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SUBSTANCE: Perfluorofaceticacid, 2-(5-methoxy-1,3-dioxolan-4yljoxyl),
[ammoniumsalt

USEOF SUBSTANCE  addiive

REFN. notyetassigned

CAS. N.: 1190931-27-1

SOCIETY: SOLVAY SPECIALTYPOLYMERS

[PERSON RESPONSIBLE FOR THE TECHNICAL DOSSIER:

|ADDRESSOFTHERESPONSIBLE:

PHONE: +39) [Z —

e-mail

[Where the technicaldosserdoesnot cortainallI requesieddata(sssbelow)Gvereasons |
inApri2013,SolvaySpecialtyPolymerssubmited atechicaldossierand a P-SDSforthe
applicationfor thesafetyevaluation ofPerfuoro{acetcacid,2(5-methoxy-1,3Gorclon-
[47hox9D, ammonium sat.
[histechnical dossiercontainsadcisonal information requestedbythe EFSAWorkingGrouplonFoodContact Matera ofthe Scisntfic Panelan foodcontactmaterials,enzymes,[favouring andprocessing aids (CEF), e.EFSA Question numberEFSA.Q.2013.00363.
|Adationalnentoric dot are provided with respect othe specfcmigrationofconfidential

singananalyticalmethodwit a targetdetectionitof1
oo hats,an ismronuieussay anioaral ioumaton nosoonremove
iprovided.

[The initelP.SOSsubmited in2013 hasbeenrevisedandthenewinformationrelated fo the
Jactionainformationcanberecognised s ext on a reybackground,markedREV.
[HardcopiesofAnnex:13.15, relate toatonal information,areprovidedinthepresentdossier,wheonCDROMcopiesofAnnex1-15ae provide
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RemARics:
‘CONFIDENTIALITY

Goran sectonsof tis flng conta condenl business formation ht shoud ot beTeease to tor aris, Th fommarked Confenta sho bo reviews any bybored mambers of EFSAand th Esopean Commission n conection wih hs avaluaionSthsuaiof th potlonad substance a usei ood conact material,Wor spocliaty teflowing oration s considered conbanal oman:
- spackoscopy data (00 12)
~ the proprietary manufacturing process (see 1.2.10)© puis (soo 121):© putty 500 12.12
= thermal decomposition products (see 2.2.5)
~ maximum percentage in formulation (see 3.5)© raionapo. ho narofte ecomposion products: ho snalyica method or

in olomiratonof ne rskal content of F-Dix Ack Amon Sal 1 ntcontol 300 3 and)
gene mutation assay on decomposition product (see 8.1.4)

Clearly,publicdisclosureofthis information would harm Solvay Specialty Polymers”Compa posion, 2s compotlos copoten Improve her own process by eamingine doaofSlaySpocaly Poymer process.Tho condonl narmalon hasbeen rerhoved fom he “n-confdentar version of thfig. provided on CORON.

on
INFORMATION REQUESTED INFORMATION PROVIDED
1... IDENTITY OF SUBSTANCE
11 indvidusl substance: No
12 defiedmicure: ws
121 chemical namo: Acelicacid,2,2-dfluoro-2-{2.2 5-elrauoro-5-

(trifluoromethoxy)-1,3-dioxolan-4-yfjoxy}-.ammonium salt

{ify
122 synonym: Dio Acid Ammonium Sa, CB04 Cy
123 trade name(s): Cyclic C604 Ammonium Salt, cC604 Ammonium Salt

124 cash visugat2r1
125 consents: To absance is a process mre of fourGaserecomos and each par conana 5050 mire

ftw enantiomers.
126 proportions nthe Tho absance is a process miu of fourTr: Gnsreasomrsvi to folowing proporions:ammonium dora (45.05.24Sour:

