUPOOHMIITBA, OOITY Ta BUKOPUCTAHHS MaTepiatiB 1 MPEIMETIB HAJICKHUTh:

1) 3aTBep/HKCHHS CICMIAIBHUX BUMOT, Iepea0avdeHnX NyHKTaMu -9 yacTuHM
JPYTroi CTaTTi 8 1ILOTO 3aKOHY;

2) 3aTBepAXKEHHS MPABUII JOCIIIIPKCHHS MiTpallii CKJIaJIOBUX €JIEMEHTIB MaTepialliB
1 IPeIMETIB 3 TUIACTUKY, MPU3HAYCHUX JJII KOHTAKTY 3 XapYOBHUMH MPOAYKTaMHU;

3) 3aTBEp/UKEHHS  TEPEKy  MOJACIBHUX  CEPEJOBHIN, SIKI  TOBHHHI
BUKOPUCTOBYBATUCS IS JTOCTIPKEHHSI MIrparlii CKJIaJIoOBUX €JIEMEHTIB MaTepiatiB i
MPEAMETIB 3 IJIACTUKY, MPU3HAYCHHX TSI KOHTAKTY 3 XapYOBUMH MPOAYKTaAMU;

4) NpuUUHATTA pPillIeHb NMPO JEp>KaBHY PEECTPALlit0 00’ €KTIB, BHECEHHS 3MIH 0
TaKUX pilIeHb, TPU3YIIMHEHHS X Mii, a TaKOX BH3HAHHS iX TaKWUMH, IO BTPATHIH
YUHHICTh, Y BUMAJIKaX, TepeadadyeHux UM 3aKOHOM;

5) BeICHHS JEP>KAaBHOTO PEECTPY 00’ €KTIB;

6) TPUUHATTS PIIMICHHS MPO YIMOBHOBAKEHHS OCOOM HA 3/1MCHEHHS HAyKOBOI
OIIHKM Oe3meyHOCTi 00’ €KTa (OIIHKK PU3UKY) 3 METOI MOTO Jep>KaBHOI peecTpallii,



NPU3YIIMHEHHS il  pIMIEHHS TMpO  YIOBHOBAXKEHHS, MO030aBJIEHHS  OCOOH
YIOBHOBAKCHHS;

7) B3OIACHEHHS KOHTPOIIO 3a MiSJIBHICTIO YIMOBHOBaXEHUX O0CI0 y dYacThHI
MOBHOBAXEHb, HAIAHUX M BIJIIMTOBITHO JI0 ITLOTO 3aKOHY;

8) peanizallis IHIIUX TOBHOBA)KECHb, BUBHAYCHUX ITUM 3aKOHOM.

3. Jlo MOBHOBa)XE€Hb IIEHTPAIBLHOIO OpPraHy BHUKOHABYOI BJIaJH, IO 3a0e3redye
dbopMyBaHHS Ta pealn3ye JAep)KaBHY IMOJITHKY Yy cdepi OC3IeYHOCTI Ta OKPEMHUX
MOKA3HUKIB SIKOCT1 XapyOBHUX MPOAYKTIB, HAJIC)KUTB:

1) 3aTBep/KEHHS CIIEIiaIbHUX BUMOT, mnependadyeHux myHkTamu 10-13 yacTuaH
Jpyroi cTarTi 8 bOro 3aKOHY;

2) peanizallis 1HIIUX TOBHOBAXEHb, BA3BHAYEHUX IIUM 3aKOHOM.

4. Jlo MOBHOB&)XEHb LIEHTPAJIBHOTO OPraHy BUKOHABYOI BIIaJH, IO peajizye
JeprKaBHY MOMITHKY Y cdepl 0e3MeUHOCTI Ta OKPEeMHUX MOKAa3HHUKIB SKOCTI XapuyOBUX
MPOJIYKTIB, HAJIEKUTH:

1) opranizamiss Ta 3IACHEHHS JEpPKABHOTO KOHTPOJIIO 3a JIOTPUMaHHSIM
3aKOHOJIABCTBA MPO MaTepialid 1 MpeIMETH, TPU3HAYECH] I KOHTAKTY 3 XapuOBUMU
MIPOTyKTaMU;

2) po3risia crnpaB Ipo MOPYIICHHS 3aKOHOJABCTBA MPO MaTepiaiv 1 MPEeIMETH,
MPU3HAYEH1 11 KOHTAKTY 3 XapuOBUMH NPOAYKTaMHU;

3) peanizalris IHIIKX TOBHOBa)XEHb, BU3HAUYCHHUX ITUM 3aKOHOM.
Po3aia 11. BUMOI' 10 MATEPIAJIIB I ITPEJIMETIB
CrarTd 6. 3aranbpHi BAMOTH JI0 MaTepialiB 1 MPEAMETIB

1. BupoOHUIITBO MaTepialiiB 1 MPEAMETIB 31HCHIOETHCS 3 JIOTPUMAHHSIM BHUMOT
HajexHoi BUpoOHHUYoi npaktuku (GMP), BuMoru no sikoi mepenbadeHi po3aiyioMm
V nporo 3akony.

2. Marepianu 1 npeIMeTH 3a 3BUYaiiHuX a00 00IPYHTOBAHO Nepe10adyBaHX YMOB
BUKOPUCTAaHHS HE MOBUHHI MEPEHOCUTH CBOi CKJIa/I0OBI €JIEMEHTH Y XapuoBl MPOIYKTH
B KIJTBKOCTSIX, SIKI MOXYTh:

1) 3aBgaTy MIKOAM 3/I0POB’ IO JIFOJIUHM;
2) CIPUYMHUTH HEMPUUHSITHI 3MIHU Y CKJIaJ1 Xap4OBOTO MPOAYKTY;
3) 3yMOBUTH MOTiPIICHHS OPTaHOJICIITHYHUX BIIACTHBOCTEH Xap4YOBOTO MPOIYKTY.

3. MapkyBaHHS1, pekjiaMma Ta MpeICTaBICHHs MaTepialliB 1 MPEMETIB HE TTOBUHHI
BBOJIUTH CIIOKMBAYiB B OMaHYy.

Crarra 7. 3arajbHi BUMOTH JI0O AaKTHBHUX MarepiajiB 1 TMpPEIMETIB Ta
IHTEJIEKTyJIbHUX MaTepiaiiB 1 MpeIMeTiB



1. SIx BUHSTOK 13 BUMOT MYHKTIB 2 1 3 YaCTUHU APYroi cTaTTi 6 1poro 3akoHy,
JIOMYCKAIOTCA 3MIHM y CKJIQl Xap4oBOTO TPOIYKTYy Ta/ab0 OpraHOJICITUIHUX
BJIACTUBOCTEH XapyoBOTO TMPOAYKTY, CHPUYMHEHI aKTHBHUMH MaTepiaiamu i
peaMeTaMH, 3a yYMOBH IO Taki 3MIHM HE TMPHU3BOIATH 10 TOPYIICHHS BUMOT
3aKOHO/IABCTBA MPO OE3MEYHICTh Ta OKPEMI MOKA3HUKH SIKOCTI XapYOBHUX MPOAYKTIB.

2. AKTHBHI MaTepiaJiy 1 MPEIMETH HE TTOBUHHI CIIPUYUHITH HEMPUHUHATHI 3MIHU Y
CKJIaJIi Xap4oBOTO MPOAYKTY Ta/ad0 3yMOBIIOBATH MOTIPIICHHS OPTaHOJCTITHUIHIX
BJIACTUBOCTEH Xap4OBOTO MPOIYKTY, Y TOMY YHCHI IUISXOM MPUXOBYBaHHS O3HAaK
HETPUIATHOCTI XapuoBOTO MPOIYKTY, III0 MOKE BBOJWTH CIIO’KMBAYiB B OMaHY.

3. InTenekTyalibH1 MaTepialiy 1 MpeIMETH He TOBUHHI HaJaBaTH iH(OpMaILIito Mpo
CTaH XapyoBOTr0 MPOJYKTY, sika MOKE BBOJUTH CIIOKMBAUYIB B OMaHY.

4. AXTUBHI MaTepiaju 1 MPeIMETH, a TAKOK 1HTEJICKTyalIbH1 MaTepialiu 1 TPEAMETH
MOBMHHI MaTH MapKyBaHHs, K€ BKa3y€ Ha Te, [0 Taki maTepiaiu abo MpeIMETH €
AKTUBHUMU Ta/a00 1HTEIEKTyaTbHUMHU.

5. AKTUBHI MaTepiaid 1 MPEIMETH, a TaKOXX IHTEJIEKTyalbHl Marepiaiu 1
MPEMETH, 1[0 KOHTAKTYIOTh 3 XapuOBUM MPOAYKTOM, TOBUHHI MaTH MapKyBaHHS, 1110
Jla€ 3MOTYy CHOXKMBayaM 11eHTU(IKYBAaTH HEICTIBHI YaCTHMHHU TaKMX MaTepiaiiB abo
MIPEIMETIB.

Crarra 8. CrienianibHi BUMOTH JI0 OKPEMUX T'PYIl MaTepiajiB 1 MPeIMETiB

1. 3 ypaxyBaHHSM IOJ0KEHb YACTUH TPETHOi 1 YETBEPTOI II€T CTATTI CHEIIabHI
BUMOTHM MOXYTh 3aTBEp/KYBaTUCS [0 TakKUX T[pyln MaTepiajiB 1 MpPeIMETIB
(BKJIFOUAIOUM TOEJHAHHS TaKWX MaTepiaiB 1 MOpeaMeTiB Ta/abo mnepepodiieHi
Marepiaiu 1 IpeIMeTH, 1[0 BAKOPUCTOBYIOThCS AJI1 BAPOOHUIITBA TAKMX MaTeplajiB 1
MPEMETIB):

1) akTHBHI MaTepiaiu 1 MPeIMETH;

2) IHTeNeKTyaJbH1 MaTepiaiu 1 MPeIMETH;
3) kiie;

4) xepamika;

5) KOpOK;

6) ryma;

7) cKJ0;

8) 10HOOOMIHHI CMOJIH;

9) MeTanu 1 cruiaBy;

10) marmip 1 KapToH;

11) nnacrtuk;



12) npykapceki dapou;

13) perenepoBaHa 11€J10J1034;
14) cunikos;

15) TekcTub;

16) naku 1 TOKPUTTS;

17) Bick;

18) nepeBuHa.

2. CoemianbHl BHUMOTH, 3a3HAuY€Hl Yy YaCTWHI MEPIIIN Ii€] CTaTTi, MOXYTh
BKJTIOUYATHU:

1) mepenik pe4oBUH, JO3BOJICHUX ISl BUKOPUCTAHHS Y BUPOOHUIITBI MaTepiatiB i
MIPEIMETIB;

2) mepenik (MEpesliKKh) PEUYOBHH, TO3BOJICHHX JUISl BKIIFOYEHHS 1O AaKTUBHHUX
MaTepialliB 1 MPEeAMETIB Ta/ab0 A0 1HTENEKTYaJIbHUX MaTepiajiiB 1 MpeaMeTiB, ado
nepenk (Mepemikv) aKTUBHUX MarepiaiiB 1 MpeaMeTiB Ta/abo 1HTeIeKTyalbHHUX
MarepiayiiB 1 MpPEeAMETIB Ta, 3a HEOOXIJIHOCTI, CIeliaibHi YMOBU BUKOPUCTaHHS
pEYOBHH Ta/ab0 MaTepialiB 1 MPEIMETIB, 1O CKJIaay SIKMX BOHU BKIIIOUEHI;

3) BUMOTH /10 YMCTOTH PEUOBHMH, SIKI € KOMIIOHEHTAMU aKTUBHHX MarepiaiiB i
MIPEIMETIB;

4) 0co0aMBI YMOBM BHUKOPUCTAHHSI PEYOBHUH, SIKI € KOMIIOHEHTaMH aKTHUBHHX
MarepiaiiB 1 MpeAMETIB, Ta/abo MarepiaiiB 1 MPEAMETIB, B AKUX TaKl PEUOBHHHU
BUKOPUCTOBYIOTHCS;

5) 3aranpHi Mexi Mirpamii (OML) cknagoBux enemeHTIB y/ab0 Ha XapyoBHUU
TIPOITYKT;

6) creuudiuni mexi mirpamii (SML) nnst okpeMux CKIaoBHX €JIEeMEHTIB abo
cykynHi cnermdivni Mexi mirparii (SML(T) mist rpyn ckiiaioBuX eJIeMeHTIB y/abo Ha
Xap4OBH MPOAYKT 3 YpaxXyBaHHSIM iHIIMX MOXKIMBUX JDKEpPENT TOTPAIUITHHS TaKHX
CKJIaJIOBUX €JIEMEHTIB;

7) BUMOTHU IIOAO 3aXHUCTY >KHUTTS 1 3M0POB’S JIOJEH BiJ PU3UKIB MEPOPATHLHOTO
KOHTAaKTy 3 MaTepiajaMu 1 TpeIMETaMH;

8) iHmI BUMOTH, CIPSAMOBaHI Ha 3a0e3MEUCHHS BUKOHAHHS cTaTedl 6 1 7 1bOTo
3aKoHy;

9) BumMOrM 0 TPOBEACHHS  TEPEBIPKUM  JOTPUMAHHS  TOJIOKEHb,
nepeadadyeHux NyHKTaMu 1-8 11i€i yacTuHu;

10) Bumorm 1m0 BimOOpy 3pa3KiB, a TaKOX METOAIB (METOJAWK) MPOBEICHHS
7a00paTOPHUX JTOCHIDKEHb (BUIPOOYyBaHb) 3 METOI TMEPEBIPKU JOTPUMAHHS
MOJIO’KEHb, Tepe0aueHNX MyHKTaMu 1-8 1i€i yacTuHu;




11) Bumoru 110 3a0e3nedeHHs MPOCTEKYBAHOCTI MaTepialiB 1 MPEIMETIB;

12) monmaTkoBI BMMOTH IMOAO MapKyBaHHs AaKTUBHUX MaTepialliB 1 MPEIMETIB
Ta/ab0 1HTENEKTYaTIbHUX MaTepiajiB 1 IPEIMETIB;

13) BUMOTH 10 MUCHMOBOI JIEKJIapallii Mpo BIAMOBIIHICTh MaTepialiB 1 MPEIMETIB
Ta MepesiKy TOKYMEHTIB, K1 MiITBEPKYIOTh BITOMOCTI, 3a3Ha4eHI B JICKJIapariii.

3. [lepeniku, 3a3HadeHi B IyHKTax | 1 2 9acTUHU APYToi Mi€l cTaTTi, POpMyIOThCS
BIIMOBITHO 70 3aKOHOAAaBCTBa €Bpomeiicbkkoro Coro3y Ta € YaCTHHOIO JICPKABHOTO
peecTpy 00’ €KTIB.

4. Marepianu 1 mpeIMeTH, 3a3HA4YCH1 Y YACTHHI MEPUIiH 1€l CTaTTi (BKIIOYAIOYH
Oy/Ib-sIK1 MMOETHAHHS TaKUX MaTepialliB 1 MPEIMETIB Ta/ab0 mepepodieHl MaTepiaiu 1
MIPEAMETH, 110 BUKOPUCTOBYIOTHCS JJIsI BAPOOHUIITBA TAKKX MaTepiaiiB 1 IPEAMETIB),
MMOBUHHI BIJINOBIJIaTH BCIM 3aTBEPXKEHUM CIICIIAJIbHUM BUMOTaM.

Crarra 9. PeuoBrHHU, 103BOJIEH] JI1 BUKOPUCTAHHS Y KOMIIOHEHTaX aKTUBHHX
MatepiaiiB 1 IpeIMETIB Ta Y KOMIIOHEHTaX IHTEJIEKTyalbHUX MaTeplajiB 1 IPEAMETIB

1. 3a BUHATKOM BHIIJIKIB, 3a3HAUEHUX Yy YAaCTHHI JPYTiH Ii€i CTaTTi, Yy
KOMITOHEHTaX aKTUBHUX MaTepialliB 1 MPEIMETIB Ta Y KOMIIOHEHTaX 1HTEJIEKTYyaTbHUX
MarepiaiiB 1 MPeaMEeTIB MOKYTh BUKOPHUCTOBYBATHUCS JIMIIIE PEUYOBUHU, BKIFOUEHI 0
JIEP>KaBHOT'O PEECTPY 00’ EKTIB.

2. YV KOMIIOHEHTAaX AaKTMBHHUX MaTepialiB 1 MNpPEeIMETIB Ta Y KOMIIOHEHTax
IHTEJEKTyaIbHUX MaTepiajiB 1 NpPeIMETIB MOXYTh BHKOPHCTOBYBATHCS TakKl
PEYOBHHM, 110 HE MPOUIILIN AEPKABHY PEECTPALIO:

1) BUBUIBHEHI aKTHUBHI PEUOBHMHM, SKIIO BOHHU BIANOBITAIOTH yMOBaM,
nepeadauyeHUM YaCTUHOK TPEThOTO IT1€1 CTATTi;

2) peuOBUHU, Ha SIK1 TOMIMPIOETHCS JTisl 3aKOHOAABCTBA MPO OE3MEUHICTh Ta OKpeMi
MOKa3HUKU SIKOCTI XapuyOBUX MPOIYKTIB, SIKI JOJAIOTHCS Ta/ab0 BKIIOYAIOTHCS B
aKTUBHI Marteplajgu 1 NpeIMETH 13 3aCTOCYBaHHSM METOJIB MPHUIICIUIEHHS a0o
IMMOOUTI3aIlli 3 METOI OTPUMAHHS TEXHOJOTTYHOTO €(EeKTy B XapuOBUX MPOAYKTaX,
SKIIO TaKli pEYOBUHU BIJMOBIIAIOTh YMOBAM, Mepe10auyeHuM YacTUHOI TPEThOIO 1€l
CTaTTI;

3) pe4oBWHH, M0 BUKOPUCTOBYIOTHCA Y KOMIIOHEHTAX, SIKI O€3MOcepeHhO He
KOHTaKTYIOTh 3 Xap4OBUM IPOJYKTOM ab0 CEepeloBHUIIEM, y SKOMY IepedyBae
XapUyOBUH MPOMYKT, 1 PO3IICHI 3 Xap4OBUM MPOAYKTOM (YHKIIIOHATEHUM Oap’ €pom,
AKIIO Takli PEYOBMHU  BIJMOBIJAIOTH  yMOBaM, TMepeadauyeHuM YaCTUHOIO
YETBEPTOIO II€T CTATTI, 1 HE HAJIEXKATh JI0 JKOJIHO1 3 TAKUX KaTeTropii:

PEYOBHHM, IO KIACU(PIKYIOTHCS SIK MyTareHHi a00 K KaHUEpPOreHH1, abo sk
TOKCUYHI JJISI pePOAYKTUBHOT (DYHKIIIT;

PEYOBUHM, HABMUCHO 3MEHIIICH1 JI0 PO3MIPY YaCTOK, SIKI1 MarOTh (Pi3W4HI Ta XiMI4HI
BJIACTUBOCTI, 1110 3HAYHO BIAPI3HAIOTHCS BiJ] BIACTUBOCTEH Y IEPBUHHOMY CTaHI.



3. BuBiIbHEHI aKTUBHI PEYOBMHH, a TAaKOXX PEUYOBHHH, SIKI JOMAIOTHCA a00
BKJIFOYAIOTHCS B AaKTHUBHI MaTepialid 1 TpeaMeTH i3 BaCTOCYBaHHSIM METO/TIB
MpUIIEIUICHHS a00 iMMOOiTi3amii, 3a3HaueHl y myHKTax | 12 9acTHUHHM Jpyroi miel
CTaTTi, MOXYTh BHUKOPHUCTOBYBATHCS BHUKIIOYHO 3 JOTPUMAHHSIM  BHUMOT
3aKOHOJIAaBCTBA MPO OE3MEYHICTh Ta OKPEMI TOKA3HHUKHU SKOCTI Xap4OBHUX MPOIYKTIB,
BKJTFOYAIOYM CIICIiajibHI BUMOTH, TEepe0aveHi cTaTTero 8 1horo 3aKoHy, SKIO Taki
crieriajgbHi BUMOTH 3aTBEP/KEHO.

KinbkicTh BHBiUbHEHOI aKTHBHOI PEYOBUHHM HE BPaXOBYEThCA Yy 3HAYCHHI
BUMIPIOBAHOTO IMOKa3HMWKA 3arajJibHOI Mirpamii y BHUIAIKaxX, SKIIO 3arajlbHy MeEXY
mirpaiii (OML) momgo Marepiaiy, 10 SKOTO BKJIFOYEHO KOMIIOHEHT, BCTaHOBJICHO
creriaJbHUMU BUMOTaMHU, MepeI0aueHUMH CTaTTeI0 8 IbOro 3aKOHY.

4. Mirpaiiisi y Xap4oBHUil IPOYKT PEYOBUH 3 KOMIIOHEHTIB, SIK1 O€3M0CEPEAHBO HE
KOHTaKTYIOTh 3 Xap4OBUM IPOJYKTOM a00 CEepelloBUIIEM, y SKOMY IepedyBae
Xap4yoBUHM MPOAYKT, 3a3HAYEHUX y MYHKTI 3 YACTHHM APYroi 1€l CTaTTi, HE TOBUHHA
nepesunryBatd 0,01 mimirpama Ha 1 Kilorpam, 3a yMOBU BUMIPIOBaHHS Mirpartii
aHATITUYHUMH ~ MeToAaMu  (METOAMKaMHu), 1[0 3a0e3MedyloTh CTATUCTUUYHY
JIOCTOBIPHICTb.

