Honatok 4

1o Ilopsaky momanHs 3BITHOCTI,
nepenbadenoi crarrero 111 3akony

Ykpainu «lIpo 3axoau mono

MOTIEPEIPKEHHS Ta 3MEHILICHHS
BKUBAHHS TIOTIOHOBHUX BUPOOIB 11X
IIKIJJTABOTO BIUIUBY HA 370POB’ S

HaCCJICHHI»

(mianyHkT 3 myHKTY 2 po3airy II)

IlepeJiik iHrpeai€eHTIB, BUKOPHMCTAHUX Y BUPOOHHUIITBI TIOTIOHOBOTO BUPOOY
(n00aBKM, iHIIII pEYOBHHM TA €JIEMEHTH)

No Hassa Omnuc Ilonganus 3agBHUK BBaXKac
3/l iHpopmaii iHpopMmariro
KOH(}1ACHIIITHOIO
1 2 3 4 5
1 | Kareropis Kareropist komnonenTta Bupooy (y O
IHTpeieHTa TOMY 4HCIi QUIBTPIB, TATIEPY
TOIIIO)
2 | Inma kareropis Kareropis komnoHneHnTta Bupooy, O-11B
IHTpelieHTa SKILO BUOPAHO «IHIIE»
3 | Has3pa inrpenienta | XimiuHa Ha3Ba iHTpEIiE€HTA @)
4 | CAS Homep CAS O
?ﬂeHTHfblKaTOp (XimiuHa pedepaTuBHa ciyx0a
IHTpEIEHTA Chemical Abstracts Service)
5 | HomatkoBuii CAS | HonatkoBuit CAS HOMED O-I1B
1IeHTH(IKAaTOP IHIpE/IIEHTA, 32 HASIBHOCTI
IHTpeieHTa
6 | FEMA Homep FEMA O-1IB
%ﬂeHTHfblKaTOp (Acorriariss BUpOOHUKIB SIk1ro
IHIPCIEHTa apoOMaTHU3aTOPIB Ta EKCTPAKTIB Homep CAS
Flavour and Extract Manufacturers | ue icHye,
Association), 3a HAsIBHOCTI TTOBUHEH
OyTH
7 | Imertudikarop SIKI10 THTPEIEHT € Xap4YOBOIO BKa3aHUi
JI00aBKHU 106aBKOI0, BKaszyeThes «E-ingexcy | IPUHANMHI
IHTpemieHTa Xap4oBoi J00aBKH OJIVH 13
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1 2 3 4 5
8 | FL inentudikatop | Homep FL, 3a nasBHOCTI YOTUPbOX
IHIPCAIEHTA (YVuikanpHui i1eHTudIKaiiHIA HOMEPIB.
HOMep pedoBHHH The unique Hxmo
identification number of the g‘fa:"yen’c’l
substance) UIbIIC
OJTHOTO
: ) HOMEpa
9 | EC inentudikarop | Homep EC BOHHp ’
IHIPCAIEHTA (Homep €Bporeiicbkoro Kaaactpy | posramoy
ICHYIOUMX KOMEPIIHHUX XIMIYHUX | foTpCs B
PEYOBUH), 32 HAIBHOCTI OPSKY
NPIOPUTETH
OCTi:
FEMA>
Jo6aBka>
FL>EC
10 | KonuBanHus [adopmariis, un KONUBa€ETHCA O
KUTBKOCTI KUTBKICTh IHTPEAI€HTA Y PI3HUX
IHTpeIieHTa MapTisiax
11 | KinbKicTb CranmapTHa Bara iHrpeIieHTa, 110 O
IHTpe/li€HTa B BKJIIOUEHUH B OJTUHUIIIO BUPOOY
peuentypi 3TiJIHO 3 PElEeNnTypOI0, MT
12 | MiniManbHUH [adopmariis moao HaiiMeHIIOT Baru O-I1B
PIBEHb IHIPEIIEHTA | IHTPEIIEHTA B OJAUHULII BUPOOY
B peLenTypi BIJITIOBIJTHO J0 pELENTypH, SKILO
3asiBJICHA BEJIMYMHA KOJIMBAETHCH,
11100 BipEryIoBaTi NPUPOIHI
BIZIMIHHOCTI TIOTFOHOBOT'O JIUCTS, MT
13 | MakcuManbHUR [ndopmariis mono HaOUIBIION O-1IB
piBeHb IHTpEi€EHTa | Baru iHrpeaieHTa B OAMHHUIIL
B peLenTypi BHUpOOY BIJIMOBIJHO JI0 PELIETITYPH,
SKILO 3asBJICHA BEIMYMHA
KOJIMBA€EThCS, 1100 BIAPETyIIOBaTH
MPUPO/IHI BiIMIHHOCTI
TIOTIOHOBOT'O JIUCTSI, MT
14 | Bumipsna cepennst | Maca inrpezienTa, sika Oyna O-IIB