5-{rifluoromethoxy)-1,3-dioxolan-4-yl] oxy)
‘acetate (~25%wiw)+ ammonium ifuors ((47,59:2.2.4Sottero:
-(trifluoromethoxy)-1,3-dioxolan-4-yl] oxy}aca (2 ute)
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+ ammonium dilioro (45,551.22,otatuoro-
‘5-{trifluoromethoxy)-1,3-dioxolan-4-yl]oxy}
‘acetate(~25%wiW)+ ammonium aluord(UR.SR)22.4Sekafore-
‘5-{trifluoromethoxy)-1,3-dioxolan-4-yl)oxy}Scots (25min)RetArner (Fla ND)

127 molecular and Molacular formula: CEHAOBNFSSiucturl formula: Scare fom:
era coo,Y47

Ne
1.28 molecularweight(Mw) 357 gimol

narange:
120 spectroscopicdata: contdontltomatohas boon romovad

1240 manacuringdoals ~~ contdantlforalnhasboo vod

1241 purty (4: contdantl tomatohsboonremoved
F-Diox Acid Ammonium Sal is manufactured and usedonly 2 aqueous sukon: typically concentration n walor
sso

12:12 impurities Ch: contolinfomation hasbonrmoved

1213 specications:
1244 otherinformation: No thr information'sven
13 Nondetmedmistur: 10
14 ‘polymer usedas. noSader:
2 PHYSICALAND CHEMICAL PROPERTIESOFSUBSTANCE
20 physical properties
241 molingpoint (0): ascMilling pint has boo established accding to OECD102maths
242 bollng point (C): The boing pointof th noe substancecould not bodeormingd snc a T95C-140-C las dacomposing.
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243 docomposition Decomposition starts at 140°C
tomperature (C): Rot. Amex 5

214 solubility gh): 2667 g/L water
Water solubilly has boon established according to
‘OECD 105 method

215 octanoliwater logPor =-0.38at22°C.
partition(log Po) Parton cooffcent has boon established according fo

‘OECD 107 method
21.6 othor information Noother information is submitted

related to lipophilicity:
22 chomical properties
224 nature: The pH of the rolled substance in aqueous solution

(2091) is 10
222 reactivity: The notified substance is not reactive under the

condions described in section 3.
Nevertheless due to its poor thermal siabilly it starts
‘decomposing at temperature exceeding 140°C.

223 stability: “The noifed substance, du to its poor thermal stabilty,
starts decomposing during the thermal treatments
described in sacton3.

Rol. Annex 5
224 hydrolysis: Not relevant, hydrolysis wil not occur.
225 intentional confidentialinformationhasbeenremoved

decomposition!
transformation:

226 unintentional -
decomposition’
transformation
products):

227 interaction with food “Thero aro no known Inoractonsvith food substances.
substances:

228 other Information:
3 INTENDED APPLICATION OF SUBSTANCE
31 food contact material: The notified subsianca is used in the manufactureof

uorinated polymers ke:
~ Tetrafuoroethylene homopolymer
~ Copolymers of tetrafluoroethyien with

perfiuoroalkyperfuorovinyl ethers~ Copolymers of tlraflurothyleno with
hexafuoropropene

Those fluoropolymers aroprocessedtoproducoarange
ofarcs:

= Parts for food processing equipment (ting,
valves)

~ Tubes, sheets, pipes.
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~ Tapes, cast fims
~ Antistck coatings on cooking utensils

Alofthe aries manufactured fom these polymers and
‘copolymers are for ropoat uso.

32 technological function: The substance is used as an emulsifieridipersing agent
during the polymerization processof luoropolymers.
1 presonce ensures that the polymert be synthesized
forms a stable dispersion of partces.

33 maximum process ‘Typical temperatures encountered in the manufacturing
temporaturo (*C): of fished articles aro:

~ Tubes, sheets and pipes up to 420°C for § min
Tapes, cast fims and parts for food processing
oquipment up to 380°C for 3 min max.

~ Anthstick coatings are dried and thon baked at
tomporatures upto 420 °C for 16 min max.