Mirpariis, 3a3HadyeHa B a03alll MIepIIoMYy I1l€l YacTHHH, 3aBXIud T[OBHHHA
BHPAXATHUCS TTOKA3HUKOM KOHIIEHTPAIII]1 Y Xapu4OBOMY IPOIYKTI.

Mirpariisi, 3a3HadyeHa B a03alll NEepHIoMY Ii€i YaCTUHU, NMOBHHHA BPaxOBYBATU
MO>KJIMBY HEHaBMHCHY (BHUIAIKOBY) MITparlio 1 BaCTOCOByBaTI/IC}I 110 TPYIIH PEYOBHH,
SKIIO TaKl PEYOBHUHHM € CTPYKTYPHO 1 TOKCHUKOJIOTIYHO IOB’SI3aHUMH, 30KpeMa [0
130MepiB 200 10 peYOBUH OJIHI€T (DYHKIIIOHATBLHOT TPYTIH.

Crarra 10. Bumoru 10 marepiaiiB 1 IPeAMETIB 3 IEPEPOOICHOTO IIIACTUKY

1. Marepianu i npeaMeTH 3 MepepoOIEHOTO MIIACTUKY MOXKYTh IepedyBaTH B 001ry
JuIie y pasl, AKII0 BOHM BHUPOOJIEH! (IMOBHICTIO 200 YacTKOBO) 3 MepepoOIEHOro
IJIACTUKY, OTPUMAHOIO 3a JOIMOMOTIOI0 MPOoLiecy NepepoOKH MIIACTUKY, 110 MPOMIIOB
JIEp>KaBHY PEECTPAITIIO.

2. [Iporec mepepoOKM MIACTUKY, IO IPOUIIIOB JAEP>KaBHY PEECTPAIli0, 3a3HAYEHY
y YaCcTHHI NP 111€1 CTaTTi, TOBUHEH 3{1HCHIOBATHCS BIIMOBITHO JJO BUMOT CUCTEMH
3a0e3ne4eHHs IKOCTI, IKa rapaHTye, 10 epepoOIeHui IIACTUK BIJIIOBIIA€ YMOBaM,
3a3HAYCHUM Y PIIICHHI TIPO JCPKaBHY PEECTPAIIiFO MPOIIECY MEPEPOOKH IIACTHKY.

Cucrema 3a0e3neueHHs SIKOCTI IMOBUHHA BIIOBIIaTH BHMOTaM,
nepenrdaueHuM CTaTTero 23 1bOro 3aKoHy.

3. ¥V wMarepiamax 1 mpeaMeTax 3 MepepoOJIEHOTO TUTACTHKY  MOXKE
BUKOPUCTOBYBATUCSA TEPEPOOJICHNUN TUIACTUK, BUPOOJICHWN BIAMOBITHO 1O BUMOT
HajexHoi BupoOHHMuoi mpaktuku (GMP) 3a momomororw mporecy mnepepoOKu
TUTACTUKY, SIKAH HE MPOUIIIOB JIEP’KaBHY PEECTPallifo, SKIIO:



1) maTepiany 1 IpeaAMETH 3 TTepepoOJICHOT0 TIACTUKY BUPOOJIEHI 3 MOHOMEPIB Ta
PEYOBHH, 110 € CUPOBHHOIO 3 TUIACTHKY, OTPUMAHOIO B PE3YyJIbTaTI MPOIECy XIMIYHOT
AenojiMepu3ailii MIacTUKOBUX MaTepialiB 1 IPEeIMETIB;

2) maTepiaid 1 MpeAMETH 3 epepOOICHOr0 MIACTUKY BUPOOJICHI 3 TIACTUKOBUX
BIIPI3KIB Ta/ab0 TEXHOJIOTIYHUX BIAXO/IB, IO YTBOPWJIKMCS TMPU BUPOOHHUIITBI
IJIaCTUKY a0 MaTepiaiiB 1 IPEAMETIB, 32 YMOBH 1110 BOHU HE OyJIM y BUKOPHUCTAHHI 1
Oysii BUpOOJICH] 3 IOTPUMAHHIM BUMOT 3aKOHOJABCTBA MPO MaTepialid 1 MPEIMETH,
NpU3HAYCHI I KOHTAKTY 3 XapuOBUMHU MPOTyKTAMHU;

3) matepianu 1 mpeIMeTH 3 MepepoOJIEHOTO IUIACTHUKY BHKOPUCTOBYIOTHCS 32
(yHKIIOHATEHUM Oap’e€poM, SKUM YHEMOXJIMBIIOE iX KOHTaKT 3 XapuyOBUM
MIPOTYKTOM.

Pozain I11. IEPZKABHA PEECTPALIS OB'€EKTIB
Crarra 11. 3arajibHi BUMOTH JI0 IEpP>KaBHOI peecTpailii 00’ €KTIB
1. O6’exTaMu aep>kaBHOI peecTpartii €:

1) pedoBUHHM, IO BUKOPUCTOBYIOTHCS Y BUPOOHUIITBI MaTepiajiB 1 MPEAMETIB, Y
TOMY YHUCJI1 PEYOBUHH, [0 BKIIOYAIOTHCS IO aKTUBHUX MaTepiajiB 1 MpeIMeTiB Ta/ado
710 IHTEJIEKTyaJIbHUX MaTepialiB 1 MPEAMETIB;

2) mpoliecH MepepoOKH IIACTHKY, L0 OyB Yy BHUKOPUCTaHHI Ta IOBTOPHO
BUKOPUCTOBYETHCS y BUPOOHHUIITBI MaTEpialiiB 1 MPEAMETIB (Jai - IPOLEeCH MepepoOKH
MJIACTUKY ).

2. O0’exTH, 3a3HAYCHI y YaCTHHI MEPUIIH i€l CTaTTI, MiAJIATalOTh ISP KaBHIMN
peecTpaiiii, K0 BOHW BUKOPUCTOBYIOTHCS Y BUPOOHUIITBI MaTepiaiiB 1 MPEIMETIB,
3a3HAYCHMX y NyHKTax 1, 2,4, 11, 13 yacTuHM mepioi cTaTTi 8 1b0ro 3aKoHY.

3. V BupoOHMIITBI MarepiaiiB 1 TpeaMeTiB 3a00pPOHSETHCS BUKOPUCTAHHS
00’€KTIB, HE BKJIIOUEHUX JI0 IEPKABHOTO PEECTPY 00’ EKTIB.

4. PilleHHs TIpO JEpXaBHY peecTparlito 00’€KTIB MPUHAMAaE LIEHTPAIbHUN OpraH
BUKOHABYOI BJIaJiK, 10 3a0e3neuye (GopMyBaHHS Ta peali3y€e AEp:KaBHY MOMITHKY Y
cdepi OXOpOHU 37I0POB s, HA MIACTaBI 1 B TOPSIIKY, BCTAHOBICHUX ITUM 3aKOHOM.

5. epxaBHa peecTpallist 00’ €KTIB 3IIMCHIOETHCS OC30IIIIATHO.
6. [lepxaBHa peectpallist 00’ €KTIB 3/IIMCHIOETHCS HA HEOOMEXKEHUM CTPOK.

7. BukopuctanHsi 00’€KTiB 3 MOPYIICHHSAM yMOB, 3a3HAYCHHUX Y PIIICHHI PO
JIEp>KaBHY pPeECTpallito, 3a00pOHIETHCS.

Crarra 12. [lepxaBHuil peecTp 00’ €KTIB

1. Jlep>xaBHuli peecTp 00’ €KTIB BeJie LICHTPAJIbHUIN OpraH BUKOHABYOI BJIJIU, 1110
3abe3rneuye GopMyBaHHS Ta peali3ye JepKaBHY MOMITHKY Y cpepi OXOpOHU 3I0POB’SI.

2. Jlep>xaBHUl peecTp 00’ €EKTIB BEIETHCS B €IIEKTPOHHOMY BHUTJISIII.



3. lleHTpanpHHMli OpraH BUKOHABYOI BJIAaH, 0 3abe3medye ¢GopMyBaHHS Ta
peaiizye aep)kaBHY HOMITHKY y cdepl OXOPOHH 370pOB’sl, 3a0e3Meuye BIIKPUTHI Ta
0€30TUTaTHHIA JOCTYII 10 IEPKABHOTO PEECTPY 00’ €KTIB MIJISTXOM HOTO PO3MIIIICHHS Ha
cBoeMy oQiIiitHOMy BeO-CaiTi.

4. TlopsimoK BeJEHHSI IEP)KaBHOTO PEECTPY 00’ €KTIB Ta mMepeltik iHpopMmariii, Mo
MiyIArae BHECEHHIO JI0 JIEP’KAaBHOTO PEECTPY OO0 €KTIB, 3aTBEPUKY€E IEHTPATbHUN
OpraH BHWKOHABYOI BJIaaW, IO 3a0e3nedye (OpMyBaHHS Ta peajlizye Aep KaBHY
MOJITUKY y chepl OXOPOHH 3/I0POB’SI.

Cratrs 13. [lopsiok aepxaBHOT peecTparliii 00’ €KTiB

1. Jlns nepxaBHOI peecTpalrii 00’€KTa 3asBHUK II0JA€ 10 IIEHTPAILHOIO OpraHy
BHKOHABYOI BJIaJiM, 110 3a0e3neuye GOpMyBaHHS Ta peaiidye AEp:KaBHY MOJITHKY y
cdepl OXOpOHU 3/I0POB’ s, TaKi TOKyMEHTH:

1) 3asBa mpo JAepkKaBHY peecTpaliro 00’€KkTa, MO MICTUTh 1H(QOpMaI0 PO
HalilMEHYBaHHS Ta MICIIE3HAXO/[)KECHHS 3asIBHUKA;

2) peectpaliiiiHe 10Che 00’ €KTA;
3) pe3tome peecTpalliitHoro 10che 00’ €KTA.

2. BianoBiganbpHICTh 32 IOCTOBIPHICTH 1H(OpMAILii, III0 MICTUTHCS B JOKyMEHTAaX,
MOJAHMX [UISl JAEpXKaBHOI peecTpauii O00’€KTa, a TaKoX BIAMOBIJAIBHICTh 32
J0JIep>KaHHs MPaB 1HTENEKTyaIbHOI BJIACHOCTI, OB’ SI3aHUX 3 TAKOKO 1H(POpPMALIELO,
Hece 3asBHUK.

3. llenTpasibHMii OopraH BUKOHABYOI Blaau, o 3abe3nedyye (QopMyBaHHA Ta
peanizye Jep’kaBHY MOJITUKY Yy chepl OXOPOHH 3J0pOB’sl, TIEPEBIpsi€ TOKYMEHTH,
MoJaHl Il JIep>KaBHOI peecTpailii 00’€kTa, Ha BIAMOBIIHICTH BUMOTaM YaCTHHH
IEePIIIOi IT1€T CTATTI.

V pa3i HeBIMOBITHOCTI JOKYMEHTIB, MOJAHUX JJI IEPKABHOI peeCTpallii 00’ €KTa,
BUMOTAaM YaCTUHU MEPUIOT I1€1 CTaTTI Takl JOKYMEHTH MOBEPTAIOThCS 3asIBHUKY 0€3
MOAAJIBIIOTO PO3TIIA LY TpoTsiroM 10 poGounx MHIB 3 JHS iX OTPUMAaHHS.

4.V pasi BIAMOBITHOCTI JJOKYMEHTIB, MOJaHUX JIJIS IEPKABHOT peeCcTpailii 00’ €kTa,
BUMOTaM YaCTHHH TEPIOi Il€] CTAaTTI MEHTPaJbHUN OpPraH BUKOHABYOI BIJIAJH, IO
3abe3nedye GopMyBaHHS Ta peallizye AepKaBHY MOJTITHKY Y chepl OXOPOHH 310POB’,
He mi3Hime 10 pobounx qHIB 3 THS OTPUMAHHS TaKUX JOKYMEHTIB:

1) nampaBiis€ 3asBHUKY IHChMOBE IMIATBEPIKCHHS OTPUMAHHS JIOKYMEHTIB,
MOJaHUX JJISI IEpKABHOI peecTpallii 00’ €KTa, 13 3a3HAYEHHSIM JaTH 1X OTPUMAaHHS;

2) HampaBlisi€ YHOBHOBKEHIM 0c001 MOKYMEHTH, TOJMaHI [JIsl Jep>KaBHOI
peectpaiii 00’€kTa, s OTPUMaHHS HAayKOBO-EKCIIEPTHOTO BHCHOBKY IIIOJIO
0e3me4HOCT] 00’ €KTa.

5. YnoBHOBaxeHa 0co0a MPOBOAWTH HAYKOBY OIIIHKY O€3Me4YHOCTI 00’€KTa
(OLIIHKY PU3UKY) Ha OCHOBI JOKYMEHTIB, 3a3HAYCHUX Yy MYHKTaX 2 1 3 YaCTUHHM MEPIIOoi



i€l CTaTTi, Ta TOJA€E JO0 MEHTPATHLHOTO OPraHy BHUKOHABYOI BIaJH, IO 3a0e3edye
(dbopMyBaHHS Ta peani3ye Aep>KaBHY MOJITUKY y cepi 0XOpOoHHU 30pOB’ s, HAYKOBO-
EKCIIEpTHUH BHCHOBOK IOJAO OE3MeYHOCTI O00’€KTa y TOPSAKY 1 CTPOKH,
BCTAHOBJIEHI CTaTTeI0 14 1IbOT0 3aKOHY.

6. llenTpanbHuil opraH BHKOHaBYOi BIagu, 1[0 3a0e3mneuye (opMyBaHHS Ta
peainizye Aep)kaBHY MOJITUKY Yy cdepl OXOPOHH 370pOB’S, PO3MIIIYE JTOKYMEHTH,
3a3HAYCHI y YacTHHAX MEPIIid - I’ ATIH i€l CTaTTi, Ha CBOEMY O(]iIiiiHOMY BeO-caiTi
3 JIOTpUMaHHSAM KOH(piaeHiHOCTI 1H(opMallii, nepeadadeHoi crarTero 18 mporo
3aKony.

7. LleHnTpasbHMII OpraH BUKOHABYOi BJIaJid, 1[0 3abe3neuye (GopMyBaHHS Ta
peanizye JIep)KaBHY MOJITHKY y cepi OXOpOHH 30pOB’s, MpUIMA€e PILIEHHS IIPO
JepKaBHY peecTpariito 00’ekta abo Mpo BIIMOBY B MOro JepkKaBHIM peecTparlii
MPOTSATOM OJHOTO MICSLS 3 JHS OTPUMAaHHS BiJl YIIOBHOBAXEHOI O0COOM HAYKOBO-
€KCIIEPTHOTO BUCHOBKY 11010 O€3MIEYHOCTI 00’ €KTa.

8. Komis pimeHHs, 3a3HaY€HOTO Yy YAaCTHHI ChOMIM I1i€1 CTaTTi, HANPaBISETHCS
3asIBHUKY LIEHTPAJIbHUM OpraHOM BUKOHABYOI BJIa/H, 110 3a0e3reuye GopMyBaHHS Ta
peani3ye iep>kaBHY MOMITHKY Y chepl OXOpOHU 30poB’si, poTsiroMm 10 podouunx JiHIB
Micisl HOro NPUUHSTTSL.

9. PiteHHs npo aepaBHY peECTpaliiio 00’ €KTa TOBUHHO BU3HAYATH YMOBH Ta/abo
0OMEKEHHS 110/10 BUKOPUCTAHHS TAKOTO 00’ €KTa.

10. OnepaTopu pUHKY, 5SIKi BAKOPUCTOBYIOTh PEYOBUHH, 1110 BUKOPUCTOBYIOTHCS Y
BUPOOHMIITBI MaTepiaiiB 1 MPEAMETIB, Ta/ad0 MaTepiaiu 1 MPEAMETH, 10 CKIAAY SIKUX
BOHHM BKJIFOUEHI, 1 SIK1 BIJIMIOBITHO JI0 IIOTO 3aKOHY MPOMUIILIN Jep KaBHY PEECTpPaIliio,
3000B’s13aH1 JOTPUMYBATUCS YMOB, 3a3HAYEHUX Y PIIICHHI TIPO JACP>KaBHY PEECTPAIliIO
00’€KTa, 3 THS HAOPAHHS YUHHOCTI TAKUM PIIICHHSIM.

11. PimeHHs npo aepxaBHY peecTpailito 00’€KTa MiUIsIrae ONpUIOJHEHHIO Ha
odiuiiHOMYy Be0O-CaliTl LIEHTPAJIbHOTO OpPraHy BHUKOHABYOi BIaAM, IO 3a0e3nedye
(dbopMyBaHHS Ta peasizye AepKaBHY MOJITUKY y chepl OXOPOHH 370POB’SI.

Pimenns mnpo paepaBHY peecTpaiiro o00’€KTa HaOupae YMHHOCTI 3 JIHS,
HACTYIHOTO 3a JTHEM HOT0 OMPYIIIOTHCHHSI.

12. Tlpu npuifHATTI pilIeHHS PO Aep>KaBHY peecTpailito 00’ exkta abo mpo BiAMOBY
B JIEp>KaBHIN peecTpallii 00’ €KTa BpaXOBYIOThCS BUCHOBKH 1 peKOMEHAallli, 3a3HaUeHI
Yy HaAyKOBO-E€KCIIEPTHOMY BHUCHOBKY IIOA0 O€3MeYHOCTI 00’ €KTa. SKIO pillieHHS PO
JIEp>KaBHY peecTpailiro 06’ ekTa abo mpo BIAMOBY B JIep)KaBHIN peecTpailii 00’ €KTa He
BIJITIOBIJIa€ PEKOMEH/IAIISIM, 3a3HAYCHUM y HAYKOBO-€KCIIEPTHOMY BHUCHOBKY IIIOJIO
Oe3rmeyHocTi 00’€KTa, IEHTpaJbHUW OpraH BUKOHABUOI BJIaaAM, M0 3abe3nedye
dbopMyBaHHS Ta peajizye JAep)KaBHY MOJITUKY y chepl OXOpPOHHU 3I0POB’S, TTOBUHEH
OOTPYHTYBATH BIAXUJICHHS BiJl TAKUX PEKOMEH/IAIIIM.

13. [TizcraBoto 115 BIIMOBH Yy JIepKaBHIM peecTpallii 00’ €KTa €:



1) HEKOMIUJIEKTHICT, a00 HEBIAMOBIIHICTh JOKYMEHTIB, 3a3HAYCHUX Y YACTHHI
MEePIIi i€l cTaTTi, BUMOTaM IbhOro 3aKOHY Ta/abo MOPSAKY depskaBHOI peecTpartii
00’ €KTIB,;

2) HEMOCTOBIPHICTH iH(OpPMAIlii, IO MICTUTHCS B JOKYMEHTax, 3a3HAYCHHX
y YacTHHI MIEePIIiH IT1€1 CTATTI;

3) pexoMeH/allis Ipo BIJIMOBY Y JiepKaBHIN peecTpallii 00’ ekTa y 3B’ 513Ky 3 HOro
HEBUITMOBIHICTIO BUMOTaM CTaTTi 7 Ta/abo crarTi 8 11b0ro 3aKoHy, 10 3a3HAYCHA y
HAyKOBO-EKCIIEPTHOMY BHCHOBKY IIOA0 O€3MEYHOCTI 00’ €KTa.

14. Tacopmartis, mo MICTUTBCS B PIllIEHHI TPO JIEPKaBHY peecTpariifo 00’ €kTa,
BKJIIOUAETHCS /IO JCPKABHOTO PEECTPY 00’ €KTIB HEHTPAIHHIUM OPraHOM BUKOHABYOT
BJIaJIM, 110 3a0e31euye (pOpMyBaHHS Ta pealli3ye AepKaBHY MOMITHKY y c(hepl OXOPOHH
3JI0pOB’sl, IPOTATOM I’ SITH pOOOYMX JIHIB MICIs HPUUHATTS TAKOTO PIIIEHHS.

15. 3asBHUK a0o0 omepaTtop pPUHKY, SIKUH BUKOPUCTOBYE OO’€KT, 11O IPOMIIOB
JIEp’)KaBHY PEECTpAIliio, 3000B’sI3aHUN HEBIJIKIAIHO HAMPABUTH JI0 LEHTPAIBHOIO
OpraHy BUKOHABYOi BllaJu, 10 3a0e3neuye (OpMyBaHHS Ta pealizye Jep>KaBHY
MOJITUKY Y chepl OXOPOHU 3/I0POB’ s, HASIBHY Y HHOI'O HOBY HAyKOBY Ta/ab0 TEXHIUHY
1H(opMallito, sika MOXK€ MaTH BIUIMB HAa HAYKOBY OLIIHKY O€3MEYHOCTI TAKOro 00’ €KTa
(OLIIHKY PU3HKY), HE MI3HIIIE HACTYITHOTO pOOOYOTO AHS MICHS 11 OTPUMAHHS.

[ndopmaris, 3a3HayeHa B a03alll NEpIIOMY IN€l YaCTUHU, HE II3HIIIE ITSTH
poOOYMX AHIB MICIIS il OTPUMAaHHS HAMPABIISAETHCSA IEHTPAIBHIUM OPTaHOM BUKOHABUOT
BIIa/IH, 1110 3a0e31euye (OpMyBaHHS Ta pealli3ye AepKaBHY MOMITHKY y chepi OXOPOHH
3I0pOB’sl, YIIOBHOBaYKEHI# 0COO0I.

