3ATBEP/IXKEHO
Hakas MinictepcTBa 0XOpoHU
310pOB’sl YKpaiHu

Ne

Iopsinok nmpoBeeHHs €KCIEPTH3M PeECTPAlliHHUX MaTepiajiB 1epKaBHOI
peectpanii HebGe3neuHUX GaKTOPIB Ta BUMOI'H 10 peecTpaliiiHuX MaTepiaJiiB

1. 3arajbHi MoJI0KeHHSA

1. et [Hopsimok BU3HAYa€ MPOLIEAYPY MPOBEACHHS EKCIEPTU3U PEECTPAIliHHUX
MarepialliB, MOJIAaHUX Ha JEP)KaBHY peecTpalito HeOe3neuHux (akropiB (mami —
€KCIePTU3a) Ta BUMOTH JI0 PEECTPAIIMHUX MaTepialliB.

2. ExcmepTuzy nOpoBOAUTH JepikaBHE MmianpueMcTBo «Komiter 3 mnuTaHb
TITIEHIYHOTO perjiaMeHTyBaHHs MiHICTEpCTBa OXOPOHHM 3/10pOB’A Y KpaiHu» (manm —
KowmiTter).

3. ExcrmepTusa mpoBOJIUTHCS 3 METO HajaHHS pekomenpaiii MO3 momo
MOXKJIMBOCTI JIep’KaBHO1 peecTparlii Hebe3neyHoro ¢akTtopa abo BiIMOBH B HiM.

4. Y upomy llopsanky mij TEPMIHOM «PEECTpALiifHI MaTepiaan» PO3yMIETHCS
KOMIUJIEKT JIOKYMEHTIB, BU3HaueHH myHKTOM 5 Ilopsiaky nepskaBHOI peectpartii
HeOe3neuHux (hakTopiB, 3aTBEPAXKEHOr0 noctaHoBoo Kabinery MinicTpiB Ykpainu
Binm 21 TtpaBus 2025 poxy Ne 588, mo momaroThes IS Iep:KaBHOI peecTpartii
HeOe3MneyHoro (akropa, Ha MIACTaBl SIKUX MPOBOAMUTHCS €KCIEpPTH3a HEOE3MEeYHOro
¢dakropa.

[amm tepmian y mpomy IlopsiiKy B)KHMBAIOTBCS Y 3HAYCHHSX, HABEJACHUX B
3akonax Ykpainu «IIpo cucremy rpomancbkoro 3a0poB’s», «lIpo 3abesnedeHHs
XIMIYHOT Oe3MeKr Ta yHpaBiiHHSA XIMIYHOIO mpoxaykilieto», Ilopsaky nepxaBHOT
peectpailii HeOe3neyHux (paKkTopiB, 3aTBEPKEHOT0 MocTaHoBo Kabinety MiHiCTpiB
VYkpainu Bix 21 tpaBusa 2025 poky Ne 588 Ta iHITUX HOPMATHUBHO-TIPABOBUX AKTaX y
cdepi rpoMaicbKoTo 3I0POB’S Ta CAHITAPHO-EMIAEMIYHOTO OJIArOTONyYdsl HACEICHHSI.

I1. Iopsiiok MpoBeAeHHS EKCIIEPTU3H PeECTPALIHUX MaTepiaaiB

1. Excneprusa npoBoautbcest Komiterom npotsirom 30 KajaeHAAPHUX IHIB 3 THS
HagxopxeHHs Big MO3 peectpartiiitHux MarepiaiiB HeOe3meuHux (hakTopiB.

[Hdopmariiss Tpo MOYATOK EKCMEPTH3W OE30IUIaTHO ONPIIIIOJHIOETHCS Ha
BeOcaiiti Komirery.



2. TlpoBeneHHIO eKCIEepTH3U 3a OakaHHSAM 3asBHUKA TIepelye HaJaHHS
KomiteroM 0€3KOIMTOBHMX KOHCYJBTAIlIi 3 TMHTaHb JEP’KaBHOI peecTpartii
Hebe3neYHux (pakTopiB.

3. ExcriepTHa ycTaHOBa Ta 3asBHHK a00 YIMOBHOBa)K€HA HUM 0C00a yKJIaJal0Th
JIOTOBIp TIPO TIPOBEICHHS EKCIEPTHU3M BIAMOBITHO M0 ab3ally TPeThoro MyHKTY 11
[Topsinky nepkaBHOT peecTparlii HeOe3nmeyHnx PaKTopiB, 3aTBEPHKEHOTO IIOCTAHOBOIO
Kab6inety MinictpiB Ykpainu Big 21 tpaBus 2025 poky Ne 588.