34 maximum porcentagein  confdanial informationhasbeanremoved
formulation:

35 conditionsofcontactin
practice

351 contactfood: Altyposof oodstus
352 time and tomporature: The maximum temporaturo of conact is experienced by

‘coated cookwaro, such as coatings on fying pans and
articles for oven baking.
‘Coatings for cookware aro used at lemporaluros up fo
230 °C for, usually upto ono or two hours, Thoro may bo.
‘excursions up to 250 °C for 16 minutes.

353 surfacetovolume ratio: This wil vary fom artce to article, bu the conventional
surface to volume rato of6mgd is applicabl.

354 othorinformation: All the artclos manufactured from theso fluropolymors.
aro for repeated use.

36 treatment offood Cookware and bakewaro are usually washed in hot
contact material piorto soapy water boforo use; other articles, such as.
uso: ‘components of food procossing machinery, are rinsed

withhotwater.
37 otheruses: Lubricantpowdorgrades, manufactured with these

uoropolymers may be usod as additives ina variety of
polymers which may be extruded and moulded into
arcoforcontact with all typesoffoodstuff, at all
temperatures forrepeat use.
Lubricantpowdorsare used In tesa polymers o reduce
friction and wear.

38 otherinformation: No aher Information on Intended. application of the
substance is submited
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. AUTHORISATIONOFSUBSTANCE
“4 EUcountes
411 inMombor tate: No
412 noted as now vesCibstanca" ntheConte of oh REACH Rogsaton Number: 01-2116875655-19.0000enonofDirectiveCTR:
413 other information: .
42 nonEU counties
421 mus -
422 ndapam: wo
425 nothercounts: "
424 other information: .
43 othrintomaton: .
5. DATAONMIGRATIONOFSUBSTANCE

51 specifmigraton (SW); SMnadeermined. Insiad, to rosin cot of F-Dio Acid Amon Sa ina TEE im hay boarGoan and wort case rate wes CoosaSaving 100% mira.cosSocios —
52 ovrallmigralonOM): OMrot deamined

53 Quanttcatin and -Diox Acid Ammonium Sa is thomal urstal, s00Genthcatonot 52 hefog tan ofwoaa dcampsion
a) migrating oligomers. products of F-Diox Acid Ammonium Salt in a PTFE filmHY ay eterna Tha. wos caso migaton wisBroanproducts doived calcio asin 100%, proton of neommonomers and staring decomposion produ. confdanial normation asSubstances and addiives© BaenIomovad whch wero found 0 bo fomad duringnl vesman of  F-Dx Ad A Sok

(see 2.2.5).

contort ematn as oanrovesToe act mano 1s doamin to foun contentSF oe ck moi Sats nt condom.Rela7
Revhe. spot, migration of the maln_doconposionrout conldonilomaonHasboorou hsSoocsomin —RafAmexta
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531 test oample: ast im, olied fom an aqueous dsparson ofPTFE
{(polytetrafiucroethylene), containing 50 ppm of F-Diox:a rsSabana (pobinide) s impregnated wih me suesbromo ime Re oeStata STO or 24ra mvegnaton ens is apaad tee mes in
‘ordertoreach therequested thickness (60 um)re rosin, Cot Ae one on osu. ofSovste 1 Seachat Hom suppr a oun leRaving anminknensof8
Thesample conde 1 representthwortcaseas
asoor epost conan oe ghost tomar of toied sibs (51 poy andarvoda aonoBr omShsa oeeapat to oul tol of ho homal decompestonros, confdontalfonhas boonremovedPesan at al ting ni acooum nek Ang. pos
Gan 170° emmy

revThetet sample was th samecastimetd i 201.Toa FM WE roqueiod toes Tete too sample:EE  ,Leike dieitihabedlagiationeot ia
yma es esEEa etrasTneeSr apaAevont casaDocume bam, processed a er procesangempaaes wi Shoot precast, whchSaatires rotons ortEOWomaionhosboosomes — Amex ts