16. Tlopsmox nepxaBHOi peectpaiii 00’€KTIB 3aTBepIkyeThcsi Kabinerom
MinictpiB YKpainu.

17. Tlopsinok nep>kaBHOT peecTpaillii 00’ €KTiB BU3HAYAE, y TOMY YHCIIi, BAMOTH JI0
dbopmu, 3micty (ckiamy) 1 ¢opMary IOKYMEHTIB, IO MOMAIOTHCS IS JCp>KaBHOI
peectpaiiii 00’ekra.

18. TexHiyHa YacTUHA PEECTPAIIMHOIO JOCHE O0’€KTa, IO TMOJAETHCS IS
Jep’KaBHOI peecTpaiii 00’€KkTa, MOXE€ TMOJAaBaTHCS 10 LIEHTPAJIbHOIO OpraHy
BUKOHABYOI BJIaJiK, 10 3a0e3neuye (GopMyBaHHS Ta peali3y€e AEp>KaBHY MOMITHKY Y
chepi 0XOpOHU 310POB’ s, AEPKABHOIO MOBOIO Ta/a00 aHTIIIMCHKOK MOBOIO.

Crarra 14. HaykoBo-ekcniepTHH BUCHOBOK 11010 O€3MEYHOCTI 00’ €KTa

1. HaykoBo-ekcriepTHHII BHCHOBOK 111010 Oe3meyHOCTI 00’€KTa MOJAEThCS 0
IIEHTPAJILHOTO OpraHy BUKOHABYOI BJIaJH, 110 3a0e3neuye (opMyBaHHS Ta peayti3zye
Jep>KaBHY TOMITHKY y chepl OXOPOHHU 3J0pPOB’s, 3a pe3ysibTaTaMU HAYKOBOI OI[IHKH
0e31mevHoCcT 00’ €KTa (OIIHKK PU3UKY ), POBEJICHOI YITOBHOBAXEHO 0CO00I0.

2. CTpok mpoBe[eHHSI HAYKOBOi OIIHKU O€3MeYHOCTI 00’ €KTa (OLIHKU PU3HKY),
3a3HAYEHOI Y YACTHHI MEePIIii i€l CTaTTi, HE MOXKE MEPEBUIYBATH IIICTh MICSIIB 3
TTHST 3BEpHEHHS 3asBHHKA JI0 IIEHTPAIIBHOTO OPTaHy BUKOHABYOT BJIA U, 10 3a0e3Meuye




(dhopMyBaHHS Ta peasizye AepKaBHY MOJITUKY Y chepl OXOPOHH 370POB’ s, BIATIOBITHO
70 yacTuHU nepinoi cratti 13 mporo 3akoHy.

3. ¥V pasi cKIaJHOCTI HAYKOBOI OIIHKK O€3MeYHOCTI 00’€KTa (OIMIHKU PHU3UKY)
CTPOK IPOBEICHHS TaKO1 OI[IHKK MOe OYTH IMPOJIOBKCHHIA YITOBHOBAKEHOIO 0C00010,
aJjie He OUIbIIE HI)K HA IIICTHh MICSIIIB.

[Ipo mpo/IoOBXKEHHSI CTPOKY MPOBEJIEHHS HAYKOBOI OLIIHKU O€3MEeYHOCTI 00’ €KTa
(OILIIHKKM PHU3HUKY) YIMOBHOBa)keHa ocoba 1H(POPMY€E IEHTPATbHUM OpraH BHKOHABYOL
BIIAJIH, IO 3a0e3mmeuye (popMyBaHHS Ta peai3ye IepKaBHY MOJITHKY y cpepi 0XOpOoHHU
3I0pPOB’s, Ta 3assBHUKA 10 CIUTMBY CTPOKY, 3a3HAYCHOI'0 Y YaCTHHI APYTIH IN€l CTATTI,
y OUCHBMOBIN (opMi 13 3a3HAYEHHSIM CTPOKY MPOJOBXKEHHS Ta OOIPYyHTYBaHHSIM
MIPUYHHHM MTPOIOBKEHHS CTPOKY.

4.V pa3i HepocTaTHOCTI 1H(OpPMAIlii, 0 MICTUTHCS B PEECTPALIMHOMY JOCHE
00’eKxTa, JJig MPOBEJACHHS HAYKOBOI OIIHKK O€3MeYHOCTI 00’€KTa (OIIHKH PU3HKY)
YIOBHOBaKEHa 0CO0a MO’KE 3BEPHYTHUCS 1O 3asBHUKA 13 3alUTOM MPO HaJaHHS
J0J1aTKOBOI 1H(hOpMaIIlii Ta/ab0 MOsICHEHB. Y TaKoMy pasi nepeoir CTpOoKiB, 3a3HAYECHUX
y 4acTMHAX _JIPYTiH 1 TPETiH 1€l  CcTaTTi, JUIsi TMPOBEACHHS HAYKOBOi OIIHKH
Oe3neyHocTi 00’e€kTa (OLIHKA PU3UKY) 3YMHUHSIETHCS JIO MOMEHTY OTpPUMaHHS
YIIOBHOB)XXEHOIO 0OCOOOI0 3alMUTyBaHOI J10JaTKOBOi 1H(opMallii Ta/abo MOsSCHEHb.
Ctpok, MHpoOTArOM SIKOrO MaroTh OyTH HadaHl AojaaTtkoBa iH(opwmailis Ta/abo
MOSICHEHHS1, BU3HAYAETHCS YIIOBHOBAXEHO 0OCOOOI0 B 3AIUTI.

5. Ilix yac mpoBeAeHHST HAYKOBOI OIIIHKKM 0€3MeYHOCTI 00’ €KTa (OLITHKA PU3UKY)
YIOBHOBaKEHa 0co0a TMepeBipse 1HPopMallio, 3a3HAYCHY B TMOJAHUX 3asSBHUKOM
JOKyMEHTaX, Ta 3’SICOBY€, UM BIANOBIZAE O00’€KT 3a MPU3HAYEHUX YMOB HOTO
BUKOPUCTAaHHS BUMOTaM, Iiepe10adyeHuM CTaTTsIMU 6 1 7 1IbOTO 3aKOHY.

6. BuMoru 10 mpoBeneHHS HAyKOBOi OI[IHKM O€3MeYHOCTI 00’€KTa (OI[IHKHU
PHU3HKY), HAYKOBO-EKCIIEPTHOTO BUCHOBKY II0JI0 O€3MEYHOCTI 00’ €KTa MICTATHCS B
[Topsinky nepaBHOI peecTpailii 00’ €KTiB, 1110 3aTBepKyeThcss KabineTrom MiHicTpiB
VYkpainu.

7. 3a pe3yapTaTaMH MPOBEICHOI HAYKOBOI OIIIHKK O€3MeYHOCTI 00’ eKkTa (OIIHKU
PU3HKY) YIOBHOBa)XKEHA 0cC00a CKJIaJla€é HAYKOBO-€KCIEPTHUM BHUCHOBOK IIOJIO
0e3rmeyHocTi 00’ €KTa, B SKOMY PEKOMEH]IY€E IEHTPAIIbHOMY OpraHy BUKOHABYOI BIIAJIH,
mo 3abe3nedyye (HopMyBaHHS Ta peaizye AEp>KaBHY MONITHKY Yy chepl OXOpoHHU
3JI0POB’ s, TPUIHATH OJIHE 3 TAKUX PIIICHb:

1) mpo nep>kaBHY peecTpallito 00’ €KTa;
2) mpo BIAMOBY y JIepKaBHIN peecTpaillii 00’ €kTa.

Pexomenmairisi ynmoBHOBaxeHOi 0ocoOM IMIOA0 JEp’KaBHOI peectparlii 00’ €kTa
NOBHHHA OyTH OOTPYHTOBAHOIO.

8. HaykoBO-eKCIIEpTHHI BUCHOBOK IIIO0 OE3MEYHOCTI 00’ €KTa IIIOHAWMEHIIIC Ma€
MICTHUTH:



1) iHbOpMaIito PO MPU3HAYCHHS Ta XapaKTEPUCTUKU PEUYOBUHU, IO € 00’ EKTOM;

2) pexomeHpmalii MOAO0 YMOB BHKOPHUCTAaHHS PEUOBHHH Ta/a00 MaTepiamiB 1
MIPEAMETIB, Y AKUX TaKa pEYOBHHA MOKE BUKOPHCTOBYBATUCS (32 HAsIBHOCTI);

3) omiHKy e(peKTUBHOCTI 3alPOIIOHOBAHOTO METOAY (METOAMKH) J1a00paTOPHOIO
JOCITDKEHHS (BUMIPOOYBaHHS) JJIS 11JIeH Jep>KaBHOT'O KOHTPOJIIO.

9. YnoBHOBaxk€Ha 0c00a MPOTATOM II'SITH POOOYMX JHIB TICISI 3aTBEPKEHHS
HayKOBO-EKCIIEPTHOTO BHCHOBKY IOAO O€3MeYHOCTI 00’€KTa TmMojae HWOro 10
IICHTPAJILHOI'O0 OpraHy BHKOHABYOI BIIaJH, IO 3a0e3reuye (hOpMyBaHHS Ta peajizye
JepKaBHY MOMITUKY Y chepl OXOPOHU 310pOB’sl, Ta HAJCUIIAE 3asIBHUKY.

10. Ilocmyra 3 mpoBeAeHHS HAyKOBOi OINIHKM Oe3Me4HOCTI 00’€KTa (OLIHKH
PU3HKY) HAJAETHCS YIMOBHOBAXEHOK OCO0OI0 3a IUIATy 3T1HO 3 JIOTOBOPOM MIiX
3asIBHUKOM Ta YIIOBHOBA)XEHOIO 0CO00I0.

11. ITopsimox dopmMyBaHHS pO3Mipy IUIATH 3a HaJaHHS YIOBHOBaXKEHOIO 0COO0I0
MOCIYTM 3 MPOBEACHHS HAYKOBOI OLIHKUA O€3MeYHOCTI 00’€KTa (OI[IHKH PHU3HKY)
3aTBEP/KYEThCSI LEHTPAJIbHUM OpPraHOM BHKOHABYOi BJIaau, W0 3a0e3nevye
(bopMyBaHHS Ta peaizye AepkKaBHY MOJITUKY y cepi OXOPOHH 3A0POB’S.

Po3mip miaTtu 3a HaJjaHHS TIOCITYTH 3 MTPOBEJACHHS HAYKOBOI OIIIHKK O€3MeYHOCTI
00’exTa (OI[IHKM PHU3HMKY) BCTAHOBIIIOETHCS YMOBHOBKEHOIO OCOOOI0 B TOPSIKY,
BU3HAYCHOMY 203all0M MEPIINM I1i€1 YACTUHHU.

Cratra 15. Oco61MBOCTI JepKaBHOI peecTpallii NpOLECiB MEPEPOOKH IITACTUKY

1. lep>xaBHa peecTpallis MPOIECiB MEPEePOOKH MIIACTUKY, 110 BUKOPUCTOBYIOTHCS
y  BHUPOOHMIITBI ~ MaTepialliB 1 TMPEeAMETIB, 3IIMCHIOETbCA B MOPSIKY,
BU3HAYCHOMY cTaTTel0 13 mporo 3akoHy, 3 ypaxXyBaHHAM  OCOOJUBOCTEM,
nepeadayeHuX i€k CTaTTero.

2. Ilpouec mnepepoOKHM IUIACTHKY, [0 OyB y BHUKOPUCTaHHI Ta IOBTOPHO
BUKOPUCTOBYETbCS Yy BHUPOOHMIITBI MaTepiaiiB 1 MPEaMETIB, MOXe OyTH
3apeECTPOBAHUM, SKIIO BiH BIJTMOBIIA€ TAKUM YMOBAM:

1) SIKICTh CUPOBUHHU 3 IUIACTUKY XapaKTEPU3YETHCS Ta KOHTPOIIOETHCS BIATIOBITHO
710 KpUTEPIiB, 110 320€3MEUYIOTh BIMOBIIHICTH MaTEPiaTiB 1 MPEIMETIB, OTPUMAHHX 3
nepepoOJIeHOro MIACTUKY, BUMOTaM CTaTTi 6 1IbOro 3aKOHY;

2) cCUpOBHUHA 3 TUJIACTUKY MOXOAMUTH 3 TUIACTUKOBUX MaTepiajiiB 1 MPEIMETIB, Kl
Oy BUPOOJICH] BIAMOBIIHO /10 BUMOT 3aKOHOJABCTBA MPO MaTepiayiv 1 MPeaAMETH,
MPU3HAYEH1 IJI KOHTAKTy 3 XapuOBUMHU MPOJAYKTaMH, a00 MOXOJUTh 3 BUPOOHUUOIO
LUKy, [0 3HAaXOJUTbCS B 3aMKHYTOMY Ta KOHTPOJIbOBAHOMY JIAHIIO31, W10
3a0e3neuye BHKOPHUCTAHHS TUIBKA MaTepialiiB 1 MPEeAMETIB, MPU3HAYEHUX JIs
KOHTaKTy 3 XapyOBUMHU MPOIYKTAMH, a TAKOX BHUKIOYAE Oy/ab-sike 3a0pyIHEHHS
TaKUX MaTepiamiB 1 MpeaMeETiB, a00 y BUMIPOOYBaTLHOMY TECTI 3 HABAHTAXKEHHSIM YH
3a JIOMOMOTOI0 IHIIMX BIAMOBIAHUX HAYKOBUX JOKa3iB MPOJEMOHCTPOBAHO, IO



Hpoliec NepepoOKH TUIACTUKY 3MaTHUNA 3HU3UTH 3a0pyAHEHHS CUPOBHHU 3 TUIACTHKY
710 PiBHS KOHIIGHTpAIIil, [0 He CTAHOBUTH PU3UKY JJIS )KUTTS 1 30POB’ S JIIOAUHH;

3) kpuTepii, M0 BU3HAYAIOTH AKICTh MEPEPOOICHOTO TUIACTUKY Ta 3a0€3MeUyIOTh
BIJIMOBIAHICTh MaTepiajiB 1 MPeIMETIB 3 MepepoOIEHOro MIACTUKY BUMOTaM CTaTTi
6 uboro 3aKkoHy, 3a3/lajerilb BCTAaHOBJEHI Ta 3IIHCHIOETbCS KOHTPOJIb 3a IX
JIOTPUMaHHSIM;

4) yMOBH BHKOPHUCTAHHSI MEPEpOOJIECHOT0 MIACTHKY BCTAHOBJICHI Ta TapaHTYIOTh
BIJIMOBITHICTh MaTEpialiB 1 MPEAMETIB 3 MEpepoOICHOTO MIACTUKY BUMOTAaM CTATTI
6 1roro 3akoHy.

3. Y HayKOBO-€KCHEPTHOMY BHCHOBKY II[OJ0 O€3MeYHOCTI 00’€KTa 000B’SI3KOBO
3a3HAYAETHCS, YW BIJIMOBIZA€ TIPOIEC MEPEpPOOKH IIACTAKY BHMOTaM YaCTHHH

IPYTOi 1i€1 CTaTTI.

4.V pa3si K10 HAYKOBHH 3BIT MI0JI0 O€3MEYHOCTI MPOIeCy NEePepOOKH IIIACTUKY
MICTUTh PEKOMEHJAII0 TPO 3IIMCHEHHS JepKaBHOI peecTpallii BiAMOBIIHOTO
MPOIIECY, TAKUN 3BIT IOBUHEH MICTUTH:

1) crucnuii onuc nporecy nepepoOKu MIACTUKY;

2) 3a HEOOX1THOCTI peKOMEeHaIlii Mpo:

YMOBH Ta/a00 0OMEKEHHSI 1110JI0 CUPOBUHU 3 IIACTHUKY;
YMOBH Ta/a00 00MEXEHHSI 1100 MPOLIECY NEPEPOOKH;

YMOBU BHKOPHUCTAHHS TEPEPOOICHOr0 TUIACTHKY, OJEPKAHOTO B PE3yJbTaTi
Mpoliecy NepepoOKy MIACTUKY, Y BIAMOBITHUX cdepax;

MOHITOPUHT BIJIMOBIJHOCTI TpoOLECy MNepepoOKH IUIACTHKY YMOBaM MOro
Jep>KaBHOI peecTpartii;

3) 3a HEOOX1THOCTI KpUTEPIi, IKUM TOBUHEH BIIMOBIAATH MEPEPOOICHUN TIIACTHK.

5. PimenHs mpo JaepikaBHY PEeCTpallito mpolecy nepepoOKu TIACTUKY TOBUHHO
MICTUTH:

1) Ha3By mnporecy nepepoOKH MIACTHKY;

2) Ha3By Ta ajpecy MicCIe3HaXoHKeHHS ocobu (0ci0), HA KOPUCTh AKOi (SKHX)
3MIMCHEHO JIEP’KaBHY PEECTPALIIIO TPOIECY MePEepOOKH MIIACTUKY;

3) cTucauii onuc nporecy nepepoOKy MIaCTHKY;

4) yMOBH Ta/ab0 0OMEXEHHS 1100 CHPOBUHU 3 MIJIACTHKY;

5) ymoBu Ta/ab60 0OMEKEHHS 1010 TIPOLIECy MePepOoOKH TUIACTUKY;
6) KpuTepii, IKUM NOBUHEH BiAMOBIAATH NEPepOOICHUI MITACTHK;

7) YMOBH BHKOPHUCTAHHSI MEPEPOOJICHOTO TUIACTUKY, OJEP)KAaHOTO B pe3yJbTaTi
Ipol1iecy MepepoOKHU IIACTUKY, Y BIATIOBIIHUX cdhepax;



8) BUMOTH IIIOJI0 MOHITOPHHTY BiJMOBIJTHOCTI MPOIECY MEPEePOOKH IIIACTUKY
yMOBaM HOTO Jep)KaBHOI peeCTpallii;

9) TepMiH HaOpaHHS YUHHOCTI PIIICHHSM MPO JEP>KaBHY PEECTPAIIO BiATOBIIHO
710 YACTHHU OJIMHAAIATOIL cTaTTi 13 1boro 3akoHy.

6. Ocoba (ocoOu), Ha KOPHUCTh SKOi (SKHUX) 3AIMCHEHO JAEpPKABHY PEECTPALIIO
IpoIIeCy NepepoOKHU TUTACTUKY, a TAKOXK 1HII OTepaTOPH PUHKY, Ki BUKOPUCTOBYIOTh
TaKui IPoIIeC Ha MiJACTaBl JO3BOJY 3a3HAYEHOT 0CO0H (3a3HaueHuX 0¢i0), 30008’ s13aH1
TOTPUMYBATHCS YMOB JIEPKABHOI PEECTpaIlii BiIMOBITHOTO MPOIECY IMEPEePOOKH
IJIaCTHKY.

7. Ocoba, 1o 31ACHIOE TIEPETBOPEHHA, fKa BHUKOPHUCTOBYE MEpepoOIeHui
IJIACTUK, OJIEPKAHUU y pe3yibTaTl MPOIECy MEpepoOKH IUIACTHKY, IO MPOMIIOB
JIEp’)KaBHY PpEECTpallifo, a TaKOX IHIIMK OmepaTrop pPHUHKY, SKUM BUKOPUCTOBYE
Marepiaiau Ta/abo mpeIMeTH 3 IepepoOICHOTO IIIACTUKY, 30008’ A3aH1 TOTPUMYBATUCS
YMOB, 3a3HaUYEHUX Yy PIIICHH] PO JACP’KaBHY PEECTPAIIIIO.

Crarra 16. [Ipu3ynuHeHHs 11i, BU3HAHHS TAaKUM, IO BTPATHJIO YHMHHICTH, Ta
BHECEHHS 3MIH JI0 PIIICHHS PO JIep>KaBHY peecTpalliro 00’ ekTa

1. 3asBHUK, a TaKOX OyAb-SIKUW ONEPATOP PUHKY, IKUH BUKOPUCTOBYE PEUOBHHY,
AKa MpoUILIa epKaBHY peecTpallito, abo mMarepialiy 1 IpeIMETH, 110 MICTITh TaKi
PEYOBHHM, MOXKE 3BEPHYTHUCS 10 IIEHTPAJIHHOTO OpTraHy BHUKOHABYOi BJIAAH, IO
3a0e3neuye (opMyBaHHS Ta peajizye AepKaBHY MOJITHKY Y chepl OXOPOHH 310POB’s,
13 3a5BOIO PO BHECEHHSI 3MiH JI0 YMOB BUKOPUCTaHHS TaKOi PEYOBUHH a00 710 THIIHMX
BHUMOT, Tepe0aueHNX PIIICHHSIM TPO 11 Aep)KaBHY pEeECTpaIliio.

BHeceHnHss 3MiH 10 YMOB BHKOPHCTaHHSI PEUYOBHHHM, IO TPOMIIIA JEpKaBHY
peecTpaiio, ado 10 IHIIMX BUMOT, NependayeHuX pIIIeHHSAM MOpo il JIepKaBHY
peecTpallito, 31MCHIOETHCS B MOPAJIKY, BU3HAUEHOMY cTaTTelo 13 nporo 3akoHy, 3
ypaxyBaHHSM OCOOJIMBOCTEH, epe0aueHUX LIE€I0 CTATTEIO.