KUIBKICTH
IHTpeieHTa

(baKTHYHO T0J]aHA B OJTUHHIIIO
BUPOOY NMPOTATOM 3BITHOT'O
nepioay (po3paxoBaHa y BUTIISI
CTaTUCTHYHOTO CEPEAHBOTO
apu(METHYHOTO 3HAYCHHS BEIIMIHH
JTAHOTO 1HTPEJIEHTA, TOJAaHUX JI0




[IponosxeHHs nonatka 4

1 2 3 4 5
KOHOI BUPOOJIEHOT
CTaHJAPTU30BAHOI apPTii), MI
15 | Bumipsine OTpuMaHe CTaTUCTUYHUM METOJIOM O-I1B
CTaHJapTHE CTaHJApTHE BIIXUJICHHS BiJ|
BIIXWJICHHSA CepeIHBOI KUTBKOCTI IHTPEIIEHTA,
IHTpeieHTa JOJJAHOTO HA OJIMHUINIO BUPOOY B
MEKaxX KOKHOI CTaHapTU30BaHO1
naprii
16 | KinekicTb KinbkicTh B3STHX 710 yBaru O-I1B
BUMIipIOBaHb BHUMIPIOBAHb
IHTpeTieHTa
17 | Oyskmis ®Oynxuis (GyHkil) iHrpeaieHTa O
IHTpeTieHTa
18 | Inma dyHkuis ®Oyukuis ado GyHKLIT iHrpeaieHTa, O-I1B
IHTpeieHTa SIKIIIO BUOPAHO «IHIIIE)»
19 | Indopmartis, o [adopmariis HasIBHOCTI IHTpeIiEHTA O
IHTpENiEHT € BiZIMOBIHO 10 monaTtka 11 no
HPIOPUTETHOIO [Topsiaky mofaHHs 3BITHOCTI,
100aBKOIO nepeabaveHoi crarrero | 11 3akoHy
VYkpainu «IIpo 3axonu mono
MIOTIEPEHKEHHS Ta 3MEHIIICHHS
BXKHMBAaHHA TIOTIOHOBUX BUPOOIB 11X
HIK{ITTABOTO BIUIMBY Ha 370POB’ S
HaCEJICHH», 3aTBEPIKEHOT0
Haka3oM MiHicTepcTBa 0XOPOHU
310poB’st YKpaiHu 26 ceprHs
2024 poky Ne 1488
20 | Cratyc Indopmartis, un xapakTepu3yeTbes O
HE3ropijioro IHTPEIEHT y HE3rOpuIii hopMi
IHTpeieHTa OyAb-SIKUM BiJOMUM THUIIOM
TOKCUYHOCTI YA Ma€ KaHIIEPOTEHHI,
MyTareHHi abo penpoyKTHBHO
TOKCUYHI BJIACTUBOCTI
21 | InenTudikarop Peectpariiinuii Homep 3 O
HeOe3MeYHoro Jlep:xaBHOTO peecTpy
dakropa Hebe3nevyHoro gakropa

IHTpeieHTa
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22

REACH
ineHTudikarop
IHrpenieHTa

REACH peectpauiiinuii Homep
IHTpeTieHTa

(BiznosimHo Pernmament €C

Ne 1907/2006 €BporeiicbKoro
napiamenTy Ta Pagu Bin 18 rpyans
2006 poxy 1070 peecTpariii,
OIIIHKH, aBTOPH3aIlii i 00MEXKECHHS
ximiuaux peuyoBuH — REACH), 3a
HAsSIBHOCTI