53.4 chomlcal compston: Tro fim sampl eto sa PTFE fim, manufactured winToTesoiSo nn ot slp fh
Somatic aos 3.01 Tho tation or DlxRe mori Salt in tv aosous PTFE dsparein a55 om eared 1 1 Bobet ahh candoroeot Din ed momSo

53.2physical compositions homogeneousfim
53.18 dons,malt flowindox Polymer dans = 22 gemofponer
53.14 dimensions atest 15cm x30 om hoot, ikness60m.Samp:
53.1.5 dimensionsoftest - 05 gam for the determination of ConfidentialShosimen ormatiohsbonremovedae (15 cm 30 cm fo th dotominaton of
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Contant formation as een rood
532 wostmentoftst sample Thiwas ct no small ios, rir o analysis

Traesis
533 testtondyiond condoratohas bor ovaSimalanioractionSavona

revThe speci mation ofconfdental formation ssBon amoved was delomined in 3% aca aed anahar —RotAmex 13
534 contactmod: oat immersin

revThe speci mito ofconfintal foto asDaanTomoved wes detomined in 3% acots acd anaSov oo vor. — et Anan 13
535 contacttime and Contant normal has been rood 1 hour stTorn SOG im an conventional oven, lowed by 1 how a70° nn madaparnav

contoltomatohas been removed 4 hourshamper.
revea wort cas. tests wore parormed 4.5 hours atTOIooo aedands hts 18°C ncoy otal Irs, a. gos Sela (hoodiesVan: Aer e. igtion par ns headepacn ilaSonihasameand toslatersrootontoTRE aan —

536 suiscotovolume rao condentlformalin as Been raved 05 gramevacion ester Famer 1 ay acted wi 5 oxtacion vomTHEE 7500) As on average 03 dntof hn sal naody of | ram. th sala to vam saeionta was 03 a
contdotlformato asboo16044 18 on x %0sai wa. oto 0m mi tonSoha Te wa1 sutosehame oto 54com
revxy————rrTRlAman 15

537 anatamath: CondotelasbanTo HS.GONSasian i chomaaganny wi sav Soom,Cong he sandr aon mend
contdonttntrmatonhas boo oodCEtra, vig tansnd
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rev
oan romewee a0a tniol,es
(headspace gas chromatography with mass detection).RetAnnex 18

558 detection! determination confident omanhsboon avd yg bso
limit: (equal to the intercept of the calibration curve. Taking intoScion he Surface ato apple n ho exacionfai, tho. dtecon li ofcondo normal haseoneredis 0.043maloan

contdontlnrmation has:beanremoved 228g.Comosponding to. ha ove in ha lowest calbratonSoon Tokng nl. scooun the concenialon act
prior to GC-MS analysis and the surfacelvolume ratiohod in tho oxtacion Tost, tho. dtecion, Ii of
Contoanial cman18boafomved 0001 mga=
revThe deacon li of the HS.GC-MS method was 20ngial or 20 nghialn3 dm. The coresponds 10 04
Hg/6 dm. —RotAmex 13

530 recovery: content tomatohsboonroi:ath standard addin method was apple, coverysno pplcabl.
LeTucovary. of10180 was deamined afer rol for 4 hours
HFE7100/acetone (8:2). The following results were
Oaned: —RotAmex 7

[Comet Tome [oom [ee |
2To]
[288 oe
I——

CCAvegesSdn)[99%7|

revThe recovery was detmine by analysing sped oad
imaneaor sorago or 45 hoursat 100°C (0% acelc20) and 3 hours at 75C. (ove ol). Recovery of
Getormined in food smut, both in th absence andho prosoncalfin.irsrefor 5 hourat100° (9%acto ack) and
ommatoaa boon ron eoasas alow:RetAmex 13

Foca Tovoadded |CovTound [Facey |Avstoge
(nghvial) (ngHvial) oF jen

3%acelicacid, SE.WR |.RtSa
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[Emer |[oarpol iILN
SH acolo ads C—O
pleas
Sirs i— —
“olive oil, in the.
‘absence of ell
polymer YesJey1
“olive oil, in the fez Teoo 1
presenceof [867 838 836165
polymer IsTr

5310other formation: .
5311 resus: re tol coon of

‘removed was found to be nol-detectable. As a resul,
worst case migrationofconfidential information hasbeen
removedis < 0.045mg/6dr.

removed was found to be not-detectable. As a result the
‘worst case migrationofconfidentialinformationhasboen
removedis<0.001 mg/6 dm.