2. Onepatop puHKY, KM Ma€ MPaBo 3aCTOCYBATU MPOIIEC MEPEPOOKU TUIACTUKY,
[0 MPOMIIIOB JIepKaBHY PEECTPAIlil0, MOKE 3BEPHYTHCS 1O IEHTPAIBHOTO OpraHy
BUKOHABYOI BJIaJIK, IO 3a0e3nedye GopMyBaHHS Ta pealizy€e Aep>KaBHY MOTITHKY Y
cdepi 0XOPOHH 37I0POB’ s, 13 3asIBOIO PO BHECEHHSI 3MiH JI0 YMOB 3aCTOCYBAHHS TaKOTO
mnpoiiecy abo 10 IHIIUX BUMOT, MepeAdayeHUX pIIIEHHAM PO HOro Jaep)KaBHY
peecTparlio.

BHeceHnHss 3MiH 10 yMOB BUKOPHCTaHHSI IPOIECY MEpPepoOKH IUIACTUKY, MO0
MIPOMIIIOB JIEPKABHY PEECTPAIlito, a00 10 IHIIUX BUMOT, IIepe0adeHUX PIIICHHSIM PO
HOro JepaBHY pEeCTpallilo, 3M1MCHIOETbCS B MOPAIKY, BHU3HAYEHOMY CTATTSIMU
13 1 15 poro 3akoHy, 3 ypaxyBaHHAM OCOOJIMBOCTEH, epe0aYeHHX III€I0 CTATTEIO.

3. 3asBu, 3a3HauYeHl B YaCTHHAX MEPIIM 1 APYIIH I1€] CTATTI, TOBUHHI MICTUTH
MOCUJIAaHHS Ha JaTy 1 HOMEp pillleHHS IIEHTPAIbHOTO OpraHy BUKOHABYOI BIIAH, IO
3abe3rneuye GopMyBaHHS Ta peani3ye JIepKaBHY MOTITUKY Y cPepi OXOpOHHU 310POB’S,
Ipo Jep>KaBHY peecTpailiro 00’ ekta. Jlo 3asBu 101al0ThCA:




1) peectpaliiifHe 10Che, IO MICTUTh HOBY 1H(OpPMAIIiIO PO 00’ €KT;
2) HOBE PE3IOME PEECTPAIIHHOTO JOCHE.

4. HaykoBa oriHka 6e31e4HocTi 00’ €kTa (OIliHKa PU3UKY) 3 MiJICTAaB, 3a3HAYCHUX
y YacTUHAX MEPIii 1 APYTiH 111€i cTaTTi, MPOBOAUTHCS YIIOBHOBA)XXEHOIO 0CO00I0 3a
3BEpHEHHSM IICHTPAIILHOTO OpraHy BUKOHABYOi BIaJH, 110 3abe3neuye (HhopMyBaHHs
Ta peajizye JIep)KaBHY MOJITUKY Y chepl OXOPOHU 3I0POB’s, y pa3l OTPUMaHHs HOBOT
HayKoBOi Ta/a00 TexHIuHOi iHdopMali om0 6e3rmeyHocTi 00’ €KTa, SKUW paHille
MIPOMIIIOB JACPIKABHY PEECTPAIIITO.

3a pe3ynbTaTaMu HAyKOBOi OIHKKA O€3MeYHOCTI 00’€kTa (OIIHKH PHU3HKY),
3a3HA4YEHOi B a03aIll IepIIoOMY ITi€l YacTWHH, YIOBHOBa)KeHa ocoba Tmogae a0
LIEHTPAJILHOTO OpraHy BUKOHABYOI BJIaJu, 110 3a0e3neuye (OpMyBaHHS Ta peaizye
JICp’KaBHY IOJNITHKY Yy cdepi OXOpPOHH 3JI0pPOB’S, HayKOBO-CKCIICPTHHH BHCHOBOK
110,10 O€3MeYHOCTI 00’ €KTa 13 3a3HAYCHHAM OJHIET 3 TAKUX PEKOMEH/IaIIii:

1) 3aMIMTH PillIeHHS PO JIepKaBHY peecTpaillito 00’ ekTa 0e3 3MiH;

2) BHECTH 3MIHH JIO YMOB BUKOPUCTAHHS 00’ €KTa, 3a3HAYEHUX Y PIILICHH] ITPO HOT0
Jep>KaBHY PEECTPAILilO;

3) BU3HATH PIIICHHS MPO JCP)KaBHY peecTpalliro 00’ €KTa TaKWM, 10 BTPATHIIO
YUHHICTb.

5. lleHTpanbHuid opraH BHKOHABYOi BiaAgu, 110 3a0e3nedye (opMyBaHHS Ta
peanizye IepKaBHy MOJITUKY Y chepi OXOPOHHU 3I0POB’ s, TPUHUMAE PIIICHHS] HA OCHOBI1
HayKOBO-€KCIIEPTHOT'O BUCHOBKY 1100 O€3MEYHOCTI 00’ €KTa, 3a3HAYCHOT0 Y YaCTUHI
YETBEPTIH I1€T CTATTI.

6. Y pa3i oTpuMaHHS HOBOi HAYKOBO1 Ta/ab0 TeXHIYHOI iH(GOpMaIlii, 0 CBIIIUTH
po HEOE3MEUHICTh 00’€KTa, KU MPOUIIOB AEp>KaBHY PEECTpAIliio, IEHTPaTbHHIMA
OpraH BUKOHABYOI BIaJu, WLIO 3a6e3neqye dbopMyBaHHS Ta pealizye Iep KaBHY
MOITUKY Y cepi OXOPOHH 370pOB’s, Y pa3i BIICYTHOCTI IHIIHUX CIIOCOOIB 3am00IrTH
IIKIJJTABOMY BIUIMBY TakKOTO OO0’€KTa Ha JKUTTA 1 370pOB’S JIOJUHU Ta/abo
MOPYIICHHIO 1HIINUX MPaB Ta 3aKOHHUX IHTEPECIB CIIOKMBAYiB 3000B’sI3aHNUN PUHHATH
pllIEHHS] PO MPU3YNUHEHHS i pIIIEHHS MPO JEp’KaBHY pPEECTparlito 00’€kTa 10
OTPUMaHHS HOBOTO HAyKOBO-CKCIIEPTHOI'O BHCHOBKY IIpO O€3MEeuYHiCTh 00’€KTa,
3a3HAYEHOT0 Y YACTHHI YETBEPTI 11€i CTATTI.

7.V pasi npuUAHATTS PIIIEHHS MPO MPU3YNUHEHHS il PIMIEHHS PO JEepKaBHY
peecTpaiiro 00’€KTa, 3a3HAYEHOrO Yy YacTWHI mepurid ctatti 11 1mporo 3akony,
3a00POHSAETHCSI BUKOPUCTAHHS TAKOTO 00’ €KTa Y BUPOOHUIITBI MaTepiajiB i IPEIMETIB,
a TaKOXX 00Ir MaTepiaiiB 1 MPeaIMETIB, BUPOOJIICHUX 3 BUKOPUCTAHHSAM TaKOTo 00’ €KTa.

8. Indopmairisi, Mo MICTUTHCS B PIllIEHH], 3a3HAYEHOMY Y YAaCTHHI IIOCTIH ITI€i
CTaTTi, BHOCUTHCS JI0 JIEPIKABHOTO PEECTPY 00’ €KTIB.

Crarra 17. 3axucHi 3axoau



1. V pa3i npoBefieHHs] TIOBTOPHOI HAYKOBOI OLIIHKK 0€3MeYHOCTI 00’ €KTa (OLIHKU
pu3HKy) ab0 OTpUMaHHS HOBOi HAyKOBOi Ta/ab0 TEXHIYHOI iH(oOpMaIii mpo Te, Mo
BHKOPHCTAaHHS MaTepialiB 1 IPEJAMETIB, SKi BIIIIOBIIAIOTH 3aTBEPHKCHUM 100 HUX
CICIIAIbHUM BHMOTaM, CTAHOBHTBL 3arpo3y IS KUTTS 1 3I0pOB’S JIOACH Ta/abo
MOPYIIy€ IHIN IIpaBa Ta 3aKOHHI IHTEPECH CIIOKHWBAYiB, ILCHTPAJIbHHN OpraH
BHKOHABYOI BJIaJiH, IO 3a0e3meuye hOpMyBaHHS Ta pealisye ACp)KaBHY IOJITHKY Y
cdepi OXOpOHH 37A0POB’ s, 3000B’I3aHU TUMUYACOBO MPU3YIMUHUTH Jif0 a00 B 1HIIIHIA
CIoCi0O THMYAcOBO OOMEKHUTH 3aCTOCYBAHHS TaKUX CICI[iaIbHUX BHMOT.

2. Y BUMNaJKy, 3a3HaYECHOMY B YACTHHI NEPIIiH 1i€1 CTaTTi, HEHTPAJIbHUNA OpraH
BHUKOHABYOI BJIaJH, 1110 3a0e3neuye (GOpMyBaHHS Ta peali3y€e JAEp>KaBHY MONITHKY Y
cdepl OXOpOHU 3/10POB’ s, TPOBOJIUTH KOHCYJIbTAIIT 3 YITOBHOBAKEHOIO 0COOOI0 1110710
O€3MEeYHOCTI BIAMOBIAHUX MaTepialiB 1 MPEIMETIB, 3a pe3yJibTaTaMU SIKUX BHOCHUTH
3MIHHM JIO CIICIlIaJIbHUX BHMOT 3 METOI0 3aXHCTY JKHTTS 1 3JI0pOB’S JIIOJEH, a TaK0X
IHIIKUX TpaB Ta 3aKOHHUX IHTEPECIB CMOXKMBadiB. 3MIHM O CHEIIaJbHUX BUMOT
BHOCSITBCS HE MI3HIIIE MIECTU MICSIB 3 JHS OTpUMaHHA iH(opMaillii, 3a3Ha4€HOI B
YaCTHHI NEePIIN L1€i CTATTI.

3. ITicnsa BHECEHHS JI0 CIICIiaIbHUX BUMOT 3MiH, 3a3HaYE€HUX Y YaCTHUHI APYTIH i€l
CcTaTTl, Ji TaKUX CIEIIaJbHUX BHMOI BIJHOBIIOETHCA, a OOMEXKEHHS Ha IX
3aCTOCYBaHHS CKACOBYIOThCSI.

4.V pa3i HEOOX1THOCTI UEHTPAJIbHUI OpraH BUKOHABYOI BJIAJM, IO 3a0e3Ieuye
(dbopMyBaHHS Ta peani3ye AepkKaBHY MOJITUKY Yy c(epl OXOPOHH 310pOB’sl, BHOCUTH
3MIHHU JI0 YMOB, BUBHAYEHUX PIIICHHSIM IPO JIEp’KaBHY peecTpalliro 00’ ekTa.

Crarra 18. Kondiaenmiitna indopmartis

1. 3asBHUK Ma€ MpaBO JOJATH JI0 3asBU PO JIEPKABHY PEECTpaIlito 00’€KTa
KJIONOTAHHS MpOo 3a0e3nedeHHs] KOH(P1AEHIIHHOCTI Oy 1b-aK01 iH(pOpMAallli 3 IEPENIKY,
3a3HAYEHOr0 Y YAaCTHH1 YETBEPTIN 1I€i CTATTI.

2. Kionortanns mnpo 3abe3neyeHHs KOHQIAESHUIMHOCTI 1H(GOpMalili MOBUHHO
MICTUTH TIepenik iHpopmarlii, Ky 3asBHUK Oa)kae BIIHECTH A0 KOH(IICHIINHOI, a
TaKOX OOTPYHTYBaHHS, SIKE€ JEMOHCTPYE, IKUM YHHOM PO3TOJIOMICHHS ITi€1 1HpOopMaITii
MO’KE 3aBJaTH 3HAYHOI IIKOJM 3aKOHHUM 1HTEpecaM 3asiBHUKA. Take oOIpyHTyBaHHS
MOBUHHO CrupaTucs Ha (akTu, oOCTaBMHU Ta I1HITY 1H(GOpPMAIIO, SKI MOMJIHBO
MePEBIPUTH.

3. llenTpanbHuil opraH BHKOHAaBYOi Biadu, 110 3a0e3mnedye (popMyBaHHS Ta
peanizye Jep)KaBHY TMOJITHKY Yy cdepi OXOpOHU 3JI0POB’Sl, MOXE 3aJ0BOJIBHUTH
KJIONOTAHHS Mpo 3a0e3nedeHHs] KOHP1AeHIIIHOCTI 1H(popMallii B TI YacTHUHI, B SIKIH
HaBeJeHE B HbOMY OOIPYHTYBaHHsS MIATBEPKY€ TMOTEHIIIMHE 3aBAaHHS 3HAYHOI
IIKOJIM 3aKOHHUM 1HTepecaM 3asBHUKA.

4. llenTpanpHUI OpraH BUKOHABUOI BiaaW, MmO 3abe3nedye (GOpMyBaHHS Ta
peanizye Jep)KaBHy TIONITHKY y cdepi OXOpOHH 3I0pOB’S, MOXE BH3HATH
KOH(D1IeHITIITHOO:



1) iHdopmarito mpo TEXHOJIOTII0O BUPOOHHUIITBA a00 IMEPEepOOKU, BKIIHOYAIOUN
METOJI BUPOOHUIITBA a00 IMepepOoOKH Ta MOro iHHOBAIIIMHI aCIeKTH, a TaKOXK IHIII
TEeXHIYHI Ta BUPOOHMYI crienmdikallii, mpuTaMaHHI TaKOMY IIPOIECY YU METOIy, 3a
BUHITKOM 1H(OpMaIlii, ska Mae 3HAYCHHS 111 HAYKOBOI OIIHKK 0€3MEeYHOCTI 00’ €KTa
(OLIHKH PU3HUKY);

2) iHdopmariiro Ipo rocrnoaapchki BIIHOCUHU MK BUPOOHHUKOM (200 IMITOPTEPOM)
i 3asBHUKOM (200 oOmMepaTopoM pHUHKY, SIKHH BHUKOPHCTOBYE MPOIEC MEPEPOOKH
IJIACTUKY Ha MiICTaBl I03BOJIY);

3) iHdopMali0 PO KEpella MaTepiaJbHO-TEXHIYHOIO ITOCTAYaHHS, YacTKY
PUHKY Ta/ab0 O13HEC-CTpaTerio 3asIBHUKA;

4) 1HpopMaliio Npo KUTbKICHUH CKIaa 00’ €KTa, 32 BUHATKOM 1H(QOpMallii, 10 Ma€e
3HAYEHHS JIJIs1 HAYKOBOI OLIIHKU 0€3MeYHOCTI 00’ €KTa (OI[IHKHU PU3HKY);

5) iHdopmarlliro, 3a BUHATKOM Ti€i, [0 Ma€ 3HAYECHHS I HAYKOBOI OIlIHKH
0e3reyHoCTi 00’ €KkTa (OILIHKU PU3HKY), IKa:

JIeTaIbHO OIMCYE PEYOBHHY, IO € CHPOBHHOIO, Ta/abo cCymilil, IO
BUKOPUCTOBYIOTHCS JIJIsl BAPOOHHULITBA 00’ €KTa;

CTOCYETBCS CKJIaJly CyMIIlIei, MaTepiaiiB 1 MPEAMETIB, Y SIKUX 3asiBHUK Ma€ HaMIp
BUKOPHCTOBYBATH BIJIMOBIIHY PEYOBUHY;

OMKCY€ METOJI BUPOOHUIITBA CyMIIIEeH, MaTepiajiB 1 MPEAMETIB;
CTOCYETHCS JJOMIIIOK;
CBITYUTH TIPO PE3yJIbTaTU BUMPOOYBaHb MITpallii;

6) 1H(dopmarliro mpo koMepuiiiHe (pipMOBE) HaMEHYBaHHS, IMiJl IKUM pPEYOBUHA
OyJIe BBeZieHa B 00IT, @ TAKOX MPO TOPrOBEJIbHI MapKu (3HAKU JIJIsl TOBAPIB 1 OCIIYT)
TUX CyMIILIEH, MaTepiatiB 1 IPEIMETIB, Y IKMX BOHA OyJ1e¢ BUKOPUCTOBYBATHCS.

5. llenTpanbHuii opraH BHKOHAaBYOi BIaju, 1o 3abe3medye (GopMyBaHHS Ta
peanizye Jep>KaBHY TMOJITHKY Y cdepi OXOpoHU 370pOB’S, MOXKE PO3KPUTH
iH(dopMarllito, 3a3HauYCHYy B YAaCTHHI YETBEPTIH ITi€l CTaTTi, Yy pa3l HaCTaHHS
HaJ3BUYallHUX OOCTaBHH, SKIO PO3KPUTTS BIAMOBIAHOI 1H(pOpMaIli HeoOXiTHE IS
BXXHUTTS TEPMIHOBUX 3aXOJiB, CIPSAMOBAHHMX Ha 3aXHUCT XKUTTSA 1 3JI0POB’S JIFOICH,
TBAapWH Ta/ab0 TOBKIIJIS.

6. He Mmoxe OyTu Bu3HaHa KOH(D1ICHIIIHHOIO 1HPOpMAaIlis III010 TTepe0aqyyBaHOTO
BIUIMBY Ha JKUTTA 1 3[I0pOB’S JIOJEH, TBapUH Ta/a00 JOBKULISA, IO MICTHUTHCS Y
HayKOBO-EKCIIEPTHOMY BHUCHOBKY IO O€3MeYHICTh 00’ €KTa 1 peecTpaliiHOMy JOChE
00’€eKTa.

7. llenTpanbHuli opraH BHKOHABYOi BIaau, mo 3abe3medye (GopMyBaHHS Ta
peanizye nep’kaBHY TMOJITUKY y cdepl OXOpOHHU 370pOB’s, YIOBHOBaKEHa 0cola, a
TaKOX 1X MOCAOBI Ta CIIy»KOOB1 0COOM 3000B’s13aH1 3a0€3MeYNTH 3aXHUCT 1HPopMarlii,
BU3HAHOI KOH(1IESHIIIIHOTO.



8. ITopsiok jeprkaBHOI peecTpallii 00’ €KTiB TOBUHEH MICTUTH IPABHJIA PO3IIISTY
KJIOITOTaHHS Mo 3a0e31eueHHs KOH(D1ACHIIIMHOCTI iH(pOpMAaIlii Ta BAMOTH JI0 3aXHUCTY
koH(DiaeHmiiHOT iHpopMaITii.

Po3ain IV. MAPKYBAHHS, JEKJIAPYBAHHSA BIAITOBIIHOCTI
TA 3ABE3IIEYEHHS ITPOCTEXXYBAHOCTI MATEPIAJIIB I
IHPEIMETIB

Crarra 19. MapkyBaHHs MaTepialiB 1 IPEAMETIB

1. 3 ypaxyBaHHAM CHEIlialbHUX BUMOT [JII TPyI MarepiamiB 1 MPEaMETIB,
3a3HaUYEHUX Y CTaTTi 8 bOTO 3aKOHY, a TAKOX 3 ypaxXyBaHHSIM YACTUHH JPYTOI i€l
CTaTTI MaTepiajau 1 NpeAMETH, SIKI Ha MOMEHT iX peaji3allli He KOHTAaKTYIOTh 3
XapyOBUMHU MPOTyKTaMU, TOBUHHI CyIIPOBOKYBATHUCS 1H(POPMALIIETO, 1110 MICTUTH:

1) coBa "1 KOHTAKTY 3 XapuOBUMHU MPOAyKTamMu'" abo crieriajgbHe MO3HauYeHHs
1010 1X BUKOpPUCTAaHHS (Hampukiaj '"kaBoBapka', "muisimka juisi BuHA', "crosnoBa
Joxka" Toino), ado rpadiuHuil 3HAK, €CKi3 IKOTO HaBeIeHO y Aoaatky Ne 1 mo 1p0ro
3aKoHy;

2) crmemiaibHl IHCTPYKINi, SIKUX CIIJ JOTPUMYBaTUCS Uil OE3MEYHOro Ta
HaJIe)KHOIO0 BUKOPHUCTAHHS MaTepialliB 1 MPeAMETIB (3a moTpedn);

3) Ha3By Ta ajJpecy MICIIE3HAXO/KEHHSI OIeparopa pPHUHKY, SIKUM 3I1HCHIOE
BUPOOHHMIITBO, TTEPEpOOKyY Ta/ab0o BBEACHHS B 00Ir MaTepiaiiB 1 MPEIMETIB,;

4) MapkyBaHHs, IO Ja€ 3MOTy 3a0€3MEeUUTH MPOCTEKYBAHICTh MaTepialliB 1
MPEIMETIB,;

5) s aKTUBHUX MaTepiadiB 1 MpPEeaMeTiB - BIJIOMOCTI TPO JI03BOJICHE
BUKOPUCTAHHA Ta 1HITY 1H(OpPMAIIIIO PO BUKOPUCTAHHS, 30KpeMa Ha3By Ta KUIBKICTh
PEUOBUH, L0 BHUBUIBHSIOTHCS AKTUBHUM KOMIIOHEHTOM, JJIsi TOrO IIO0 omeparop
PUHKY Xap4OBHUX MPOYKTIB, KU Oy/1€ BUKOPUCTOBYBATH MaTepialiv 1 MPEeIMETH, MiT
3a0e3neunTi JOTPUMAHHS BHUMOT 3aKOHOJIAaBCTBA IMpO OE3MEeYHICTh Ta OKpeMi
MOKa3HUKU SKOCTI XapuyOBUX NPOJYKTIB, @ TaKOX 3aKOHOJABCTBA IOJI0 HAJIaHHS
CHokuBavaM 1H(opmalii npo xapuoBi IPOAYKTH, y TOMY YHCII1 B YaCTHHI MapKyBaHHS
XapyoOBUX MPOAYKTIB.