4. Iix 9ac MpoBeJeHHS eKCIEePTU3H, Y pa3l Kojiu iHdopMallis, 110 MICTUThCS B
peecTpalliiHiuX MaTepiangax, TMOJaHUX 3asBHUKOM Ui JCp)KaBHOI peecTpartii
HeOe3meuyHoro (akTtopa, € HEAOCTaTHBOIO JI IPOBENCHHS eKcrmepTu3n KomiteT
3BEPTAETHCS 1O 3asBHHKA 3 TPOXaHHSIM HaAICiaTH BIANOBIAHY 1HGOpMAIO 13
3a3HAUYCHHSIM BHUUYEPITHOTO TEpesiky 1H(opMallii, 0 3amuTyeThCs, Y ManepoBikd uu
eJIeKTpOoHHIM ¢dopMi, Ha aapecy eJeKTPOHHOI MOITH, 3acobamu 1HGOPMAIIHHO-
KOMYHIKAIlITHUX cUCTeM ab0 Ha MOIITOBY aJIpecy 3asiBHUKA a00 YIIOBHOBAaYKEHOI HUM
ocoou.

[IpoBeneHHs €KCIIEPTU3U y CTPOKH, BU3HAUEHI MyHKTOM 1 posauty II mporo
[Topsiaky, 3ynUHSIETHCS 10 OTPUMAHHS €KCIIEPTHOIO YCTAaHOBOIO Takoi iH(opmaIrii.

5. 3a pesynpraTamu mnpoBeneHoi exkcneptu3u Komiter mpotsarom 10
KaJICHJapHUX JIHIB TOTY€ PEKOMEHJallli MI0/I0 MOXJIUBOCTI TIPOBEICHHS JIep>KaBHOL
peecTpaiiii HeOe3neyHoro Qakropa abo BIAMOBU B Hii, siki Hajcwiae g0 MO3 y
nanepoBiil Yu eNeKTPoHHIN (PopMi, Ha ajipecy eIeKTPOHHOI MOMTH ad0 3a HAIBHOCTI
TEXHIYHOI MOXJIMBOCTI — 3aco0amu Jlep>kaBHOTO peecTpy HeOe3neuHux (akTopis.

6. Pexomenparii KomiteTy ™00 MOXIMBOCTI MPOBENEHHS Ep>KaBHOT
peectpailii Hebe3neuHoro ¢akTopa ado BIIMOBH B Hiil BKJIIOUAIOTh Taky 1H(opMaillito
10/]10:

1) 3asBHUKA:

MOBHE Ta CKOpOYEHE HallMeHyBaHHs 3asiBHUKa (KoJ 3rigHo 3 €/IPIIOY);

azipeca MiClIe3HaXO)KEHHS 3asiBHUKA;

HOMED TenedoHy;

azpeca eJIeKTPOHHOI IOIITH;

Mpi3BHIINE, BIACHE 1M s, IO OATHKOBI (32 HASIBHOCTI) YIIOBHOBAXEHOI 0CO0H;

2) BUpOOHUKA:

MOBHE Ta CKOpOYEeHE HailMeHyBaHHs BUpoOHUKa (ko 3rijHo 3 €/IPIIOY);

aZpeca MiClIe3HAXO0/PKCHHSI BUPOOHUKA;

HOMEp Tenedony;

azpeca eJEeKTPOHHO] IOIITH;

3) HebOe3neuHoro GakTopy:

KOMEpIiiiHa Ha3Ba XIMIYHOI PEYOBHUHM YU PEYOBUHU  O10JOTIYHOTO
TIOXOJIKEHHS;



XxiMiyHAa Ha3Ba (sl XIMIYHOI perBHHI/I) BIJITOBITHO JI0 HOMEHKIIATYpH
MDKHapOI[HOFO coro3y Teoperuunoi 1 mpukianHoi ximii (IUPAC) Ta iHmmx
MDKHApPOIHUX KIIacU(iKaTOPIB,;

peecTpamiifanii HoMep XiMidHOI crmoiayku Ciry>kOM TiATOTOBKUA aHATITHYHUX
myOuikarii 3 ximii (Chemical Abstracts Service - CAS) Ta/abo Homep €BporneicbKoro
KaJIacTpy ICHYIOUUX KOMepIiHHuX XiMiuHUX pedoBuH (European Inventory of Existing
Commercial Chemical Substances - EINECYS);

cdepa 3acTocyBaHHs HeOe3meuHoro (pakropa;

