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(c) he disagrees with the lead registrant on the selection of this information.

If points (a), (b) or (c) apply, the manufacturer or importer shall submit, along with the
dossier, an explanation as to why the costs would be disproportionate, why disclosure of
information was likely to lead to substantial commercial detriment, or the nature of the

disagreement, as the case may be.

3. A submission for registration shall be accompanied by the fee required in accordance with

Title IX.

Chapter 4

Common provisions for all registrations

Article 20
Duties of the Agency

1. The Agency shall assign a submission number to each registration, which is to be used for
all correspondence regarding the registration until the registration is deemed to be
complete, and a submission date, which shall be the date of receipt of the registration at the

Agency.

2. The Agency shall undertake a completeness check of each registration in order to ascertain
that all the elements required under Articles 10 and 12 or under Articles 17 or 18, as well
as the registration fee referred to in Article 6(4), Article 7(1) and (5), Article 17(2) or
Article 18(2), have been provided. The completeness check shall not include an assessment

of the quality or the adequacy of any data or justifications submitted.
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(c) ecTh pa3HOrIacus ¢ BeIyLIUM PETUCTPAHTOM 1O 0TOOPY MH(OpMAIUK IS
HpOXO)KI[eHI/I}I pETUCTPALIUH.

ECJI * (a), (b) unu (¢), MPOU3BOAUTENH UITU UMIIOPTEPHI JOJIKHBI BMECTE C
* MPEIOCTaBUTh O0BACHEHUS, TOYEMY ITPH COBMECTHOM Mo/1aye TOKyMEHTOB €€
CTOMMOCTb OyJIeT Ui H opo>1<e noyeMy oOHapoI0BaHUE HHPOPMAIIMH MOXKET MPUBECTH K

%E RC]H K*aI/IHLI WIY IPUYMHY pa3HOIJIACHH, B 3aBUCUMOCTH OT CUTYaIUH.

3. %Tpaum HpOBOI[I/I’E*pI/I ymiate coopa, Tpedyemoro B coorBeTcTBHHU ¢ Paznenom IX.

* ** iasa 4

OO0mue ycjoBus IJIsl perucTpaluu

1. AreHTCcTBO MMpUCBANBACT BXO H_II/Iﬁ HOMEp HOKYMCHTAM JIA perucTpanuu, KOTOpBIﬁ
HCIIOJIB3YCTCA MJISI CCBUIOK B PECIIOHACHIIUUA O IT CAype perucTpalnum, roka oHa HE

Iliya

2. AreHTCcTBO OCYHICCTBJIACT MMPOBCPKY KOMINJICKTHOCTU NOKYMCHTAIIMU HA PErUCTPALNUIO JJIS

6y,[[eT MMOJIHOCTBIO 3aBEpPIIICHA, 4 asl ABJISACTCs HaTOﬁ IMOJIYUCHHU B

ArentcTBe JOKYMCHTOB Ha perucrpanu

o0ecreyeHns: X MOJHOro cooTBeTCTBHs TpeboBanusaMm Crareit 10 u ﬂﬂlZ wnu Crareit 17 win
18, a Taxke rapaHTuu yIulaTsl Tpedyemoro coopa, yKasaHHo tatbe 7(1) n

(5), Crarbe 17(2) unu Cratbe 18(2). IlpoBepka KOMHJ‘IC%TI/I JIOKyMEHTaluY i BKJTIOYAET
B ce0s OLIEHKY €€ KaueCTBa WM aJJeKBaTHOCTU JAHHBIX U pEeACTaBIECHHBIX O OB.

w[[JEACH %

L
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The Agency shall undertake the completeness check within three weeks of the submission
date, or within three months of the relevant deadline of Article 23, as regards registrations
of phase-in substances submitted in the course of the two-month period immediately

preceding that deadline.