2. ko nmpeaMeTy, 3BaKal0YM Ha 1XHI BIACTHUBOCTI, € SBHO NMPU3HAYCHUMU IS
KOHTAKTy 3 XapyOoBUMH IMPOAYKTaMH, BOHH MOXYTh HE CYIPOBOIKYBATHUCS
iH(pOopMaIi€ro, 3a3HAYCHO0 Y YHKTI | 9aCTUHM MEpIoi i€l CTaTTi.

3. Indopwmarrisi, 3a3HaueHa Yy YaCTHUHI MEPIIiH ITi€] CTATTi, MOBHWHHA JIETKO
posmi3HaBaTucs, OyTH 4YITKOKO (po30IpJMBOIO) 1 HAHECEHOK Yy crocid, 110
YHEMOYKJIMBIIIOE 11 BUIAJICHHS.

Bucora manux mitep 0€3 BHHOCHMX €JIE€MEHTIB y TEKCTi, 0 HABOAUTHCS
BIJITOBI/THO /10 YACTHHM IIEPIIO] Ii€] CTaTTi, Ma€ CTAHOBUTHU HE MeHIe 1,2 MiiMeTpa.




4. MapkyBaHHSI MarepiaiiB 1 MPEAMETIB BUKOHYETHCS BIIMOBITHO /10 3aKOHY
Yxpainu "[Ipo 3a0e3neueHHs PyHKIIIOHYBaHHS YKPaiHChKOi MOBH SIK A€ KaBHOI".

Po3npiOHa TopriBis maTtepiasiaMu 1 MpeaMeTaMu, KpiM BHUMAJAKY, 3a3HAYEHOTO
y YacTHUHI I ATIH 11i€] CTaTTi, 3a00POHAETHCS, AKINO 1HQOpMAaIis, 3a3HaUeHa y MyHKTax
1,2 ta5yacTuHu mepiIoi 1€l CTaTTi, HAJAETHCS CHOXXKMBayaM 3 TOPYIICHHIM
BUMOT 3akoHy Ykpainu "IIpo 3abe3neueHHs] QyHKIIIOHYBaHHS YKPaiHChKOi MOBH SIK
JepxKaBHO1".

5. ¥V mapkyBaHHI MaTepialliB 1 MPEIMETIB JTOMYyCKAETHCS BUKOPUCTAHHS YMOBHUX
MMO3HAa4YeHb Ta CKOpOYeHb (abpemiaTyp), y TOMY YHCII 3 BUKOPUCTaHHSIM JIITEP
JATUHCHKOI a0eTKH, SIKIIO Taki YMOBHI CKOpOYEHHs (aOpeBiaTypH) BIANOBIIAIOTh
HalllOHAIBHOMY  CTaHAAPTy Ta/ad0  CcTaHgapTy  MDKHApPOJHOI  Opradizarii
CTaHJapTU3aIlli.

6. Skmio MartepianM 1 mpeAMETH MepedyBaroTh B 00Iry Ha cTajii po3apiOHOi
TOPTiBii, 1HGOpPMAIliA, 3a3HAauYeHAa Yy YacTHHI TMEPImiH Ii€l CTaTTi, MOBHHHA OyTH
pO3MillIeHa B OJIUH 13 TAKUX CIIOCOO1B:

1) 6e3nocepenHbO Ha MaTepiaiax 1 mpeaMeTax Ta/abo Ha iX yHmaKoBIIi;

2) Ha €TUKETII1, MPUKPITJIEHIA Oe3MmocepeHRO JO MaTepiany 4 mpeamera Ta/adbo
110 X YITAKOBKW;

3) y mpumiTIli, IO po3MilieHa B Oe3mocepenHiii OJM3bKOCTI 10 MaTepiajiB 1
MpPEAMETIB, y TOdl 30py crokuBauiB. [lonOXeHHS IBOTO MYyHKTY MOXYTh OYyTH
3aCTOCOBaH1 10 1H(OpMallii, 3a3HaYEHOI Yy IYHKTI 5 YaCTUHHU MEpIIOi €l CTaTTI,
BUKJIIOYHO y BUMAJAKaX, AKIIO 3 TEXHIYHUX NPHUYMH Taka 1H(QopMalis HE MOXKe OyTu
po3milieHa 6e3mocepeIHLO Ha MaTepiail ud mpeaMeTi abo Ha iX yIakoBIll HI Ha CTadil
BUPOOHUIITBA, HI HA CTali peanizaiii.

7. Ha iHmux cramisx o0iry marepiayiiB 1 MpeIMETIiB, HDK CTajis po3aApiOHOT
TOPriBii, iHGOpMAIIis, 3a3HAYCHA y YACTHUHI NEPIIH 111€1 CTaTTl, TOBUHHA OyTH HaJaHa
B OJIMH 13 TAKHUX CIIOCOOIB:

1) y cynpoBigHUX JOKyMEHTaX JI0 MaTepiajiB 1 MPEAMETIB;
2) Ha €TUKETIIl Y4 yIaKOBLl MaTepiajiB 1 MPEeIMETIB;
3) GesnocepenHbO HA CAMUX MaTepialiax 1 mpeaMeTax.

8. Indopmariis, 3a3HaueHa y OyHKTax 1, 2 Ta 5 4aCTHMHU NEPIIOT i€l CTATTI, MOXKE
HaJlaBaTHUCS JIUIIE MI0JI0 TUX MaTepiaiiB 1 MPEIMETIB, 10 BIATOBIIAIOTh:

1) 3araipHUM BUMOTaM, BU3HAYEHUM CTATTEIO 6 1IbOT0 3aKOHY, a 00 aKTHUBHUX
MarepiaiiB 1 MPEAMETIB Ta IHTENEKTyalbHUX MaTepiaiiB 1 MPEAMETIB - CTATTEO
[ uporo 3akoHy;

2) cremiaJlbHUM BUMOTaM, BU3HAYEHHM CTATTEIO 8 HOT0 3aKOHY, a SKIINO TakKi
BUMOTH BIJICYTHI - BUMOT'aM 3aKOHOJIaBCTBA MPO MaTepiaiu 1 MpeaMeTH, TPU3HAYCHI



JUIE KOHTaKTy 3 XapyoBHMHU TPOIYKTaMHU, SKi 3aCTOCOBYIOTBCS JIO BiJIMOBIAHUX
MaTepialiB 1 IPeaIMETIB.

9. Jlns 3abe3nedeHHs imeHTU(DIKAIlT CTTIOKUBAaYeM HEICTIBHUX YaCTHH aKTUBHHX
MaTepialiiB 1 IPeaIMETIB Ta IHTEJICKTyaJTbHUX MaTepialiB 1 mpeaMeTiB abo X YacTHH, y
pasil AKI0 Taki YaCTUHU MOXKYTb OYTH CHPHHHATI SK ICTIBHI, Takl MaTepiaiu 1
peaMeTH MTOBUHHI OYTH MapKOBaHi:

1) cmoBamu "He ictu!";

2) 3aBXIHd, KOJM II€¢ TEXHIYHO MOXKIWBO, TpadidHUM 3HAKOM, €CKi3 SKOTO
HaBeJeHO Yy J0AaTKy Ne 2 10 1boro 3aKoHy.

10. Imdopmariis, 3a3HayeHa Yy YACTWHI JeB’STIH I1l€i CTaTTi, MMOBHUHHA JIETKO
po3mi3HaBaTuCs, OyTH 4UITKOWO (po30IpiMBOIO) 1 HAHECEHOI Yy Cmocid, 1o
YHEMOKJIUBIIIOE 11 BUIATICHHS.

Bucora manux mitep 0€3 BHUHOCHUX €JIEMEHTIB y TEKCTi, 10 HABOJIUTHCS
BIIMOBITHO 10 YACTUHHU JIEB’SITOI I11€1 CTATTI, MA€ CTAHOBUTHU HE MEHIIIE 3 MUIIMETPIB.

11. BuBUIbHEHI aKTHBHI PEYOBHMHU BBAXKAIOTHCS IHTPEIIEHTOM Yy 3HAYCHHI,
HaBEJICHOMY y OYHKTI 8 yacTuHHM nepioi ctatti 1 3akony Ykpainu "[Ipo iHdopmartiro
JUTSI CTIO’KMBAYIB I[0/I0 XapYOBUX MPOAYKTIB".

12. 'V pa3i no0poBuIibHOrO HajaHHs 1HGOpMali Mpo BMICT y Marepiajiax 1
npeaMeTax nepepoOIeHOTo IIACTUKY Taka iH(opMallis HaIaeThCsl 3 JOTPUMAaHHIM
HamionansHoro crangapry JICTY 1SO 14021:2016 "Exonoriuyxni mMapkoBaHHS Ta
nexapanii. Exomoriuni camonekiaparii (exosjoriune MapkyBanHs Tumy Il)" abo
1HIIOTO HALIIOHAJILHOTO CTaHAAPTY, SIKUM HOTO 3aMIHEHO.

Crarrs 20. [lexiiapyBaHHS BiJIIMOBIIHOCTI

1. Marepianu 1 OpeaMeTd, Ha sIKI TOUIUPIOETHCSA i CHeIialbHUX BUMOT,
BU3HAUCHUX CTATTECIO & IbOTO 3aKOHY, TMOBUHHI CYMNPOBOJKYBATHUCS MHUCHMOBOIO
JIeKJIapalli€lo, 110 MiATBEPKYE BUKOHAHHS BUMOT 010 BIIMOBIAHOTO MaTepiaty abo
npeaMera.

AKTHBHI MaTtepiaqu 1 TpPeaIMeTH Ta IHTENeKTyallbHI MaTepiaid 1 TpeIMeTd
HE3JICXKHO BiJ] TOrO0, YW KOHTAKTYIOTh BOHHM 3 Xap4OBUMH NPOAYKTaMu abo 3
KOMITOHEHTaMH, MPU3HAYCHUMH JIJIs1 BAPOOHUIITBA TAKUX MaTepiajiB 1 MpeaMeTiB, a00
3 peUOBHHAMH, PU3HAYCHUMH JJIsl BAPOOHUIITBA TAKMX KOMIIOHEHTIB, Ha BCIX CTaisX
00iry, KpiM MiCI[b MPOAAXY KIHIIEBHUM CIOXXKMBa4aM, MOBUHHI CYIPOBOJKYBATHUCS
MMCHMOBOIO JICKJIAPAIli€l0 MPO BIAMOBIIHICTh, MO MiATBEPIKYE BUKOHAHHS BUMOT
1010 TAKUX AKTUBHUX MAaTepialliB 1 MPEAMETIB Ta 1HTEJCKTyaJlbHUX MaTepiaiiB i
MIPEMETIB.

2. Jlexnapariisi Ipo BiAMOBIIHICTh CKIATAETHCS 3T1AHO 3 BUMOTaMHU JI0 i1 3MICTY,
1110 BCTAHOBJICHI y CTICI[IAJIbHIX BUMOTaX, BU3HAYEHUX CTATTEIO 8 1IHOTO 3aKOHY.



3. OnepaTtop pyHKY 3000B’s3aHUN HaJaBaTH IIEHTPAILHOMY OpPraHy BUKOHABUO1
BIIAJIH, IIIO pealli3y€e Aep>KaBHY IMOJITUKY y cepi OE3MEUHOCTI Ta OKPEMHUX MMOKA3HUKIB
SIKOCT1 Xap4OBHX MPOIYKTIB, TOKYMEHTH, SIK1 MATBEPKYIOTh BIIOMOCTI, 3a3HAYCHI B
JeKJIaparii mpo BiIMOBITHICTb, 32 HOTO 3aITUTOM.

4. Sxmo ang BIAMOBIAHUX TPyN MaTepialliB 1 MPEIMETIB CHeIllajJbHI BHUMOTH,
BU3HAYEHI cTaTTEI0 § IIbOT0 3aKOHY, HE MepeadadeHi, Taki MaTepiaiu 1 MpeMEeTH He
CYIPOBOJIKYIOTHCSI TUCHbMOBOIO JIEKJIAPAIII€I0 TIPO BiAMOBITHICTD.

Cratrs 21. 3abe3neueHHs: IpOCTEKYBaHOCTI MaTepialiiB 1 MPeIMETIB

1. 3 MeTor0 3a0e3meueHHs 3A1CHEHHS IeP’KaBHOTO KOHTPOJIIO, BIITYYCHHS 3 00ITY,
BIIKJIMKAHHSI MaTepiajiB 1 MPEAMETIB, 110 MaOTh IePeKT, IHPOpMyBaHHS CIIOKUBAYIB
Ta MOPUTATHEHHS OCi0 10 BIANOBIJAIBHOCTI 3a MOPYIICHHS 3aKOHOJABCTBA IPO
Marepiaiv 1 TpeIMeTH, MPU3HAYEHI Ui KOHTAaKTy 3 Xap4yOBUMHU MPOJYKTaMH,
OrepaTopy PUHKY MOBUHHI 3a0€3MEYNTH MPOCTEKYBAHICTh MAaTEpiajiB 1 MPEIMETIB Ha
BCIX CTaIisX X BUPOOHHUIITBA Ta OOIry.

2. Oneparopu pyUHKY BOPOBAIKYIOTh CUCTEMHU Ta MPOLEAYPH, SIKI TatOTh 3MOTY
171eHTU(DIKyBaTH OTY>KHICTh, 3 SIKOI Ta JI0 SIKO1 MOCTAYar0ThCsl MaTepiaiu 1 IpeAMETH,
a TaKoX, 3a HEOOXIJHOCTI, KOMIOHEHTH 1 PEUOBHHH, BPAXOBYIOUM TEXHOJOT1YHI
MOYJIUBOCTI.

[adopmarriss mpo BIAMOBIAHI CHUCTEMH Ta MPOIEAYPU HAAETHCS OIMEPATOPOM
PUHKY HEBIIKJIAJIHO Ha BUMOTY IIEHTPAJIHbHOT'O OpraHy BUKOHABUOT BJIA U, III0 peajizye
JIep>KaBHY TOJITUKY Y cdepl 0€3MEeYHOCTI Ta OKPEMHUX MOKa3HUKIB SIKOCTI Xap4OBHUX
MIPOJTYKTIB.

3. 3 MeTo10 3a0e3MeueHHs MTPOCTEKYBAHOCTI MaTepiaiv 1 MPEIMETH, 1110 BBEJECHI B
001r abo npu3HaYeHi JUisl BBEACHHS B 001 B YKpaiHi, HOBUHHI OyTH HAJIEXKHUM YHHOM
MapKoBaH1 a00 1AeHTU(}IKOBaHI 3a JOMOMOTOI0 BIJAMOBIIHOI JOKyMEHTaIlll Ta/abo
1H(popMaIlli, 110 CyNPOBOIKYE TaKl MaTepiaiu 1 MPEeIMETH.

Pozain V. HAJIEXKHA BUPOBHHNYA ITPAKTUKA
Crarra 22. 3arajibHi BUMOTHY II0JI0 HAJIEXKHOT BUPOOHUYOI MPAKTUKHU

1. 'pynu marepianiB 1 mpeaMeTiB, 3a3HA4YEH] y YACTHHI MEPIIiil cTaTTi § LbOro
3aKkoHy, BKJIFOYAIOUH MMOETHAHHS TaKUX MaTepiajiB i MpeIMeTiB, a TAaKOX MepepoOIIeHi
MaTepialii 1 TMPEeAMETH, L0 BUKOPUCTOBYIOTHCS y BHUPOOHMIITBI MaTepiajiiB 1
IpeIMeTiB, 3a3HAaUE€HUX Yy YacTHUHI Mepiuii craTTi 8 npboro 3akoHy, MOBHHHI OyTH
BUPOOJICHI BIAMOBIIHO 10 BUMOT Halle)kHOT BUpoOHUYOT npakTHku (GMP).

2. Bumoru HanexxHoi BupoOHHUYOi mnpakTuku (GMP) 3acTocoByroThbesl y BCiX
cdepax 1 Ha BCIX CTaAisIX BUPOOHUIITBA, epepoOKH Ta 00Iry MaTepialliB 1 IPEIMETIB,
KpIM BUPOOHUIITBA PEUOBHH, IO € CAPOBUHOIO.

3. Bumoru no Hanexnoi Bupoonnyoi npaktuku (GMP) cknanatorecs 3:

1) BUMOT, BUBHAYEHUX CTATTSAMU 23-25 1IbOTO 3aKOHY;




2) BUMOT JI0 BUKOPHCTaHHS ApYyKapchkux $hapo (momaTok Ne 3 10 115010 3aKoHY);

3) BUMOT _ JI0O  CHUCTEMH _ 3a0e3leYeHHS  SKOCTi  IMPOIECIB  NepepoOKH
1acTuky (moaaTok Ne 4 o 11p0ro 3aKoHy).

Crarrs 23. CucreMa 3a0e3ne4eHHS IKOCTI

1. Omepartop puHKY TIOBUHEH CTBOPHUTH, BIPOBAaIUTH Ta 3a0e3MEUNTH
(YHKIIIOHYBaHHS Ha TIOCTIMHIA OCHOBI PE3yJbTAaTHBHOI 1 JOKyMEHTAIHHO
peraaMeHTOBaHO1 cUcTeMH 3a0e3nedyeHHs skocTi. Taka cucrema:

1) BpaxoBye KkBaiiikailito MpaliBHUKIB, iXHI 3HaHHS Ta HABUYKH, a TaKOXK
oprasizaiiiro BUpOOHUIITBA (HAsBHICTh MPUMIIICHb Ta OOJaAHAHHS), HEOOXITH JJIs
3a0€e3Me4eHHsI BiJIMOBITHOCTI TOTOBUX MaTepialliB 1 MPEIMETIB BCTAHOBJICHUM JI0 HUX
BUMOTaM;

2) 3aCTOCOBYETBCS 3 ypaxXyBaHHSIM KIJbKOCTI MPAIIOIOYUX Ta JOXOJIIB
BIIMIOBITHOTO ~ Oleparopa pPUHKY JUIsl 3amoOiraHHsT CTBOPEHHIO HA  HBOTO
HEaJIeKBaTHOTO (PIHAHCOBOr'O Ta aIMIHICTPATUBHOI'O HABAHTAKEHHS.

2. CupoBrMHa TIOBMHHA BIJIMOBIaTH BCTAHOBJICHHM cCHEIMU(IKAIAM, IO
3a0e3neuy0Th BIIMOBITHICTh MAaTEpI1ajiiB 1 IPEIMETIB BCTAHOBJICHUM JI0 HUX BUMOTaM.

3. BupoOHnuyi Ta iHI1I1 onepariii o/10 CHpOBUHH, MPOMIKHUX 1 TOTOBUX MaTepiaiiB
1 TIpeMETIB MOBUHHI 31HCHIOBATHUCS BIJMOBIAHO JI0 BCTAHOBJICHUX 1HCTPYKIIINA Ta

nporenyp.
Crarra 24. Cuctema KOHTPOJIIO SKOCTI

1. OmepaTtop pUHKY TOBHHEH CTBOPUTH, BIPOBAJAUTH 1 3aCTOCOBYBaTH Ha
MOCTIHIN OCHOB1 €()EKTUBHY CUCTEMY KOHTPOJIIO SKOCTI.

2. Cucrtema KOHTPOJIIO SIKOCTI:

1) BKJIFOUa€ MOHITOPUHT BUBHAYEHHS Ta JIOCATHEHHS 1[1J1Ie HalleKHO1 BUPOOHUYOT
npaktuku (GMP);

2) BU3HAuUa€ KOPEKIii Ta KOPHUTyBajbHI i JJIi YCYHEHHS HEBIIIMOBITHOCTEH
BUMOTaM HaJIe)KHOI BUpoOHHYOi ipakTuku (GMP).

3. Kopekiiii Ta KOpUryBaJibHi J1ii, 3a3Ha4€H1 Y IYHKT1 2 YaCTUHU APYTOi II€] CTATTI:
1) 3MiCHIOIOTHCS OTIEPATOPOM PUHKY 0€3 3aTPUMKHU;

2) HAAIOTHCS HA BUMOTY IIEHTPAJIBLHOTO OpraHy BUKOHABYOI BJIAJIH, M0 peali3ye
Jep>KaBHY TOJMITHKY y cdepl OE3MeUHOCTI Ta OKPEMHX MOKA3HHUKIB SIKOCTI Xap4OBUX
MPOAYKTIB, JIJIsl AEP>KAaBHOT'O KOHTPOJIIO.

Crarrsa 25. BuMoru 10 qokyMeHTaiii

1. Oneparop puHKY 3000B’s13aHHI PO3POOUTH Ta BECTH JOKYMEHTALIIO:



1) mono cnemudikamiii, BUpOOHHMYMX (QOPMYT 1 TEXHOJOTIYHUX KapT, SKi
HEOOXIHI I BU3HAUCHHS OC3IIEYHOCTI Ta BiAIIOBIIHOCTI TOTOBHX MarepiajiB abo
MIPEMETIB BCTAHOBJICHUM JI0 HUX BUMOTaM;

2) y skiit pikcyeTbes iHpOopMariist mpo:

BUKOHAHHS BUPOOHUYHUX MPOILIECIB, 110 CTOCYIOThCS 3a0€3eueHHs 0€3MeYHOCTI Ta
BIJIMOBIAHOCTI TOTOBUX MaTtepialiiB a00 MPeIMETIB BCTAHOBJICHUM JI0 HUX BUMOTaM;

pe3yibTaTh QYHKIIOHYBAHHS CHCTEMH KOHTPOJIIO SIKOCTI.