BI/IMOBIHICTD JIAaHUX B MACIOPTI IITaMy PEUOBHUHHU 010JI0TIYHOTO MOXOKCHHS,
JIEIOHOBAHOT'O BIAMOBIAHO A0 I[HCTPYKIi MpO TOPSAIOK JIETIOHYBaHHS B YKpaiHi
IITaMIB MIKpPOOPTraHi3MiB 3 METOIO 3A1MCHEHHS IMaTEHTHOI MPOIETYyPH, 3aTBEPIKEHOT
Haka30oM Jlep)KaBHOTO IMaTEHTHOTO BiloMCcTBa Ykpainu, HamonansHOT akameMii Hayk
Bil Ykpainu Big 26 uepBHs 1995 poky Ne 106/115, 3apeectpoBanoi B MiHICTEpCTBI
roctullii Ykpainu 4 cepras 1995 poky 3a Ne 286/822,;

BIAMIOBIIHICTD JTAHUX B MACHOPTi O0€3MEYHOCT] XIMIYHOI MPOAYKIlIi BiAMOBIIHO
no noxatka Il mo TexHIYHOTO periiaMeHTy 00 OE€3MEeUHOCTI XIMIYHOI MPOAYKIIi,
3aTBepKeHOro octaHoBo0 Kabinety MinicTpiB Ykpainu Big 23 nunas 2024 poky
Ne 847;

MITBEPKCHHS OJ10 1AeHTH(]iKaIll aHaJoT1YHOCTI Hebe3meuyHoro (hakropa;

BIJIMOBIJIHICTh Kiacudikaiii HeOe3MeKu Ta MapKyBaHHSA XIMIYHOI pPEYOBUHU
BIJIMOBIHO 10 TexHIYHOTO periamMeHTy kiacudikaiiii HeOe3MeuyHOCTl, MApKYBaHHS Ta
NMaKyBaHHsS XIMIYHOI MPOJYKIli, 3aTBEpPKEHOro moctaHoBoto KaGinery MiHicTpiB
VYkpainu Big 10 tpaBusa 2024 poky Ne 539;

peKOMeHaIlli Moa0 Jep)KaBHOI peectpallli HeOesmeuHoro ¢akrtopa abdo
BIZIMOBH B HIii.

II1. OcHOBHI BUMOTH 0 peecTpaliHHUX MaTepiajiiB

1. PeecTpariiiiHi MaTtepianu, 1O MOJAIOTHCS Ha €KCIEPTU3Y, MAIOTh MICTUTH
iH(popMaIio BIANOBIAHO 10 MyHKTY 5 [lopsiaky aepxaBHOI peecTpaliii HeOe3meyHuX
(dakTopiB, 3aTBepAXKEHOr0 noctaHoBor Kabinety MinicTpiB Ykpainu Bia 21 TpaBHs
2025 poky Ne 588.

2. Peectparriiini MaTepiainy BUKIAAAIOTHCS JEP>KaBHOK MOBOIO.

3. Peectpamiiini maTtepiany HE MarOTh MICTHUTH IITUUINCHHS a00 JIOMKCKH,
3aKpECICHI CJIOBA Ta 1HII BUIIPABIIEHHS, HE 0O0yMOBJEHI B HuX, opdorpadiuni Ta
apuMETUYHI TOMUJIKU, 3aTIOBHIOBATUCS OJIIBIEM, & TAKOXX MICTUTU MOUIKOKEHHSI,
SIK1 HE JTAI0Th 3MOTY OJHO3HAYHO TIIYMAUMUTH iX 3MICT.

4. PeecrpaniiiHi maTepiayii B €JEKTPOHHIN (opmi 0QOpPMIISIOTHCA 3TITHO 3
BuMoramu nyHKTy 7 llopsanky nepkaBHOI peecTpanii HeOe3nmedyHHx (PaKTopis,
3aTBepKeHoro nocraHoBoro Kabdinery MinictpiB Ykpainu Big 21 tpaBus 2025 poky
Ne 588.
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5. IMacmopT mramy MIKpOOpraHi3My Ma€ BKJIIOYATH BHUIIOBY (POJOBY) Ha3BY
mTamMy MIKpOOpraHi3My, HOMEp, pOJOBiJl, HayKOBHA oOmuC (KyJIbTypaabHO-
MopdosoriuHi Ta (Pi31070r0-010XiMIUHI BIACTUBOCTI, 1H(MOpPMAIII0 MPO HASBHICTH
MAaTOTCHHUX BJIACTUBOCTEW), HEOOXIiMHI BKa3iBKM Ha YMOBU KYJbTHBYBaHHS,
30epiranHs, peakTHBallii, CIOCO0IB MEPEBIPKH KHUTTE3MATHOCTI Ta CHEupIgHOT
AKTUBHOCTI IITAMY.