In the GC-analysis for residualconfidential informationminor actors pesks vers deedine Somatogan whee soon he ramaroyomine Sak nan
Basedon the calibration curveof confidential information
hasbeen removed, the total area of these additional
Poa es in wrt cov anon of 0034
mg/6 dm. ro Amex?
confidentialinformation hasbeen removed

rev
The migration of confidential information has been
hao etAanex 13

6. DATAONRESIDUAL CONTENTOF SUBSTANCE INTHE FOOD CONTACTMATERIAL

61 actual conto: J—— —Rot Anan?
62 substance DioxAcdAmmonium Sa
63 testaample: hesam fnvas teste as described econ 5.3. Lo,cot omineora anseon deporion PTFE

(polytetrafiuoroethylene), containing 50 ppm of F-Diox2rman Sales anpop
631 chemicalcomposiion see534.1
6.32 physical composition homogeneous PTFE fim
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633 donsity, molt flow Index 5005:3.13
ofpolymer

634 dimensionsoftest 18cm x30 cm sheets, thickness60um
sample

635 dimensionsoftest ‘one sheet (18em x 30 cm) pr test
specimen:

64 troatment of sample: the sample was refluxedfor 4 hours in HFE7100lacetone
®2)

65 testmethod: Af the reflux period, the extract was cooled down and a
residual content of F-Diox Acid Ammonium Salt was
determined by LC-MS analysis.
For_quantiicaion, standard_soluions of F-Diox Acid
‘Ammonium Salt were prepared and analysed.

651 detection!determination The detection limit was 4 ng/ml, and is based on the
Himit: signal obtainedfr the lowest standard solution.

652 precisionoftest “The precision ofthe test method canbeobtainedfrom the
‘method: standard deviation ofthe tipicale recovery experiments.

Sd(o-1) = 5%repeatabillyr= 2.83* Sa(n-1) = 14%
653 recovery: The recovery of F:Diox Acd Ammonium sat was

determined after reflux for 4 hours in HFE7100/acetone
(8:2). The following results were obtained:

F-Diox Acid 2A
Ammonium Salt  ——

fogs Tiaa 7]
Average3San) [12435]

654 otherInformation: -

66 results: “The residual contentofF-Diox Ammonium Salt was found
to bo not-detectable or < 4ngimi. After apphing the
surfacolvolume ratio used in the extraction tsi, the non-
detocabl residual contort corresponds to < 0.0004 mgls
am.

67 calculated migration The calculated worst case migration of F-Diox Ammonium
(worst case: Satis 0.0004 mg/g a.

68 rosiduslcontentversus  -
specific migration:

7 MICROBIOLOGICAL PROPERTIES OF SUBSTANCE
711s the substance used asan Not applicable

‘antimicrobial agent?
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8 TOXICOLOGICAL DATA