2. JlokyMeHTaIlisl, 3a3Ha4yeHa y YaCTHHI NEPIIiH I1l€i CTaTTi, pO3pOOSSIEThCS 1
BEJIEThCS ONEPATOPOM PUHKY y MarepoBiit Ta/abo eNeKTpoHH1N hopmi.

3. OnepaTop puHKY 3000B’A3aHUN HaJaBaTH IIEHTPAILHOMY OpPTraHy BUKOHABUOl
BIIAJIH, IO pealli3ye JIepKaBHY MOMITUKY y chepl 0€3MeUHOCTI Ta OKPEMHUX TTOKA3HHUKIB
SIKOCT1 Xap4OBUX MPOIYKTIB, JOKYMEHTAIIII0, 3a3HAUYCHY Y YACTHHI MEPIIIIH I1€1 CTaTTI,
3a MOT0 3alUTOM.

Po3aia VI. JEPYKABHUH KOHTPOJIb TA BIAMOBIJAJIBHICTh

Crarra 26. [Ilep)xaBHUII KOHTPOJIb 3a JOTPUMAHHSIM 3aKOHOJABCTBA MPO
Marepiaiu 1 MpeaMeTH, MPU3HAYCH] JIJI1 KOHTAKTY 3 XapuOBUMH MPOTYKTaMHU

1. Jlep>kaBHHMII KOHTPOJIb 3a JOTPUMAHHSAM 3aKOHOAABCTBA MpPO MaTepiaid i
MpEeAMETH, MPU3HAYEHl JJI1 KOHTAaKTy 3 XapyOBUMHU MPOAYKTaMH, 3H1ACHIOETHCS
LEHTPaJIbHUM OPraHOM BMKOHABUOI BJIAJH, 1110 Peali3ye JAepk aBHYy MOJITUKY Yy chepi
0€3MeYHOCTI Ta OKPEMHX MOKA3HUKIB SKOCTI XapyOBHX MPOAYKTIB, BIAMNOBIAHO
1o 3akony Ykpainu "l[Ipo nep:kaBHHI KOHTPOJIb 32 JOTPUMAaHHSIM 3aKOHOAABCTBA IPO
XapyoBl MPOAYKTH, KOPMH, TOOIYHI TPOIYKTH TBAPUHHOTO TOXOJKEHHS,
BETEPUHAPHY MEIUIIMHY Ta 0Jaronoiayyus TBapuH'.

2. KoHTponb 3a AiSUTBHICTIO YMOBHOBaXXEHHWX OCIO y YacTHHI HaJaHUX iM
BIIMOBIHO JO IhOTO 3aKOHY IIOBHOBaXE€Hb 3IMCHIOE IEHTpPaJbHUM OpraH
BHKOHABYOI BJIaJiM, 110 3a0e3rneuye GOpMyBaHHS Ta peaiidye ACp>KaBHY MOJITHKY y
chepi 0XOpOHU 310POB’ .

3. VYmnoBHOBaxxeHa oco0a T030aBISETHCS CTAaTyCy YIOBHOB@XEHOI 0cCoOU
(TOBHICTIO 200 B YaCTHHI OKPEMUX MTOBHOBAXKEHD ), SKIIO 32 PE3yIbTaTaMU KOHTPOJIIIO
BCTAHOBJICHO X04a 0 OJIMH 13 TaKuX (PaKTiB:

1) HEeBIAMOBIAHICTH YINOBHOBAKEHOI OCOOM  BCTAHOBJIEHUM  KpUTEPIsM
YIOBHOBa)XEHHS;

2) HEBUKOHAHHS a00 HEHaJIeKHE BUKOHAHHS YIOBHOBAXEHOIO 0COOO0I0 HAJaHMUX
11 TOBHOBAXKECHb.

Crarra 27. BianoBigaJbHICTh 32 MOPYIICHHS 3aKOHOJABCTBA MPO MaTepiayid i
MPEAMETH, IPU3HAYCHI JUISI KOHTAKTY 3 XapYOBUMH MPOTYKTaMHU



1. FOpunuyni ocobu i1 (izuyHi 0cOOM - MIANPHUEMII 32 TOPYIICHHS BUMOT
3aKOHOJIAaBCTBA MPO MaTepiaiv 1 MpeIMETH, TPU3HAYCH] I KOHTAKTY 3 XapuOBUMU
MPOIyKTaMH, HECYTh BIAMOBIAANBHICTh BIANMOBIAHO 10 3akoHY Ykpainu "[Ipo
JIEp’)KaBHUM KOHTPOJIb 3a JOTPUMAaHHSM 3aKOHOJABCTBA IMPO Xap4doBi MPOAYKTH,
KOpPMH, TOOIYHI TPOAYKTH TBAPUHHOTO IMOXO/DKEHHS, BETEPUHAPHY MEIUIIMHY Ta
Onaromnoryqusi TBapuH".

Poznin VII. IPUKIHHEBI TA ITIEPEXIJIHI IIOJIOXKEHH S

1. et 3axkoH HaOWpae YMHHOCTI Yepe3 TPU POKH 3 JTHS WOTO OIMyOiKyBaHHS,
KpIM IYHKTIB 2, 4 Ta 5 11b0r0 po31iiy, ki HAOUParOTh YMHHOCTI 3 JTHS, HACTYITHOTO 3a
JHEM  omyOJiKyBaHHS  IIbOr0  3aKOHY (32  BUHSTKOM a03ally  JIBaAllsiTh
TPETHOro MiAMYHKTY 4 Ta a03alliB TPUALSITh TPETHOrO - TPUALSTh I’ SITOTO MIAMYHKTY
5 myHKTy 4 1BOrO PO3ALTY, SKI HAOMpPaIOTh YUHHOCTI 4Ye€pe3 TpU POKHU 3 JHS
OImyOJIIKyBaHHS LbOTO 3aKOHY).

2. YCTaHOBUTH, IO MaTepiaidi 1 MPEAMETH, MNPU3HAYEHI IJisi KOHTaKTy 3
XapYOBUMH MPOJYKTaMHU, SKI BUPOOJICHI O JHA HaOpaHHS YUHHOCTI UM 3aKOHOM,
MOXKYTb IepedyBaTH B 00ITY /10 3aKIHUEHHS CTPOKY (T€pMIHY) MPUIATHOCTI.

3. Jomatku NeNe 1-4 1o 115010 3aKOHY € H1Or0 HEB1J €MHOIO YaCTHHOIO.
y

4. BHeCcTH 3MiHU J0 TaKUX 3aKOHIB Y KpaiHU:

1) crartio 1 3akony Ykpainn "IIpo 3a6e3neueHHs caHiTAPHOIO Ta EITiIEMiYHOTO
omarononyyust HaceneHHs" (Bimomocti BepxoBHoi Panu Ykpainu, 1994 p., Ne 27, crT.
218; 2014 p., Ne 41-42, cr. 2024) 1ONOBHUTH CJIOBAMH "a TaKOX Ha MaTeplayid 1
peIMeTH, MPU3HAYCHI ISl KOHTAKTY 3 XapuOBUMH NPOAyKTaMu'";

2) y cratTi 3 3akony Ykpainu "lIpo 3acaau nepxkaBHOT peryIsiTOPHOI HOJITUKH Y
ctepi rocnogapcrkoi gismeHOCTI" (Bigomocti BepxoBnoi Pagu Ykpainu, 2004 p., No
9, ct. 79 13 HACTYITHUMU 3MIHAMHU):

YaCTHHY JIPYTY ITCIIA ab3aIly CIMHAAISATOTO JOMOBHUTH TPhOMa HOBUMH ab3aliaMu
TaKoOTO 3MICTY:

"HOPMATHUBHO-TIPABOBUX AaKTIB, M0 MICTITh IOJIOKEHHS, CIPSAMOBaHI Ha
BUKOHAHHS YTOAM TMPO acoliaiilo MDK YKpaiHOKW, 3 OJHIET CTOPOHM, Ta
€pponericbkkum CorozoM, €Bponericbkum CHiBTOBAPUCTBOM 3 aTOMHOI €HEprii 1
iXHIMU Jiep)KaBaMH - YIEHAMH, 3 1HIIIOT CTOPOHU, Y TOMY YMCJI1 IOJATKIB /10 HET,

HOPMATHBHO-TIPABOBUX aKTiB, IO MICTSITh TIOJIOKEHHS, CIPSMOBaHI Ha
BUKOHaHHS XapTii Ipo 0coOJMBE MapTHEPCTBO MK YKpaiHow Ta OpraHi3amiero
ITiBHIYHO-ATIAHTUYHOIO _ J0TOBOpY Ta Jleknapailii mpo 11 JOMOBHEHHS, IHIIHUX
MDKHapoaHUX noroBopiB Ykpainu 3 HATO Ta/abo ynoBHOBaXKEHMMH OpraHaMu
HATO;

HOPMATHBHO-TIPABOBUX aKTIB, IO MICTATH TMOJIOKEHHS, MOB’s3aH1 3 Oy/b-IKOI0
CTali€l0 yKJIaaeHHs, paTudikaiii, 3aTBEpIKCHHS, NPUUHATTSA, MPUETHAHHSA,



BUKOHAHHS, TMPOJIOHTaIlli, peecTpaiii, NPUIUHEHHS MAii Ta/abo 3yNMUHEHHS Iii
MDKHApOIHUX JIOTOBOPIB YKpainu".

VY 3B’s3Ky 3 MM ab3a1] BiCIMHAALSTHI BBa)KaTH ab3a1i0M ABAALATH MEPIINM;
YaCTUHY TPETIO BUKITIOUUTH;

3) ab63ar nepmii yacTuHY apyroi crarti 21 3akony Ykpainu "Ipo indopmarriro"
(Bimomocti BepxoBuoi Pagu Ykpaiam, 2011 p., Ne 32, cr. 313) BukiacTu B Takid
penaxiiii:

"2. KondinenmiitHoro € indopmariist mpo ¢izuuny ocoOy, iHGopmMaIris, J0CTYII JI0
AK0i OOMekeHO (GI3MYHOI0 ab0 IOPUIUYHOIO 0CO00I0, KpiM CyO’ €KTIB BIAJHUX
MOBHOBaXEHb, a TaKoX 1H(GOpMaIllisi, BU3HAHA TaKOK Ha IIIJCTaBl 3aKOHY.
Kondinenmiitna indopmailisi Moke TOMHUPIOBATHCS 3a OakaHHSM  (3roJ010)
BIJINOBIJIHOT 0OCOOM Y BU3HAUEHOMY HEIO MOPSIKY BIAMOBIIHO 10 NIepen0adyeHuX HElo
YMOB, SIKIIIO 1HIIIE HE BCTAHOBJIEHO 3aKOHOM";

4) y 3akoHi Ykpainu "[Ipo OCHOBHI NPUHIIUIIM Ta BUMOTH J0 O€3MEYHOCTI Ta
AKOCT1 XapuoBux mpoaykTiB" (Bimomocti BepxoBHoi Panu Ykpainu, 2014 p., No 41-
42, ct. 2024 13 HACTYITHUMHU 3MIHAMU):

a) y cTarTi 1:
Yy YaCTHHI MepLIii:
MYHKT 16 BUKJIACTH B TaKid peaKIlii:

"16) ririeHi4HI BUMOTHU - 3aXOAM Ta YMOBM, HEOOXIAHI ISl YIpaBIIHHS
HeOe3neunuMu (pakTopamu 1 3a0e3MeYeHHs] MPHUIATHOCTI Xap4YOBUX MPOAYKTIB IS
CIIO’KMBAHHS JIFOJMHOIO 3 YPaXyBaHHAM iX BUKOPUCTAHHS 32 MPU3HAYEHHSIM, Y TOMY
YHCITi, ajie He BUKIIFOYHO, 3aX0/I1 T4 YMOBH JIJISI:

MEPBUHHOT POIYKIIIi;
XapuOBUX MPOAYKTIB;

MPOIIECIB BUPOOHUIITBA, Y TOMY YHCII JJIsl TIOCTA4aHHs BOJHU, a TAKOX O0OpOOKH,
nepepoOKH, TaKyBaHHsI XapYOBHUX MPOTYKTIB;

oOnagHaHHS Ta IHBEHTAPIO;

MOTY>KHOCTEH, OKPEMUX BUIIB MPUMIIIEHB, Y TOMY YHCI1 JJISI arpOMPOT0BOIBYHX
PUHKIB, 3aKJIaJ[iB TPOMaJICHKOTO Xap4ayBaHHSI;

TPAHCHIOPTYBAHHS XapyOBUX MPOAYKTIB Ta BIAMOBILAHUX TPAHCHIOPTHUX 3aCO01B;
MOBOJIPKEHHS 3 XapuOBUMHM BIAXOAaMU;

MEPCOHANTy TIOTYXKHOCTEH, SIKUW TMpAIlO€ y 30HI TMOBODKCHHS 3 XapUYOBUMH
MPOAYKTaMHU;

00pOTHOM 13 MIKITHUKAMU 1 TPU3YHAMH";



y myHKTI 51 cjoBa "Xap4yoBUX MPOAYKTIB" 3aMiHUTH cjoBaMH "00’€KTIB
CaHITapHUX 3aXOiB";

JIOTIOBHUTH ITYHKTOM 581 Takoro 3MICTY:

"5871) mapocTkm - Xap4oBMI HPOAYKT, OTPHMMAaHUM y pe3ylIbTaTi MPOPOIICHHS
HACIHHS Ta KOro PO3BUTKY Y BOJII a00 1HIIIOMY CEepEeIOBHIIl, BPOKAM SIKOTO 310paHo 10
YTBOPEHHS MOBHOIIIHHOTO JIUCTS, MPU3HAYEHUN /I CIOKUBAHHS B 1KY MOBHICTIO,
BKJIFOYAIOYM HACIHHA";

NyHKT 63 BUKJIACTU B TaKil pelaKIii:

"63) nepBUHHE BUPOOHHUIITBO - BUPOOHUIITBO, PO3BE/ICHHS Ta/a00 BUPOILYBaHHS
MEPBUHHOT MPOAYKIIi, y TOMY 4YHCII 301p BpoXkaro, TOTHHS, PO3BEIEHHS Ta/a0o
YTPUMAaHHS CLILCHKOIOCTIOJAPCHKUX TBAPWUH JI0 MOMEHTY iX yMEpTBIHHA (320010),
3aroTiBis Mey Ta/a00 1HMIMX iCTIBHUX MPOAYKTIB OJKIILHUIITBA, 301p JUKOPOCIB
(rpu06iB, AT, TOPIXiB, IHIINX IUIOAIB Ta/a00 POCIUH YH X YaCTHUH ), T0OYBaHHS (BUJIOB)
PUOHUX MPOYKTIB, MOJIOBAHHS Ha TBApHUH";

JIONIOBHHUTH ITyHKTaMu 647 i 6472 Takoro 3micTy:

"641) mepepobka - Oyab-KHii IPOLEC, 10 ICTOTHO 3MiHIO€ EPBUHHMI XapYOBHiA
MPOJIYKT, Y TOMY YMCJIl HarpiBaHHs, KONTIHHS, KOHCEPBYBaHHS, I03p1BaHHSI, CYIIIIHHSI,
MapuHYyBaHHS, EKCTparyBaHHs, €KCTPY3is, a00 KOMOIHAIlis 3a3HAYEHUX MPOIIECIB;

642) mepepobieHUI XapuOBHMI HPOLYKT - Xap4OBUM IIPOIYKT, OTPUMAHUK Y
pe3yJibTaTi mepepoOKH HemepepoOsieHoro xapuoBoro mpoaykry. Ilepepobienuit
XapyoBHUM MPOAYKT MOXKE MICTUTH IHTPEIIEHTU, HEOOX1HI JIJIi MOTO BUTOTOBJICHHS
a00 HaJaHHs HOMY OCOOJMBUX XapaKTEPUCTHUK";

OYyHKT 70 BUKITIOUUTH;
MYHKT 74 BUKJIACTH B TaKid peNaKiyi:

"74) mpoCTEXKYBaHICTh - MOXJIMBICTh 1A€HTU(IKAIlT Ta BIACTEKEHHS XapuyOBUX
MPOJYKTIB, IPOJYKTUBHUX TBAPUH, a TAKOK PEUOBHH, 1110 IPU3HAYEHI J1JI51 BKIIFOUEHHS
a00 OYIKY€ETHCS, 1110 BOHU OyyTh BKIIFOUEHI JI0 XapUOBHUX MPOAYKTIB, HA BCIX CTaIIsIX
BUPOOHMIITBA, IEPEPOOKH Ta 00ITy";

YaCTHUHY JPYTY BUKJIACTU B TaKid peJaKiii:
"2. THII11 TEpMIHU BXKUBAIOTHCS B I[bOMY 3aKOH1 y TAKUX 3HAUCHHSIX:

Tepminu "erukeTka", "iHrpemieHT" Ta "MapkyBaHHS" - Y 3HAUCHHSIX, HABEJACHUX Y
3akoni Ykpaiau "IIpo 1HpopMariro 1id CII0KUBaYIB 11010 XapuYOBUX IMPOIYKTIB';
9

TEpMiH "OOTaHIYHUN TaKCOH" - y 3HAUEHHI, HaBeleHOMY B 3akoHi Ykpainu "lIpo
OXOpOHY IpaB Ha COPTU POCIUH";

TepMiHM "m00yBaHHS (BUJIOB)", "palioH mpoMucay" - y 3HAYEHHSX, HaBEACHUX Yy
3akoni Ykpainu "lIpo puOHE rocrnomapcTBo, MPOMHUCIOBE PUOAIBCTBO Ta OXOPOHY
BOJHUX OiopecypciB';




1HII TEPMIHU - Yy 3HAYCHHSX, HaBeleHHX y 3akoH1 Ykpainu "[Ipo nepxaBHU
KOHTPOJIb 32 JTOTPUMaHHSIM 3aKOHOJIABCTBA MPO XapyoBl MPOIYKTH, KOPMHU, TTOOIUHI
MIPOJIyKTH TBAPMHHOTO OXO/KEHHSI, 3JI0POB’ sl Ta OJaronoyryyus TBapuH';

0) YaCTHHY IEPITy CTATTI 2 BUKIACTH B TaKiil peaaKIii:

"1. 3aKOHOMABCTBO MPO OE3MEYHICTh Ta OKPEeMi MOKAa3HUKH SIKOCTI Xap4yOBHUX
OpONYKTIB  ckiagaeTbess 3 KoHcTuTymii  Ykpainu, 1mporo 3aKkoHy, 3aKOHIB
VYkpainu "l[Ipo jgep>kaBHUN KOHTPOJIb 33 JIOTPUMAHHSAM 3aKOHOJIABCTBA MPO XapUOBI
IPOAYKTH, KOPMH, HOOIYHI MPOAVKTH TBAPMHHOI'O MMOXOJ/DKEHHS, 3JI0pOB’S  Ta
omaromnoayyus tBapul", "[Ipo Oe3neunicTs Ta ririeay kopMmis", "[Ipo iHdbopMaltiro i
CIIO’KMBAYIB II0JI0 Xap4yoBuX MpoaykTiB", "IIpo Marepianu 1 mpeaMeTH, IpU3HAYECHI

; ) ;
JJI1 KOHTAKTYy 3 XapuyOBHMHM IPOAYKTaMHU', a TaK0X BHJAHMX BIAMOBIJIHO 0 HHX
HOPMAaTHUBHO-TIPABOBUX aKTIB";

B) YACTHHY APYTY CTATTI 3 BUKJIACTHU B TaKii peaKiiii:

"2. Jlis uporo 3akoHy HE MOIIMPIOETHCS HA XapyoBl MPOAYKTH, MpU3HAYEHI
(BUpOOJICHI) 1711 0COOMCTOTO CIOKUBAaHHS";

) CTaTTIO 22 BUKJIACTH B TaKii peaaKiii:
"CrarTs 22. Bumoru 110 3a0e31eueHHs MPOCTEeKyBaHOCTI

1. TIlpoctexxyBaHICTb XapyOBUX MPOAYKTIB, TBapWH, MPU3HAUYCHUX IS
BUPOOHMIITBA XapUOBUX NPOAYKTIB, 800 PEUOBHH, 1110 TPU3HAYEH] JJIsl BKIIFOUEHHS 200
OUIKY€TbCS, 10 BOHM OYyIyTh BKJIIOYEHI J0 XapYOBUX MPOJYKTIB, NMOBUHHA OYyTH
3a0e3nedenHa onepaTopaMy pUHKY Ha BCIX CTaJIIAX iX BAPOOHUITBA Ta 00Iry.

2. Omepatopu pPHUHKY TIOBMHHI MAaTH MOXIHUBICTh 1I€HTU(]DIKYBAaTH 1HIIMX
OMepaTopiB PUHKY, IIO0 TMOCTAYAIOTh Ta SKUM IOCTA4YalOThCS Xap4yOBl MPOIYKTH,
TBApWHU, MPU3HAYEHI JIJII BUPOOHMIITBA XapUOBUX MPOIYKTIB, a00 pPEUOBHHU, IO
MIpU3HAYEH1 IJIs1 BKIIFOUCHHS 200 OYIKY€EThCSI, 1[0 BOHU OyAyTh BKIIFOUEHI JIO XapUOBUX
MIPOJTYKTIB.