If a registration is incomplete, the Agency shall inform the registrant, before expiry of the
three-week or three-month period referred to in the second subparagraph, as to what further
information is required in order for the registration to be complete, while setting a
reasonable deadline for this. The registrant shall complete his registration and submit it to
the Agency within the deadline set. The Agency shall confirm the submission date of the
further information to the registrant. The Agency shall perform a further completeness

check, considering the further information submitted.

The Agency shall reject the registration if the registrant fails to complete his registration

within the deadline set. The registration fee shall not be reimbursed in such cases.

3. Once the registration is complete, the Agency shall assign a registration number to the
substance concerned and a registration date, which shall be the same as the submission
date. The Agency shall without delay communicate the registration number and
registration date to the registrant concerned. The registration number shall be used for all

subsequent correspondence regarding registration.
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AreHTCcTBO MPpOBOAUT INPOBCPKY KOMIUICKTHOCTH B TCUCHUC TPCX HCACIIb CO AHA MTOJIYUCHUA
AOKYMCHTOB, UJIU B TCYCHUC TPEX MECALICB C JaThlI, y1(a3aHH01>i KaK OKOHYaTcCJIbHasA, B

KOTOPBIC TOAABAJIMCh B TCYCHHUEC IBYX MECALICB HETIOCPCACTBC (0} y A

HpC,Z[CJ‘II;HOFO CpOKa. * *
RO

HUCTCUCHUSA TPCXHCACIBHOI'O UIIM TPEXMECAUYHOTO CPOKa, 3 0 BO BTOpOM a03a ,

Kakyo elle HHGopMaLuo Heo0X0AUMO MPEIOCTABUTh I[H*pHJGHI/I}I perucTp ; IpH
9TOM yKa3bIBAa€TCs pa3yMHBIN CPOK ee noaauu. Peructpant a *npez{cm Th
TC

cooTBeTcTBUH cO CTaTheit 23, Ipu perucTpanuu mo3TarrHo BBOI[iMBIX ICCTB, 3aj4BJICHHA Ha

Ecmm perucTpanus HE 3aBCPLIICHA, TO ATEHTCTBO JOJIK

3aIIPOIICHHBIC TOKYMCHTLIL AI‘eHTCTBy A0 YKa3aHHOTI'O CpOKa. 0 PKAACT
PETUCTPAHTY AATy IMOJTYYCHHA ﬂOHOHHHTCHBHOﬁ I/IHCI)OpMaI_II/II/I. ATEHTCTBO CHOBa IIpoOBOAUT
IPOBEPKY KOMIINICKTHOCTU JOKYMCHTAIUN HA PCTUCTPALUIO, YUUTBIBAA JOINOJIHUTCIBHO

MIPEJCTAaBICHHYI0 HH(OpMAIHIO.

ATEHTCTBO OTKa3bIBacT B peFI/ICTp*/I, J!!; p*paHT HE IPEAOCTABJISICT B TCUCHUC

YKa3aHHOT'O CpOKa Tpe6yeMyi*i(1)opMaumo. PeFI/IC*AI/IOHHHﬁ cOop B ATOM ciy4ae He

BO3BpalacTCA.
REACH
CTpal

U ATEHTCTBO

3. Ilocne oxkoHUaHUSs npoucaypsl PUCBANBACT BCUICCTBY

peFI/ICTpaI_[I/IOHHHﬁ HOMEp, a YKa3bIBACT AATy CTpallur, KOTOpAasA yKa3bIBACTCA 1O

AaTe MOCTYIUICHUA NOKYMCHTOB. MCJICHHO coo6maeT PErucCTpanTy Aary

*CTEO HE
PEruCTpALMK U PErUCTPALIMOHHBIN ep*l\

KOppECNIOHACHIINN HeO6XOI[I/IMO HCIIOJB30BaTh IMOCJIC OTOIO peFI/ICTpaI_[I/IOHHHﬁ HOMEp

a. Bo Bcell nmocnenyrome
BEIIIECTBA.

w[[JEACH%
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4. The Agency shall notify the competent authority of the relevant Member State within
30 days of the submission date, that the following information is available in the Agency

database:

(a) the registration dossier together with the submission or registration number;
(b) the submission or registration date;

(c) the result of the completeness check; and

(d) any request for further information and deadline set in accordance with the

third subparagraph of paragraph 2.