[Ipy nemoHyBaHHI KOHCOPIIyMY INTaMiB MIKPOOPTaHi3MIB J0JA€ThCS OIUC
KOXKHOT'O OKPEMOT'0 KOMITOHEHTa KOHCOPIIIYMY Ta iX CyMIIll, a TaKOXX METOIB, sKi
JO3BOJISIIOTH TEPEBIPUTH HASIBHICTh KOXKHOTO OKPEMOro IITaMmy, BIATOBIAHO [0
[HCTpYKILIiT PO MOPSIIOK JEMOHYBAHHS B YKpaiHi IITaMIB MIKPOOPTaHi3MiB 3 METOIO
3MIIMCHEHHS MATEHTHOT MPOLIeIypH, 3aTBEPHKEHOI HaKa30oM Jlep»aBHOTO MAaTEHTHOTO
BimoMcTBa Ykpainm, HamionansHoi akazemii Hayk Bin Ykpainu Bim 26 uepBHs 1995
poky Ne 106/115, 3apeectpoBanoi B MiHicTepcTBi tocTullii Ykpainu 4 ceprnas 1995
poky 3a Ne 286/822.

6. XiMmiyHa Ha3Ba (IJI9 XIMIYHOI PEUYOBHHH) 3a3HAYAETHCS BIAMOBIAHO M0
HOMEHKJIaTypu MiKHApOJIHOTO coro3y TeopeTuyHoi 1 npukiannoi ximii (IUPAC) Ta
IHIIMX MIKHAPOJHHUX KJIACU(]IKATOPIB.

7. Indopmariis, sika 3a3HaYA€THCA Y TACMOPTI OE3MEYHOCTI XIMIYHOT MPOAYKIII,
Mae BiAmoBigatu iHMOpMaIli, sika 3a3HaueHa y 3BITI MPO OE3MEeUHICTh XIMIYHOI
pedoBUHM. SKIT0 po3poOKa 3BITY PO OE3MEUHICTh XIMIYHOT PEYOBUHU 3aBEpIIICHA, TO
y J0JaTOK J0 macnopra Oe3MedHOCTI XIMIYHOI MPOAYKIi MalTh OyTH BHECEHI
BIJIMTOBIIHI CIICHApIi BIUIUBY.

V¥ nacnopTti 0€3Me4YHOCTI XIMIYHOI IPOAYKIIIT y KOXKHOMY BIJIIOBITHOMY PO3ALII
Mae OyTH 3a3HAUYEHO YH 3aCTOCOBYETHCS MACHOPT 0€3MEYHOCTI A0 HAHOPOPM XIMIYHOL
PEYOBHHM, JI0 IKUX CaMe, a TAaKOXX MOCUJIaHHS Ha BIAMOBIAHY 1HGOpMALIiIO y MacnopTi
0€3IEeYHOCTI, KA CTOCYETHCS KOXKHOI 3 TAKUX HAHO(POPM.

[Tacriopt Oe3meyHOCTI XIMIYHOI MPOIYKLII PO3POOISETHCS BIAMOBIAHO 110
nonatka II no TexHIYHOro periaamMeHTy HI0A0 OEe3MEeYHOCTI XIMIYHOT MPOAYKIIi,
3aTBEpKEHOro nocraHoBoto Kabinery MinicTpiB Ykpainu Bing 23 nunus 2024 poky
Ne 847.

8. Kiacudikamis Hebe3nmekn Ta MapKyBaHHS XIMIYHOI PEYOBHHH Mae
BiZIMOBIaTH TeXHIUHOMY periaMeHTy Kiacudikailii HeOe3MeuyHOCTl, MapKyBaHHS Ta
MaKyBaHHS XIMIYHOI MPOIYKIIii, 3aTBEPIKEHOMY TocTaHoBol0 Kabinety MiHicTpiB
VYkpainu Big 10 tpaBus 2024 poky Ne 539.

9. Iix yac mpoBeACHHS €KCIIEPTU3U MaTepiaiiB, 110 MOJAIOTHCS Ha JIepKaBHY
peecTpallio XiMIYHKUX Ta O610J0r1yHUX HeOe3neunux (aktopis, KomiteT 3000B'a3aHui
3a0e3ne4nTH 3aXUCT KOH(PIIEHIINHOT peecTpaliiHoi iH(opmarlii BiJl po3rojoIeHHs 1
HEZOOPOCOBICHOTO KOMEPIIIHOTO BUKOPUCTAHHSA 3 JOTPUMAaHHSIM BHUMOT 3aKOHIB
VYkpainu «IIpo iHbopmarriro» Ta «IIpo 3axucT nepcoHATbHUX JaHUX.

Jdupextop denapramenry

rPOMAaJICbKOro0 310POB'sl Terana CKAITA
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