3. OnepaTopy pUHKY MOBMHHI 3alPOBAJIUTU CUCTEMHU Ta MPOLEIAYPH, IO JAIOTh
3MOTY CHCTEMaTU3yBaTH iH(OpMaIlil0 Mpo OmepaTopiB, IO MOCTAYAIOTh Ta SKUM
MOCTA4Yal0ThCS XapyoBl MPOIYKTH, TBAPUHU, IPU3HAYEH] 1JI1 BUPOOHUIITBA XapUOBHUX
MPOJIYKTIB, 800 pEUOBUHHU, 1110 MTPU3HAYEH] ISl BKIIIOUEHHS a00 OYIKY€ThCS, III0 BOHU
OyIyTh BKIIFOUEH1 10 XapUOBUX MPOIYKTIB.

[adopmarrisi, 3a3HadeHa y 1l YacTWHI, MOBMHHA HAJaBaTHCS Ha BUMOTY
KOMIIETEHTHOTO OpTaHy.

4. 1nst 3a0e3ne4eHHs MPOCTEXKYBAHOCTI XapyOB1 MPOAYKTH, IO PO3MIIILYIOTHCS Ha
pUHKY a00 OynyTh BBEJIE€HI B OOIT, MOBUHHI OyTH HAJEKHUM YMHOM MapKOBaH1 a0o
MIO3HAYECHI 3T1AHO 3 JIOKYMEHTAIIIE€I0 UM CYITPOBOIKYBATUCS 1HPOPMAITIEIO BIATIOBITHO
710 BUMOT 3aKOHOJJaBCTBA.



5. Oneparopu pUHKY, $Ki 3A1MCHIOIOTH BUPOOHMIITBO Ta/ab0 OOIr XapuyoOBUX
MPOIYKTIB TBAPUHHOTO TOXO/DKEHHS, HATAIOTh oOlepaTopaM pHHKY, JO SKHX
MOCTAYaIOThCS I Xap4uOBI1 MPOAYKTH, & TAKOK HA BUMOTY KOMITIETEHTHOTO OpTaHy TaKy
1HbOpMaIIiIO:

1) Ha3Ba Ta 1HIII BIIOMOCTI, 1110 IAIOTh 3MOT'Y 17IeHTU(IKYBaTH Xap4OBUHN MPOIYKT;
2) obcsr (06’eM) ab0 KUIBKICTh (Bara) XapuoBOro mpoIyKTy;

3) HailMEHYBaHHS Ta MICIE3HAXO/HKCHHS MOTYXKHOCTI, 3 SKOi TOCTAda€eThCs
XapYoOBHH IPOAYKT, a SKIIO TaKa IMOTYXXHICTh 3HAXOMUTHCSI B YKpaiHi - TaKoX ii
peecTpalliitnuii (ocoducTuii) HoMep;

4) HaliMeHYBaHHS Ta MICIE3HAXO/KCHHS oOllepaTopa pPHUHKY, SKUW MOCTadae
XapuoBUW  TMPOAYKT, SKIIO BOHU BIAPI3HSIOTHCS Bl HallMEHYBaHHS Ta
MICII€3HAXO/[KEHHS TTOTYKHOCTI, 3 SIKOT IOCTAYA€ThCSA XapuOBUN MTPOIYKT;

5) HaliMEHyBaHHS Ta MICIIE3HAXO/KCHHS MOTY)KHOCTI, JI0 SIKOI ITOCTa4aeThCs
Xap4yoBUM TMPOAYKT, a SKIIO Taka IOTYXKHICTb 3HAXOJAWUTHCA B YKpaiHl - TaKOX il
peeCTpaLiiitHuil HOMep;

6) HaliMEHYyBaHHsI Ta MICIIE3HaXO/PKEHHS OIepaTopa PUHKY, MOTY>KHOCTI, J0 SIKO1
MOCTAYA€ThCS XapUOBUM MPOJYKT, SKIIO BOHU BIAPI3HAIOTHCS BiJl HAWMEHYBaHHS Ta
MICII€3HAXO/[KEHHS TTOTYKHOCTI, JIO SIKOT OCTAYa€ThCS XapuyOBUHN MPOYKT;

7) BIIOMOCTI, LIO0 JAKOTh 3MOry 1I€HTU(]IKyBaTH NapTitO0 (JIOT) XapuyoBOTO
MPOJYKTY a0 MapTit0 BaHTAXKHY;

8) mara BiAmpaBieHHA MapTii (JIOTa) Xap4oBOTO MPOAYKTY a00 MapTii BAHTAXKHOI.

3a3HavyeHa y I yacTHHI 1HGOpPMAIIisT OHOBIIOETHCA MIOJICHHO Ta 30epiraeThes
OMEepaToOpoOM PHUHKY JI0 3aKIHYCHHS TPAaHUYHOTO TEPMIHY CIIOKHUBAHHS XapuOBOTO
MPOIYKTY a00 3aKiHYCHHSI MIHIMAJIBHOTO TEPMIHY MPUIATHOCTI XapUOBOTO IIPOIYKTY.

6. Y pa3i BUpOOHUIITBA Ta/ab0 00Iry MapocCTKiB, MPOPOIIEHOT0 HAciHHSA abo
HAClHHS, MPU3HAYEHOIO JJIsi BHUPONIYBAHHS MApOCTKIB, ONEPATOPH PHUHKY, KpiM
iH(opMallii, 3a3Ha4€HOI B YaCTHHI IT’STIH 11€1 CTATTI, 10JATKOBO HAJal0Th BiJJOMOCTI
PO TaKCOHOMIYHE HAaWMEHYBaHHsS POCIMHH. HaciHHS pOCIWH 3 pi3HUMHU Ha3BaMU
0O0TaHIYHOTO TaKCOHY, IO 3MIMIAHO B OJHINA yMaKOBIIl 1 MPU3HAYEHO IS CILILHOTO
MIPOPOIIYBAHHS, MAPOCTKHU 3 TAKOTO HACIHHS TaK0X BBAXKAIOTHCS OJTHIEIO MAPTIETO.

7. Ha 3anmutT KOMIETEHTHOrO0 OpraHy OnepaTopud PUHKY HaJaroTh 1H(MOpPMAIIiI0
HeBiakimagHo. Popma HagaHHS (eNeKTpoHHa Ta/abo mamepoBa) Ta 30epiraHHs
iH(dopmarii, nepeadayeHol YaCTUHAMM I1°SITOIO 1 HIOCTOIO III€] CTATTi, BUBHAYAETHCSA
OMEepaToOpOM PUHKY.

8. llenTpanbHuii opraH BUKOHABYOI BJIAJH, 110 opMye Ta 3a0e3mnedye pearizaiio
Jep>KaBHOI TOJIITHKA Y cepi OS3MEUHOCTI Ta OKPEMHUX IMOKA3HUKIB SIKOCTI XapU4OBHX
MPOAYKTIB 3aTBEP/UKY€E CIICMiadbHI BHMOTH 10 3a0C3MEUYCHHS IIPOCTEKYBAHOCTI
OKPEMHX XapUOBUX MPOIAYKTIB Ta MOTOIKYE METOIUYHI HACTAHOBH";



) y crarTi 29:
YaCTHUHY MEpIIy BUKIACTH B TaKiil peaaKiii:

"1. 3a0opoHSETHCS BUPOOHUIITBO Ta OOIr OO’€KTIB CaHITAPHHUX 3axoiB 0e3
Jep>)KaBHOI  peecTpallli, sKIO0 O0O0OB’A3KOBICTh Takoi JEp)KaBHOI peecTparlii
BCTAHOBJICHA 3aKOHOM";

MYHKT 5 YaCTUHU APYToi BUKJIACTU B TaKii pelaKiiii:
"5) maTepiaiu 1 IpeAMETH, IPU3HAYEH] JIJIsI KOHTAKTY 3 XapYOBUMHU MPOAYKTaMu';
MiCJIs YaCTHUHU JAPYToi JOTIOBHUTH HOBOIO YACTHHOIO TAKOT'O 3MICTY:

"3. Marepianu 1 mpeaMeTHy, IPpU3HAYEH1 sl KOHTAKTY 3 XapuOBUMH IIPOIYKTaMH,
MJJISATal0Th AepKaBHINA peecTpallli BIAMOBIIHO 10 3akoHy Ykpainu "[Ipo maTepianu 1
MpeaMeTH, IPU3HAYCHI JJIsI KOHTAKTY 3 XapUOBHUMHU MPOTyKTaMu'".

vy 3B’H3Ky 3 UM 9aCTHHHU TPCTIO - OAUMHAALATY BBAXKATHU BiI[HOBiI[HO HJaCTHUHaMM
YCTBCPTOIO - ABAHAALATOXO,

1) y Ha3B1 1 TeKcTi cTaTTi 31 ciioBa "Ta MaTepiaiiB, [0 KOHTAKTYIOTh 3 XapUOBUMHU
npoaykramu" 1 '"Ta/abo Martepiay, 10 KOHTAaKTy€ 3 XapyOBUMH TIpojayKTamu'
BUKJTIOYHTH,

€) IIYHKT 3 YaCTUHH YETBEPTOI CTATTi 32 BUKIIIOUUTH;

€) YacTHHY repiry ctaTTi 60 T0moOBHUTH ab3a1loM JPYTUM TaKOTO 3MICTY:

"MiKHapoIHUN cepTU(dIiKaT Ta 1HIII JOKYMEHTH, SIKI BHUMAararoThCs y KpaiHi
MPU3HAYEHHS 100 PUOHMX TMPOAYKTIB, BHUAAE KOMIETEHTHUH opraH ado
YIOBHOBaXkK€Ha 0c00a, KO0 € OpIUIiHNUN BEeTEpUHAPHUIA JTiKap a00 YIOBHOBAXKEHUIM
BETEpPUHAp, a00 KamiTaH pUOOMOpPO3WIBHOIO YK PUOOINPOMUCIOBOIO CyJHA, SIKE
maBae mifg JepxkaBHUM npanopom Ykpainu';

) IYHKT 1 9aCTHHM IPYyTroi CTaTTi 62 BUKIIOUUTH;

5) y 3akoHi Ykpainu "[Ipo nep>kaBHui KOHTPOJIb 3a TOTPUMAHHIM 3aKOHO/IaBCTBA
PO XapyoBi NPOAYKTH, KOPMH, MNOOIYHI MPOAYKTH TBAPUHHOTO TMOXOKEHHS,
310poB’s Ta Osarononyyus TBapuH" (Bimomocti BepxoBnoi Paau Ykpainu, 2017 p.,
Ne 31, c1. 343 13 HACTYTHUMU 3MiHAMHU):

a)y crarti 1:

y YaCTUHI NepuIiil:

nonoBHUTH IyHKTamu 2371, 2321 237 takoro 3micTy:

"2371) pubHi mpomykTu - 00’€KTH NPOMHCIY Ta 00 €KTH aKBaKyJILTYpH (Kpim
KUBUX JBOCTYJTKOBHUX MOJTIOCKIB, KHUBHX T'OJIKOIIKIPHX, KHUBHX
KHUIIKOBOTIOPOKHUHHUX, JKMBUX MOPCHKMX UYEPEBOHOTMX, a TAaKOX YCIX CCaBIIB,

penTwiiii 1 kab), BKIIOYAIOYM iX ICTiBHI (OpMH, YaCTHHU Ta OTPHMaHI 3 HHUX
POy KTH,



232) pubOMOPO3HUIIBHE CYTHO - CYJHO (IIOTYKHICTB), 110 IIPU3HAYEHO, CIIEIialbHO
o0JaTHAaHO Ta BUKOPUCTOBYETHCS JIJISI 3aMOPOKYBAHHS PUOHUX MPOAYKTIB, SIKOMY Y
BUIMOBITHUX BHIAAKaX IIepeaye IAroropda poOOTa, 30KpeMa 3HEKPOBIICHHS,
BIJIUUICHHS TOJIOBH, ITATPaHHS Ta BUIAJCHHS IUIABIIIB, MICHS SKOi, SKIIO HEOOXIIHO,
3MIMCHIOETHLCS TIEPBUHHE IMAKyBaHHS 200 MTAaKyBaHHS Y TPAHCIIOPTHY Tapy (YIMaKOBKY);

23%) pubonpommucioBe CyJHO - CyAHO (IOTYXHICTb), IO HPU3HAYEHO Ta
creniajgbHO O0JaJHAHO IS 3/IIMCHEHHS] puOaIbCTBa, 30KpeMa BUJIOBY, NMPUHMaHHS,
00poOKH, y TOMy 4YHCHl (iaeTyBaHHS, Hapi3aHHS CKHOOYKaMH, 3HIMAHHS HIKIPH
(O6uryBaHHS), 3HIMAHHS MYIIEIb, OYHIIEHHS BIJ JIYCKH, MOApIOHEHHS Ta/abo
nepepoOKH, TMICHs YOTO 3AIMCHIOEThCS TEPBUHHE NaKyBaHHS a00 MaKyBaHHS Yy
TpaHCHOPTHY Tapy (yMakoBKY), a B pa3l MOTpeOM - TaKOXK OXOJOJKEHHS abo
3aMOpPOXKYBaHHS, a TAKOX TMEpPEeBaHTaKEHHs, TPAHCIIOPTYBaHHS, 30€piraHHsl PUOHUX
MPOJYKTIB";

MYHKT 24 BUKJIACTU B TaKlid peaKIlii:

"24) omeparop pUHKY - ONEpPaTOp PUHKY XapyOBUX MPOAYKTIB, ONEPATOP PUHKY
KOPMIB, OIIEpaTOp PUHKY Y cepi MOBOKEHHS 3 TOOTYUHUMHU MTPOTyKTaMU TBAPUHHOTO
MOXO/DKEHHS, ONepaTop MOTY>KHOCTEH, Ha SIKMX YTPUMYIOThCS TBApUHH, OIEPATOP
PUHKY MaTepiaigiB 1 MpeaMeTiB, NPU3HAYCHHX [JIi KOHTAaKTy 3 XapuOBUMHU
MIPOAYKTaMH'";

myHKT 37 micis ciiB "yHOBHOBaXKEHHM BeTeprUHAp" TOMOBHUTH CIOBaMH "KarliTaH
pUOOMOPO3MIBHOTO YK PUOONPOMMCIOBOTO CyJHA, sKe€ IUiaBae miJ JlepkaBHUM
panopoMm Ykpainu';

YaCTUHY JIPYTy BUKJIACTH B TaKii peaaKilii:
"2. IHII1 TEpMIHM BXKUBAIOTHCS B IIbOMY 3aKOH1 y TAKMX 3HAYEHHSIX:

TepMiH "3HUIIEHHS" - y 3Ha4YeHHl, HaBeJAeHOMy B 3akoHl Ykpainu "IIpo
BUJTYYEHHSI 3 001Ty, mepepoOKy, YTUJIi3a1lito, 3HUIIEHHS 200 MOo/1ajIbIlle BAKOPUCTAHHS
HESKICHOI Ta HeOe3meuHo1 MpoayKITii'";

TEepMiH "pU3UKOBUI MaTepian" - y 3HaueHH1, HaBeZeHoMY B 3akoHi Ykpainu "[1po
MoOIYHI TPOAYKTH TBAPUHHOTO TMOXOMKCHHS, HE MpPHU3HAYCHI JJIs CIOKHBAHHS
JIFOIUHOI0";

TepMiH "00’€KTH mpoMucay" - y 3HaUeHHI, HaBeJleHOMY B 3akoHi Ykpaiau "IIpo
puOHE TOCTI0IapCTBO, MPOMUCIIOBE PUOATBCTBO Ta OXOPOHY BOJAHHX OiopecypciB';

TepMiH "00’€KTH aKBaKyJIbTYpH'" - y 3HAU€HHI, HaBEJACHOMY B 3aKOH1 YKpaiHH
"[Ipo akBakynbTypy";

1HIIl TEpPMIHU - Y 3HAYEHHSX, HABEJACHMX Yy 3akoHax Ykpainu "IIpo OCHOBHI
NPUHLMIM Ta BHUMOIM JIO 0e€3meYHOCTl Ta sgKocTl XapuoBux npoaykris", "IIpo
BerepuHapuy meaununy" 1 "[Ipo 6e3meuyHICTh Ta riricHy KOpMiB'";

0) YacTUHY MEPITYy CTATTI 6 TOMOBHUTH ITYHKTOM 8 TaKOTO 3MICTY:




"8)  TOpAOOK  YNOBHOBaXEHHS  KamiTaHa  pHOOMOPO3WIBHOTO YU
pUOOIIPOMUCIIOBOTO CyJHA, SIKe TuiaBae mia JlepkaBHUM mpamopoM YKpaiHu, Ha
BHUJIaYy MDKHApPOJHUX CEPTHQIKATIB Ta IHIIMX JOKYMEHTIB, SIKI BHMAaraloTbCs
3aKOHOJIABCTBOM KpaiHH MPU3HAYCHHS 1010 PUOHUX TPOIYKTIB'";

B) HACTHHY APYTY CTATTI 9 IOMOBHUTHU MYHKTOM 5 TAKOTO 3MICTY:

"5) kamiTaH pUOOMOPO3UIILHOTO YU PUOOIPOMMCIIOBOTO CYJHA, SIKE IIaBa€ Tijf
Jlep>kaBHUM mparnopoM YKpaiHd, Ma€e MpaBo Ha BUJAYy MDKHAPOJIHUX cepTU(]IKaTiB
Ta IHITUX JOKYMEHTIB, SIKi BAMAraroThCs 3aKOHOJIABCTBOM KpaiHH MMPU3HAYEHHS 11010
pPUOHUX MPOAYKTIB";

r)y crarTi 39:
YaCTHUHY JIPYTYy BUKJIACTU B TaKii peJaKiii:

"2. Jlep>kaBHUM KOHTPOJIb BHUPOOHHUIITBA Ta/ab0 00Iry puOHUX MPOAYKTIB Ha
pUOOMOPO3MIBLHUX M PHOOMPOMHCIOBUX CyAHAxX, K1 IUIaBalOTh Mg JlepkaBHUM
panopoM YKpaiHu, 341MCHIOETCS Y OyIb-IKOMY MICII1 Tepe0yBaHHS TaKUX CYJICH.

3niiiCHeHHS JIEP>KaBHOTO KOHTPOJIO0 pUOHUX MPOIYKTIB, 110 PO3BAHTAKYIOTHCS B
nopty YKpaiHu, He 3aJIeKUTh BiJ Mparopa CyaHa, Il SKUM BOHO I1JIaBaE.

KoMnereHnTHHii opraH MoOXe€ YHNOBHOBAKUTH KamiTaHa PUOOMOPO3UIBHOIO YU
pUOONIPOMUCIIOBOTO CyAHA, SIKe MaBae mia JlepkaBHUM mpanopoM YKpaiHH, Ha
BHUJIa4Yy MDKHApOJHUX CEpPTHU(IKATIB Ta IHIIUX JOKYMEHTIB, SIKI BHMAararoTbCs
3aKOHOJIJABCTBOM KpaiHM MPU3HAYEHHS 1010 pUOHUX MPOIYKTIB.