81 Gonotoiclty
81.1 Gono mutation In bacteria: The test tem C604 CYCLIC was examined for

the ablity to induce gene mutations in tester
stains of Salmonella typhimurium and
Escherichia coll, as measured by reversion of
‘awolrophic rains to polotrophy.The five tester strains TAT535, TATS7, TASS,
‘TA100 and WP2 uvrA wero used.
Exporimonts wero performed both inthe
absence and presence of metabolic activation,
using liver S9 fraction from rats pre-treated with
phenobarbione and betanaphihofavone.
The test flom was used as a solution in stelle
distlled water.
The test was performed according (0 the EC
Method B.13/14 and the OECD Guideline 471.
The test tom C604 CYCLIC was assayed in the
toxicity test at a maximum dose lovel of 5000
polplate and at four ower concentrations spaced
at approximately haltlog intervals: 1580, 500,
158 and 50.0 ygipate.
‘Concentrations are expressed in terms of active
ingredient. No precipitation of the fest lem was.
observed at the endof the incubation period al
any concentration. No toxicty was observed al
any dose lovel with any tester strain.
In Main Assay I, using the plate incorporation
method, tho lest lem was assayed al the
following dose levels expressed in terms of
aciive ingredient: 5000, 2500, 1250,625 and 313
ugllate. No tosicity was observed ai any dose
level with any tester strain both in the absence
‘and presenceof S9 metabolic activation.
As no relevant incroasos in roveriant numbers
were observed at any conceniraton tested, a
preincubation step was Included for all
reatments of Main Assay Il. The test tem was.
assayed at the same concentrations employed in
Main Assay |.
Toxicty, as indicated by thinning of the
background lawn andlor reduction In revertant
numbers, was observed at higher dose levels
wih all tosor sirans, both In tho absance and
presenceof S9 metabolic activation.
No precipiation of the test fm was noted at the
endofthe incubation period at any conconlration
tested, in any experimen.
“The tes tem cd not induce twofold increases in
the. number of reveriant colonies n the plate
incorporation or pre-incubation assay, at anydose love, inany tester tain, in the absence or
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presence of SO metabolism.
Lisconcluded haltntsifem C604CYCLIC
ossnolInducereversemulationiSaimonel
typhimuriumorEscherichiacolintheabsenceor
‘presenceofS9metabolism,underthereported
experimentalconditions.

— Ret. Amex

812 In vito mammalian call gone The study was performed to inveslgae the
mutation test: polenial of cCB04 Ammonium Sa to Induce

mutations sf the mouse hymphoma thymidine
nase locus using the ol no LYBY according
toh EC Method 8.17 and he OECD Cusine
The assay was performed in two independed
exporimants, using two paral cures gach.
Th frst main exporiment was parormad wih
and wiou ver microsomal acelin ond a
roament period of 4 hours. The. second
experiment was. perfored wilh 8 roament
period of 24 hours I the absence of metsbolc
Scivation and 4 hours in the presence. of
metabo acvaton.
The highest concontaton tested, 3640 poi,
applied In the pro-experiment was chosen wihToga to the mlecular weight of he tot em
Gortesponding to 8 molar concentration of sbout
70 mid. The concentration range of the main
experiments was iited by cyclo efects ond
preciaton of tho lest fem. Tested
Concenirlons re reported below:
Experiment|
Wibou $9 mix: 86.9; 13 227.5 and 455
porn!Win 59 mix 569; 113.8; 227.5 455 and 910
porn
ExperimentII:
Wihou! S9 mix: 28.1 55.3 1125 225 ana 337.5
sgn!Wah 59 mix: 563 1125; 225; 450 and 675
voiNo substantial an reproduciti dose dependant
increase. In. mutant colony numbers. was
observed in both main experimenis. No elvan
Sn of the rao of small versus large colonies
wesobserveup the maimalconcentaton of
iho fet om
Rpproprise reference mutagen (MMS and
CPA) ero used as posiive controls and showed
a dint Increase i Induced mutant colonies,
indicating hesansitviy and valid of no tess.
in conclusion If can be stated that during the
mulagenily test described snd. under the
exparmental conditions oportad tho ost fom
0 nl Induce mutationsi the mouse ymphoma
hymidina kinaso locus assay using tha cll Ine
LS178Ywi andwihout $5.