The relevant Member State shall be the Member State within which the manufacture takes

place or the importer is established.

If the manufacturer has production sites in more than one Member State, the relevant
Member State shall be the one in which the head office of the manufacturer is established.

The other Member States where the production sites are established shall also be notified.

The Agency shall forthwith notify the competent authority of the relevant Member State(s)
when any further information submitted by the registrant is available on the Agency

database.
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4. ArentctBo B TeucHue 30 I[Heﬁ C MOMCHTA NPHUCBOCHUS PETUCTPALUOHHOT'O HOMEpA BCUICCTBY
YBCAOMIIAICT COOTBECTCTBYROIHUE KOMIICTCHTHBIC OPIaHbI COOTBGTCTBYIOH_ICI‘ () Focyz[apCTBa-
VYuacTHHKa 0O IaJ'II/I‘-II/II/I CICAYIOIUX NAaHHBIX B 0a3ze AreHTcTBa:

%pCFI/ICTpaHI/IOHHOFOHOCBC U pCrucCTpaliuOHHOTO HOMEPA,

ﬁ? @E]Neﬂ)*paHHOHHOFO HOMeEpa;
(*pGSyJIBTaTOB npo* KOMIUICKTHOCTH;

(d) O* %CT&BJ’IGHI/H/I ,[[OHOJ'IHHTCJIBHOﬁ I/IH(bOpMaI_[I/II/I, B COOTBCTCTBUU C

TpeTbuM ab3ariem naparpacga 2.

COOTBCTCTBYIOH_[I/IM FOCYI[apCTBOM-yqaC IHI/IKOM CUYUTACTCA TO rocy,[[apCTBO-yqaCTHI/IK, Ha

ﬂ*}' Ka3aHHOTI'O BEIICCTBA WJIH I'IC
pacmoJsiaracrcsd €ro I/IMl'IOpTep.. .

Ecau npousBoaurtens umeer, mg lg ACTKHM Ha TEppUTOpPHUH OoJiee, 4eM OJTHOTO
INocynapctBa-YyacTHuKa, \

yqaCTHI/IK, Ha TCPppUTOPUHN KO OI'O HAaXOOUTCA T. MpeaACTaBUTCILCTBO
IIPpOU3BOAUTCIIA. Taxxe J0JI OBITh YBCOOMIICHBI THe FOCYHapCTBa-yqaCTHI/IKI/I, Ha
TCPPUTOPHUU KOTOPBIX HAXOAATCA I/IZ*I B bIC YYaCTKHU.

AreHTCcTBO HEMCAJICHHO I/IH(l)OpMI/IpyeT KOMIICTCHTHBIC OpIraHbI COOTBCTCTBYIOI_HGI‘O

TEPPUTOPUHU KOTOPOIO IIPOUCXO 0

—~
==l

/ yuTaThCcs TO ['ocynapcTBo-

I'ocynapcTBa-Y4acTHHKA O MOCTYIUIEHUH JIFOO0H pyroi MH(opMaIus OT perucTpaHra,

KOTOpasa JOCTYIIHA B Oaze JaHHBIX ArenTcTBa. ' * .