[Topsiiok yrmOBHOBa)KEHHS KalliTaHa PUOOMOPO3MIBHOTO YK PUOOIIPOMHUCIOBOTO
CyllHa, sike IiaBae mij JlepkaBHUM mpamopoM YKpaiHu, Ha BHAAYy MIKHAPOIHHUX
cepTu(dikaTiB Ta IHIIUX JOKYMEHTIB, SIKI BHUMAararThCS 3aKOHOJABCTBOM KpaiHU
MPU3HAYEHHS I0JI0 pUOHUX MPOAYKTIB, 3aTBEPIKYE IIEHTPAIBHUN OpraH BUKOHABYOT
BIIaJM, O 3a0e3neuye (popMyBaHHS Ta peai3allilo Jep,aBHOI MOMITHKU y cdepi
0e3MeYyHOCTI Ta OKpPEeMHUX IOKA3HHKIB SKOCTI XapyoBHUX MPOAYKTIB Ta y cdepi
BETEPUHAPHOI MEUIIMHU";

MYyHKT 5 YaCTUHU YETBEPTOi BUKJIACTU B TaKii peaKIlii:

"5) nepkaBHHMI BeTEpUHAPHHWM 1HCIEKTOP, KaliTaH pUOOMOPO3UIBLHOTO YU
pUOONIPOMUCIIOBOTO Cy/AHA, siKe IMaBae mif JlepkaBHuUM mpanopoMm YKpaiHH,
YIOBHOBXCHUH HA BHJIaYy MIXHAPOJHUX CEPTH(PIKATIB Ta IHIIUX JOKYMEHTIB, 5K
BUMAararmThCsl 3aKOHOJIABCTBOM KpaiHW MPU3HAYEHHS IOJ0 PUOHUX MPOIYKTIB, MA€
JIOCTATHI MiJCTaBU BBAXaTH, [0 pUOHI MPOAYKTH CTAHOBJISITH 3arpo3y IS KUTTS YU
3I0pOB’S JIIOJUHU Ta/ab0 TBapvH 3 OyAb-SIKMX IHIIUX NPUYUH, HDK 3a3HAYEHO Y
nyHKTax 1-4 miei yactunu'";

I) y YacTHHI IepIIiii cTaTTi 65:

a03all epImii BUKJIACTH B TaKid PeAAKITIi:



"1. FOpuaumuni ocobu 1 ¢i3udH1 0COOH - MIAMPUEMIII HECYTh BIJMOBIIAJbHICTD 3a
Taki MpaBOMOPYIICHHS "

TOTIOBHUTHU MMYHKTOM 24 TaKoro 3MiCTy:

"'24) nopy1ieHHsT BUMOT 3aKOHOJAaBCTBA MPO MaTepialid 1 MpeaMeTH, TpU3HaAvYCeH1
JUTS KOHTaKTy 3 XapuOBUMU MPOAYKTaMHU, -

TATHE 3a cO00I0 HaKJIaAeHHs mTpady Ha FOPUIAUIHUX OCI0 Y PO3MIpi I’ ATHAIIATH
MiHIMQJIBHHUX 3apOOITHUX IIJIaT, HA (BI3MYHUX OCIO - MIATPUEMIIIB - Y PO3MIPI ACCITH
MiHIMaJbHUX 3apOOITHUX IIaT";

n) po3ain X "llpukiHieBi Ta HepexiJHl IMOJOKEHHSA" JIOMOBHHUTH ITYHKTOM 4~
! rakoro 3micry:

"4l VcraHoBMTH, IO pINIEHHS PO BU3HAHHSA €KBIBAJEHTHOCTI CHUCTEMH
nepkaBHOTO (O(]iIIMHOTO) KOHTPOIKO (OKPEMOi YaCTHHHM TaKOi CHCTEMH) KpaiHh-
ekcrioprepa (00’€IHAHHS YU TPYNU KpaiH-€KCIOPTEPIB) CUCTEMI JE€PKABHOTO
KOHTpOIO (3a0e3meueHHst 0e3MeYHOCTI Ta SIKOCTI XapuoBHX MPOAYKTIB) YKpaiHU,
MPUKAHATI YKpaiHOO 10 HaOpaHHS YMHHOCTI IIUM 3aKOHOM, € YUHHUMU";

6) y 3akoHi Ykpainu "[Ipo iHdbopmariito Uisi CHOXKMBauiB IIOAO XapuOBUX
npoaykTiB" (Bimomocti BepxoBuoi Panu Ykpainu, 2019 p., Ne 7, ct. 41; 2022 p., Ne 1,
CT. 2):

a) y cTarTi 1:
IyHKT 21 4aCTUHU Nepuol BUKIKOYUTH;
y YacTHHI JpyTiit:

nicas ciiB "MuUTHOMY KoJeKCl YKpaiHu" TOMOBHUTH clioBaMHU "TepMiH "pHOHI
MPOAYKTU" - y 3HaYEHHI, HaBeIeHOMY B 3akoH1 Ykpainu "lIpo nep:kaBHUN KOHTPOJIb
3a TOTPUMAHHSIM 3aKOHOAABCTBA MPO XapyoBi MPOAYKTH, KOPMHU, OOIUHI MPOTYKTH
TBAPUHHOI'O MOXOJIKEHHS, 3A0pOB’s Ta Ojaronoiy4ysi TBapuH'; TepMmiH "nepepooxa”
- Y 3Ha4eHHI, HaBeJileHoMY B 3akoH1 Ykpainu "[Ipo OCHOBHI NPUHLIMIIKA Ta BUMOTH J10
0€3IMeYHOCTI Ta AKOCTI XapuOBHUX MPOIYKTIB";

ciioBa "puOHI MPOTYKTH" BUKIIIOUUTH;

0) y yacTUHI1 TpeTid cTaTTl 2 cjoBa "AOMOMIXHI MaTepiaiu s epepoOKH Ta Ha
Marepiaiu, 110 KOHTAKTYIOTh'" 3aMIHUTH CJI0BaMH ""MaTepiaiv 1 IpeIMETH, MpU3HAYEHI
IUISl KOHTAKTy';

B) HACTHHY MEPIIY CTATTI 6 TOMOBHUTH ITYHKTOM 13 Takoro 3MmicTy:

"13) mo3HaveHHs, MmO ineHTU(]IKYye MmapTito (JIOT), M0 SKOI (SIKOT0) HAJCKHThH
Xap4oBHUM NPOIYKT";

I') y YaCTHHI YeTBepTiil ctaTTi 12 cimoBa "pyOjeHe M’sco" 3aMIHUTH CIOBaMH
"moapioHeHe (ciueHe) m’sco";




1) poszin Il nonosauTH crarrero 27 Takoro 3micty:

"Crarra 277 Ilo3HaueHHs, mo igeHTUudikye mapriro (JI0T), 1O SKOI (SKOro)
HAJIC)KUTh XapUOBHUH MTPOAYKT

1. Xap4oBuit MpoAyKT MOKe OyTH BBEJICHHH B 00Ir Ta mepedyBaTu B 00Iry JuIIe
y pasi, SIKIIO BiH CYIPOBOIKYEThCS 1H(OpMAIIi€to, 10 1IeHTU(IKYE mapTito (JI0T), 10
SIKO1 (SIKOT0) HAJIC)KUTh TAKUKM XapuOBUM MPOTYKT.

2. Bumoru yacTHHHM NepIoi 1i€i cTaTTi He 3aCTOCOBYIOThCS:
1) 70 mepBUHHOT TPOAYKIIii, sIKA ICIIs BIAMIPABICHHS 3 IEPBUHHOTO BUPOOHMIITBA:

a) peaiizyeTbcs Ta/abo MOCTaBISAETHCA Ha CKIIAJ] THMYACOBOTO 30epiraHHs Ta/abo
710 TIOTY>KHOCTI 3 i1 00pOOKYM 4K MaKyBaHHS;

0) TpaHCIOPTYETHCA 10 MOTY>KHOCTI 3 11 IepepoOku Ta/abo 0OpoOKu;
B) 310paHa /i HeraitHoi nepepoOku Ta/abo 00poOKH;

2) KO0 B MICISAX NPOJaXy KIHIIEBOMY CHOXKMBauy HehacoOBaHUU XapuyOBUM
MPOYKT (hacyeThCs HA MPOXaHHA CIIOXKMBava a0o sl MPOIAXKy B 3a3HAYEHOMY MICII];

3) 10 yNakoBKM Ta KOHTEHHEPIB, HAHO1IbIIa MOBEPXHS SIKUX Ma€ TUIOILY MEHIIE
10 kBagpaTHUX CAaHTUMETPIB;

4) no 1HAUBIAyallbHUX TMOpIIH Mopo3uBa. I[Ipu 1bOMy TMO3HAYEHHS, IO
11eHTHdIKY€ MapTiio (JJ0T) MOPO3UBA, JI0 SKO1 (SIKOT0) BOHO HAJIEKUTh, HAHOCUTHCS Ha
T'YPTOBY YIAKOBKY.

3. ITaprig (JIOT) BU3HAYAETHCS OMEPATOPOM PUHKY, SIKUW 31HMCHIOE BUPOOHULITBO
a00 MmaKkyBaHHS Xap4yOBOIr0 MPOAYKTY, a00 ONEPATOPOM PUHKY, KU IEPILIMM BBOJIUTH
Xap4yoOBUH MPOIYKT B OOIr.

4. 3a BU3HAYCHHS 1 HAHECEHHS Ha €TUKETKY (CTIKEp) MO3HAYEHHS, 3a3HAYEHOTO B
YaCTHHI TEpIIii 1i€i CTaTTi, BIAMOBIIAIOTh ONEPAaTOPU PUHKY, BU3HAUEHI a03aiioM
MIEPIINM I1i€1 YaCTHUHHU.

5. Ilo3HaueHH10, 3a3HaY€HOMY B YaCTHHI MEPIII II€T CTAaTTI, IOBUHHA MEpeyBaTH
BesnKa Jiitepa "L" maTuHCBhKOT a0eTKH, KpIM BUIAJIKIB, SIKIIO TaKe MO3HAYEHHS YITKO
BI/IPI3HSAETHCS BiJI IHIIUX MTO3HAYEHBb HA €TUKETII (CTIKEP1).

6. [{ns hacoBaHMX XapuoOBUX MPOTYKTIB TO3HAYCHHS, 3a3HAYCHE B YACTHHI MEPIITii
1miei crarri, Ta, 3a MOTpeOu, Bemuka Jitepa "L" JaTHHCHKOI aOCTKM HAHOCATHCSA Ha
YIaKkoBKY a00 Ha €TUKETKY (CTIKep), T0JaHU A0 HBOTO.

7. Jna HedacoBaHUX XapyOBUX MPOJYKTIB MO3HAYEHHS, 3a3HAUYECHE B YACTHHI
MepIIii 11€i CcTaTTi, Ta, 32 NTOTpeOH, Benuka jiTepa "L" naTuHChKOi aOeTKM HAHOCATHCS
Ha yIakoBKY a00 Ha KOHTEMHep, a B pa3l iX BIACYTHOCTI 3a3Ha4al0ThCs B JJOKYMEHTAaX,
1110 CYIIPOBOKYIOTh Xap4OBUN NPOAYKT.



8. Tlo3naueHHs, 3a3HayeHEe B YaCTHHI MEPIIiN 1€l CTaTTi, MOBUHHO JIET'KO
po3mi3HaBaTucCsA, OyTH dUITKUM (po30ipiIMBUM) 1 HAHECEHWM Y Cmoci0d, 1Mo
YHEMOKJIMBIIIOE MOTO BUIAJICHHS.

9. Sk BUHSATOK 3 BUMOT YaCTHHH TIEPIIOT ITI€T CTATTI, HAHECEHHS MMO3HAYCHHSI, 1110
11eHTudikye mapTito (JIOT), HE € 000B’A3KOBHUM, SIKIIIO €THUKETKA (CTIKEP) YKE MICTUTh
iH(opMallito nmpo MiHIMaJILHUNA TEPMiH MPUAATHOCTI XapuyoOBOI0 MPOAYKTY abo aary
"BXKUTH JI0...", IO CKJIaIa€ThCS MOHAWNMEHIIIE 3 JHS 1 MICSIIS Y 3a3HAYCHOMY TTOPSIKY
Ta y He3aKoJ0BaHii Gopmi";

n) yaomatky Ne 5 mo 3akoHy cioBa '"pyOieHe M’sco" 3aMIHHTH CIOBaMH
"moapiOHeHe (ciueHe) Mm’sco", a cioBa "pyoOeHa soBHYMHA" - CIOBaMHM "'MoipiOHEHA
(ciuena) sroBuymHa'".

5. Kab6inety MinictpiB YKpaiHu IpOTATroM JBOX POKIB 3 JHS, HACTYITHOTO 32 JTHEM
OIMyOJIIKyBaHHS IbOTO 3aKOHY:

3a0€3MeUYnTH MPUUHATTS HOPMATUBHO-TIPABOBUX AaKTIB, MependadyeHuX UM
3aKOHOM, 30KpeMa 3aTBEP/IKEHHS CHEIIaIbHUX BUMOT JIJI1 OKPEMUX T'PYIl MaTepiaiiB
1 MpeMETIB, 3a3HAYCHUX Y CTATTI 8 1THOT0 3aKOHY, HA OCHOBI Ta BIAMOBITHO A0 aCquis
€Bponericekoro Corosy;

IPUBECTU CBOT HOPMATHUBHO-TIPABOBI aKTH Y BIAMOBIIHICTD 13 IIUM 3aKOHOM;

3a0€3MeUYnTH MTPUBEJCHHS MIHICTEPCTBAMHU Ta 1HIIUMHU [EHTPATLHUMH OpraHaMu
BHKOHABYOI BJIaJIU X HOPMATUBHO-IIPABOBUX aKTIB Y BIAMOBIIHICT 13 IIMM 3aKOHOM.

6. Kabinery MinictpiB Ykpainu y 2024 poui noindopmyBatu Bepxosny Pany
VYkpainu po cTaH BUKOHAHHS I[LOTO 3aKOHY.

IIpe3ngenT YKpainu B. 3EJIEHCbKUH

M. KuiB
3 mucronaga 2022 poky
Ne 2718-1X

Honatok Ne 1
J10 3aKOHY YKpaiHH
Bi1 3 nucronana 2022 poky Ne 2718-1X

ECKI3 'PA®IYHOI'O 3HAKA, IO CYITPOBOKY€E€ MATEPIAJIN
I IIPEJIMETH, SIKI HA MOMEHT iX PEAJIIBALIIL HE
KOHTAKTYIOTbD 3 XAPYHOBUMMU ITPOAYKTAMMU



Jonmatok Ne 2
710 3aKOHY YKpaiHu
Bia 3 nmuctonana 2022 poky Ne 2718-1X

ECKI3 T'PA®IYHOI'O 3HAKA, 11O 3ABE3IEYY€E
INEHTU®IKALIIO CIIO)KUBAYEM HEICTIBHUX YACTUH
AKTUBHUX MATEPIAJIIB I IPEIMETIB TA
IHTEJIEKTYAJIBHUX MATEPIAJIIB I IPEIMETIB ABO IX
YACTHH, Y PA3I IKIIIO TAKI YACTUHU MOXYTb BYTH
CIIPUMHSATI SIK ICTIBHI

HomaTtok Ne 3
710 3aKOoHYy YKpaiHu
Bix 3 mucronana 2022 poky Ne 2718-1X

Bumoru 10 BUKOpHCTaHHSA IPyKapcbkux ¢apo

1. Ipykapceki gapOu, HaHECeHI Ha MOBEPXHIO MaTepialiB 1 MPeIMETIB, 0 HE
KOHTaKTy€ 3 XapyoBUM MPOAYKTOM, TOBHHHI MaTH TaKWil CKiIax Ta/abo
BUKOPUCTOBYBATUCSA Y TaKWH CIOCIO, MO0 PEYOBUHU 3 MOBEPXHI, HA Ky HAHECEHO
¢dapOy, HE MEPEHOCHINCS Ha TOBEPXHIO MarepiaiiB 1 MPEIMETIB, sika KOHTAaKTye 3
XapYOBUM MPOIAYKTOM, Y KUTBKOCTI, IO CIIPUYUHSIE 3a0py THEHHS XapuOBUX TIPOYKTIB


https://zakon.rada.gov.ua/laws/file/imgs/101/p520749n560.bmp
https://zakon.rada.gov.ua/laws/file/imgs/101/p520749n561-1.bmp

1 MOpYIIy€e BUMOTH CTAaTTi 6 IIbOro 3aKOHY, BHACIIAOK BiAMaproBaHHs ¢GapOu, KoIu
3a3HAYCHI MaTepiajM 1 MpeaIMETH 3HAaXOMIThCA y CTOMI abo pyJIoHI, Ta/abo uepes
OCHOBY, 3 SIKO1 CKJIaJJalOThCS 3a3HaYEH]1 MaTepiaid 1 MpeIMETH.

2. 3 maTepianamH 1 mpeaMeTaMHt, Ha iK1 HaHeceHO GapOy, HEOOXiTHO TOBOIUTHCS,
BKJIFOYAIOYM 30epiraHHs Y TOTOBOMY a00 HaIiBroTOBOMY CTaHi, y TaKui crocio, 1moo
pPEYOBMHU 3 TIOBEPXHi, Ha SKy HaHeceHO (apOy, HE TMEPEHOCHIIUCS Ha MOBEPXHIO
MarepiajiiB 1 IPEAMETIB, sIka KOHTAKTY€ 3 XapuyOBUM NPOIYKTOM, Y KUIBKOCTI, IO
CIpUYUHSIE 3a0pYJHCHHS XapYOBHX IMPOIYKTIB 1 MOPYIIyE BUMOTHU CTATTi 6 MHOTO
3aKoHy, BHACIIJIOK BiAMaproBaHHA (apOu, KOJIM 3a3HA4YEeHI MaTepiaiu 1 MpeaMETH
3HaXOJAThCS y cTomii abo pyJioHl, Ta/abo 4Yepe3 OCHOBY, 3 SIKOi CKJIaJal0ThCs
3a3Ha4YECH1 MaTepiaiv 1 IPEAMETH.

3. IloBepxHs MaTepialiB 1 MPEAMETIB, Ha Ky HaHECEHO (papOy, HE MOBMHHA MaTH
MPSIMOTO KOHTAKTY 3 XapuOBUM MPOYKTOM.

JonaTok Ne 4
210 3aKOHY YKpaiHH
Bi1 3 mucronana 2022 poky Ne 2718-1X

Bumoru 10 cucremu 3a0e3nedeHHsI SIKOCTi MPOLECIiB MepepoOKu
IUIACTUKY

I. Cucrema 3a0e3nedyeHHs SIKOCTI MpOIECIB NEepepoOKH IUIACTUKY, sKa
BIIPOBA/KYETHCA 0CO00I0, IO 31MCHIOE MepepoOKy, TMOBHUHHA TrapaHTyBaTH
CIIPOMOJKHICTh ~ MPOIIECY MEepepoOKH TUIACTUKY  3a0e3MeYUTH  BIAMOBIIHICTH
nepepoOICHOT0 MIACTUKY YMOBaM, 3a3HaYCHHUM Y PIllIEHH] PO AP KaBHY PEECTPAIli IO
MpoIIeCy NEPEePOOKH MIIACTHUKY.

2. Yci eneMeHTH, BUMOTH Ta IIOJIOKEHHS CUCTEMH 3a0€e3I1eUeHHs IKOCTI IIOBUHHI
OyTH perjaMeHTOBaHI JOKYMCHTAJIBHO Yy CHCTEMAaTH30BaHHH Ta BIOPSIKOBAHUM
croci6 y ¢hopmi MOTITHKU Ta TIPOLIETYP.

3. JlokymeHTallisl CUCTEeMHU 3a0e3MedYeHHs SKOCTi, 3a3HaueHa y OYHKTI 2 I[bOTO
J0/1aTKa, TOBMHHA 3a0e3MevyyBaTh OJHAKOBE TIIYMAUCHHS TOJITHKA 1 TPOLEIYp
SIKOCT1, TAKUX K MPOTPAMH SKOCTI, IIJIaHU, MOCIOHUKHU, 3aMMUCH TIPO SAKICTh Ta 3aXOI1
TUTsT 3a0€3TeYeHHS TPOCTEKYBAHOCTI.

JlokyMeHTariss cucTeMu 3a0e3leUYeHHs SKOCTI, 3a3HaueHa Yy IYHKTI 2 IbOTO
70/1aTKa, IOBUHHA BKJIFOYATH, 30KpeMa:

1) MOCiIOHMK 3 TONITHKH SKOCTI, IIO MICTHTh YITKO BHU3HAYEHI ITJI SIKOCTI,
OpraHi3aliifHy CTPYKTypy OCOOH, IO 31HCHIOE MepepoOKy, 000B’SI3KH 1i KEPIBHOTO



NepCcoHAly Ta OpraHiB YIpPaBIiHHA B YaCTHHI, IO CTOCYEThCS BHPOOHHUIITBA
nepepoOJICHOTO MIACTHKY;

2) MmIaHu KOHTPOJIO SKOCTi, y TOMY YHCI KpUTEpii, IKUM MMOBHUHHI BiAIMOBINAaTH
CUpOBMHA 1 TMepepoOseHuil IUTacTUK, KBami(ikailis I[OCTavyaJbHUKIB, MPOILECH
COpPTYBaHHS, MUTTSI, ITTMOOKOTO OYMIIICHHS, HArpiBaHHs a0o0 1HIIT YaCTHHU IPOIIECY,
BIJI IKMX 3aJI€KUTD SIKICTh NMEepepoOICHOr0 MIACTUKY, BKIIOYAIOUU BUOIP TOUYOK, IO €
KPUTHYHUMU JIJIs1 KOHTPOJTIO SIKOCTI TIEPEepoOICHOTO MIIACTHKY;

3) mporeaypHy yOpaBIiHHS Ta OIEpaIiiiHl IPOIEeayPH, IO BIPOBAKYIOTHCS IS
MOHITOPUHTY Ta KOHTPOJIIO 3a BCIM IMPOIIECOM TMEPEPOOKH, BKIFOYAIOYH MPOIIECTYPH
1HCTIEKTYBaHHS Ta 3a0€3MEUYCHHS SKOCTI Ha BCIX eTamax BUPOOHHUIITBA, OCOOIMBO 111010
BCTAHOBJICHHS KPUTHYHUX MEX y TOUKaX, IO € KPUTHYHHMHU JJISI KOHTPOIIIO SKOCTI
nepepoOJICHOTO MIACTHUKY;

4) MeToaM MOHITOPUHTY PpE3yJbTaTUBHOCTI  (DYHKIIIOHYBaHHS CHUCTEMHU
3a0€3MeUeHHs] SKOCTI Ta, 30KpeMa, ii CIPOMOXKHOCTI JocsraTh Oa)xaHoi SKOCTI
MepepoOICHOTO MJIACTUKY, BKIIOYAIOUN YIPABIIHHS NPOAYKINELO, 10 HE BIAMOBIIAE
BCTAHOBJIEHUM BUMOTaM;

5) BuUnpoOyBaJIbHI TECTU 1 MPOTOKOJM TECTIB ab0 1HINI HAYKOBI JIOKa3u, MIO
3aCTOCOBYIOTBCSI /10, MIJI 4Yac 1 MicJisi BUPOOHMIITBA MEPEpPOOJICHOr0 IUIACTHKY, 13
3a3HAYCHHSM YacTOTH, 3 SKOK BOHHM OyIyTh 3acCTOCOBYBATHICS, a TaKOX
BUNMPOOYBAILHOTO OOJIAHAHHSA, IO OyJae TMpH IbOMY BHKOPHUCTOBYBATHCS;
HEOOXITHICTh  3a0€3MedYeHHs]  METPOJIOTIYHOI  MPOCTEXKYBAHOCTI  pe3yJIbTaTiB
BUMIPIOBaHb;

6) BCTaHOBJICH1 JJI BEJICHHS 3aMUCiB (DOPMU JOKYMEHTIB.