Therefore thetestedsubstanceisconsideredto
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be_nonmulagericinthismouselymphoma
assay

— Rol. Amex 9
813 In vio mammalian According tothe EC Method 8.10 andtheOECD

‘chromosome aberration test: Guidalne 473 the test tam CBO4 CYCLIC was
assayed for the abllty to cause chromosomal
damage in Chinese hamslor ovary calls,
following in vir treatment In the absence and

presenceof S9metabolicactivation.
Two main experiments for chromosomal damage
wero performed.
In the frst experiment, the cols wero treated for
3 hours with C604 CYCLIC in the presence and
absence of SO metabolism. The cells were then
harvested alter 20. hours, corresponding to
approximately 1.5 coll cycle. Dose lovols of
5000, 2500, 1250, 625, 313, 166, 78.1, and 30.1
gm were used in tho absence and presenceof
‘59 metabolism. Solutions of tho test tem wero.
prepared In stor disiled water of injectable
grade.No induction of chromosomal aberrations were.
obtained in the frst main assay but, folowing
reament with the tst tam in the prosence of S3
metabolism, marked increases in the number of
ndoraduplcated cells over the concurrent
negative control were observed.
A second main experiment was performed where
cells were treated with C604 CYCLIC in the
absence of $9 metabolism and harvested ater
20 hours a the dose levels of 2000, 1330, 889,
593, 395, 263, 176 and 117 ygiml. Acontinuous.
reatment unl harvest was used.
A modified dose range was adopted for this
reatment in order to investigate more closely
those doses most fkely lo exhibit
endoreduplication. Both experiments included
‘appropriate negalive and positive controls. Two
coll cultures wero propared al each test poln.
Dose levels were selected for tho scoring of
chromosomal aberrations on the basis of tho
ytoloxity as determined by the reduction of
population doubling
Ono hundred metaphase sproads ware scored
for chromosomal aberrations from each culture,
withthe exceptionofone replicate culture realed
with Cyclophosphamide (frst main experiment),
where75metaphases wero examined.
For the fst experiment, following treatment with
the test tom C04 CYCLIC, no. statistically
significant Incroaso in the incidence of calls
bearing aberrations including or excluding gaps
was observed in the absence or prosence of SO
metabolism. In the prasonce of SO metabolism,
marked increases In tho number of
endoreduplicated cells over the control were
observed. An incroase in the number of
‘endoreduplicated cells was also observed in the
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absenco of $9 metabolism at the highest dose
seloctodforscoring,
For the second experimen, folowing treatment
with the test tom in tho absence of SO
metabolism, light increases but not statistically

significant In the incidence of calls bearing
aberrations, excluding gaps, over the control
valuesware
observed st al dose levels selected for scoring.
More remarkable increases of aberrant coll
wereobservedwhan Includinggaps.
significant In the incidence of calls bearing
aberrations, excluding gaps, over the contol
values war observed al ail dose levels selected
for scoring. More remarkable Increases of
aberant cells were observed whon Including
gaps.In the presence of So metabolism, statistically
significant incroases in tho incdonce of aberrant
cells Including and excluding gaps were observed
at the highest dose selected for scoring (2000
vgimi).Tho incidences excesded the range of the
historical values for negative conirols when
excluding gaps. Moreover marked increasos in the
number of andoreduplicated cells over the controls
wore seon at the intermediate and high dose

levelssoloctodfor scoring.
Statistically significant increases in the number of
cells bearing aberrations (including and excludinggaps)wero observed following treatmentswiththe
posiive controls Cyclophosphamide and
MitomycinC, indicating the comect functioning of

thetest system.
Onthebasisoftheserestsitsconcludedthat
C604GYGIIC induceschromosomalaberrations
in_Chinese_hamslerovarycolsafter invitro

Iroalment under the_reporied_ experimental
‘conditions.
Lisalsoconcludedthatthe tes fem inibis coll
‘cucleprogressionandchromosomesegregalion
‘underthereportedexperimentalcondilons.

—RotAmex 10



Ip————

514 thor nformaton: Aocordingto OECD Guideline 475 and under GLPBtcmo— Conon, SCBA amo sal was even oThanatonton vost poorial 1. mds anasame
Sharagens In bons mart cols of rt (oi,arian) nit
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