O-11IB

23

HasBricte GHS
ineHTudikaTopa
IHTpemieHTa

[adopmariis moa0 HAIBHOCTI
inenTudikaropa kiracudikamii’
HeOe3NeKr Ta MapKyBaHHs
IHpeaieHTa BIAMOBIAHO 710
y3TO/DKEHOI Ha III00aIbHOMY piBHI
cucreMu Kiacudikaii HeOe3neKku
Ta MapKyBaHHS XIMIYHOI IPOIYKIIiT

(Globally Harmonized System of
Classification and Labelling of
Chemicals — GHS)

24

GHS
iIeHTHdiKaTop
IHIpeieHTa

InenTudikarop knacudikamii
HeOe3NeKkH Ta MapKyBaHHS
IHTpeiEHTA BIAMOBIIHO A0
Y3TO/IKEHOI Ha I7100anbHOMY piBHI
cucreMu Kiacudikaiiii HeOe3neku
Ta MapKyBaHHS XIMIYHOI IPOAYKIIIT

(Globally Harmonized System of
Classification and Labelling of
Chemicals — GHS)

O-11B

25

Toxcukomoriuui
JaH1 IHTPEeII€EHTA

HasBHICTh TOKCHKOJIOTTYHUX AAHUX
110JI0 PEYOBMHU OKpeMo abo y
CKJIai cymimli. Y KO)KHOMY
BUIIQ/IKY BKa3aTH, UM HAJIEKATh
TOKCHKOJIOT14Hi 1aHi peYOBHHHU J10
3ropijoi abo He3ropinoi hopmu

26

TokcuyHi BUKHUIH
IHTpeieHTa

HasBHICTE 1OCTIIKEHD, K]
BKa3yIOTh Ha XIMIYHHUNA CKJIaJl
Ta/ab00 TOKCUYHICTH BUKHJIIB

O/O-11B

27

Kanneporenna,
MyTareHHa Ta
pEenpolyKTUBHA

HasBHicTb Oyb-KOTO
JTOCITIDKEHHS, TII0 CTOCYEThCS
KaHIEPOTreHHOCT1, MyTareHHOCTI Ta

O/O-11B
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TOKCHYHICTb PEenpOTyKTUBHOT TOKCHYHOCTI
IHTpeIi€HTa JTAHOTO 1HTPE/IIEHTA
28 | CepreBo-ntereneBa | HasiBHICTB «in Vitro» ta «in Vivoy O/0O-I1B
TOKCUYHICTh aHaITI31B JJIs OI[IHKU
IHTpeli€HTa TOKCHKOJIOTTYHOT'O BIUIUBY
IHTpeIieHTa Ha cepile, KPOBOHOCHI
CyAMHHU a00 TUXaJbHI MUIAXH
29 | BnactuBocri HasBHICTH aHaIi3y MOXKIUBUX O/O-11B
IHTpeIieHTa, 110 BJIACTUBOCTEH 1HIPEIi€HTA, 10
BHUKJIUKAIOTh BHUKJIUKAIOTh 3QJICIKHICTh
3JIC)KHICTh
30 | Tmmi HasBHICTD OyIb-SIKHX 1HIINX O/O-11B
TOKCHKOJIOT14HI TOKCHKOJIOTTYHHX JaHUX, PO SKi
JlaHi po He OyJ10 3a3HaYEHO BUILE
IHTpEIiEHT
31 | JoxymeHraris 3aBaHTAKUTHU HASIBHI JOCIIKCHHS, O/O-11B
TOKCHYHOCTI 3a3HAYCHI y MOMEPEHIX IECTH
(3aBaHTaXYIOTbCS | MOJISIX (TOKCUKOJIOTIYHI JaH1
OKpPEMUMU IHTpe/li€HTIB, BUKU/IH,
¢aitnamn) KaHIIepOreHHa, MyTareHHa Ta

PENpPOAYKTHBHA TOKCUYHICTb,
CepIIeBO-JIET€HEBA TOKCUYHICTbD,
3aJeXKHICTh, 1HIIIE)