w[[JEACH %

L
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ANNEX 1V
EXEMPTIONS FROM THE OBLIGATION TO REGISTER
IN ACCORDANCE WITH ARTICLE 2(7)(a)
EINECS No Name/Group CAS No
200-061-5 D-glucitol CsH14Os 50-70-4
200-066-2 Ascorbic acid CsHsOs 50-81-7
200-075-1 Glucose CsHi20s 50-99-7
200-294-2 L-lysine CsH1aN2O 56-87-1
200-312-9 Palmitic acid, pure CisH320: 57-10-3
200-313-4 Stearic acid, pure CisHsO> 57-11-4
200-334-9 Sucrose, pure Ci2H22011 57-50-1
200-405-4 o-tocopheryl acetate Cs1H520s 58-95-7
200-432-1 DL-methionine CsHiulNO-S 59-51-8
200-711-8 D-mannitol CsH14Os 69-65-8
201-771-8 1-sorbose CsH120s 87-79-6
204-007-1 Oleic acid, pure CisH34O: 112-80-1
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NPUJIOKEHUME 1V
l‘*b PETUCTPALIMU C YUYETOM OBSA3ATEJILCTB,
* * COI'JTACHO CTATbBHU 2(7)(a)
EINECS' Ne Haumenosanue/I'pymnma CAS Ne
200-06’1* Z[-rJnouHTon‘*HM O¢ 50-70-4
LT
200-066-2 AKQ/IHOBEUI kuciora C¢HgOg 50-81-7
200-075-1 I'mroxo3a CgH1,04 50-99-7
- - *
200-294-2 JI-muzun CeH 4N 56-87-1
200-312-9 HaHBMHTHHOBa*@EIN'G( HC* 57-10-3
200-313-4 CreapuHoBas Kncx*ma CisHs 02* 57-11-4
& X
200-334-9 Caxapo3za C,H2,01; 57-50-1
200-405-4 a-arerat Tokodepoia C;1HsxO;3 * *5-*
200-432-1 DL-metnonun CsH;NO,S * 59-51-8 |
*GIE
200-711-8 D-maguauTton CeH 406 69A-6§H
* ¢

201-771-8 1-cop6o3a CsH,0s * 8*9*
204-007-1 OneunnoBas kucnota, uncras CigH3z40, 112-80-1

[mpuM. penakropa nepeBoga] EBpomnelickuil nepeyeHs CyIECTBYIOIUX KOMMEPUECKUX XUMUYECKHUX BELIECTB
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EINECS No Name/Group CAS No

204-664-4 Glycerol stearate, pure C21H#04 123-94-4
204-696-9 Carbon dioxide CO: 124-38-9
205-278-9 Calcium pantothenate, D-form CoHi7NOs.12Ca 137-08-6
205-582-1 Lauric acid, pure C12H20: 143-07-7
205-590-5 Potassium oleate CisH3:0:K 143-18-0
205-756-7 DL-phenylalanine CoHii1NO> 150-30-1
208-407-7 Sodium gluconate CsH1-O7.Na 527-07-1
212-490-5 Sodium stearate, pure CisH302.Na 822-16-2
215-279-6 Limestone 1317-65-3

A noncombustible solid characteristic of

sedimentary rock. It consists primarily of calcium

carbonate
215-665-4 Sorbitan oleate C2sHOs 1338-43-8
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EINECS' Ne Haumenosanue/I pynmna CAS Ne

204-664-4 Conp rnuuepuHoBoit Kuca0Thl Cy1HapO4 * 151_1*
204-696-9 Vrnekuciora CO, | m E :A & H

205-278-9 [ManTorenat kanbius, D-hopma CoH17NOs 1,C 137-08-6 *
205-582-1 JlaypunpBas kucnora, unctast Ci2H240, IW-;
205-590-5 OnennoBokucieiii kanuii CigH340,K 143-18-0

205-756-7 DL-denmunanonnx CEHKZ ’k | 150-30-1

208-407-7 T IOKOHAT HanWEaAc H * 527-07-1

212-490-5 CTeapHHOBOKHCHBprHI?'I, quCTHI clgT*SzNa 822-16-2

215-279-6 N3BecTHsK : : 1317-65-3

Heroptoune TBepable XapaKTEPUCTUKH OCAJT0YHBIX

. : : COCTOSIT:Hp;I/IIYHICCTBeHHO W3 KaJIbIIUTA.

215-66*&] EN@w*cop6nTaH CaeHsO6 1338-43-8

LT






