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CERTIFICATE

ARMO$LIP CP

wnen leaving the factory, has tho follorving conrpliance stetus with ths b6low mentioned ragulallons ort

food-contaciplasticp, on rnateriatg intendac{ io carry drinklng rvaisr and on plaslics intended to'tÖntact
\-J pharmaceutiials

1 INOIRECT FOOD COHTACT

1.1 Europe (EC-Gountrles)
Olöamide (PM/REF No 68960) is listod in äirnox lll of directive 9€lt!Ee, "lisl of additives insened in
annex lll oi clirective 901128/EEil". This means thct lrnrosl/p CF is claared for use in tlte manufaÖture
of plaotic marerials and articles intondüd io conre inlo contfftt rvith locCstufis, withaut restriotions.
Th'e linatmaterial should be in compliänce v{'ith ih€ relävant EC *lirectives (BS/10glEEC, gD/128/EEC,

BZ|T 1 1 |EEC and amendments).

When this certificate has heen issued the direclive 96/1 1/EC nas been adopted into rratlonai law in the
following EC countries (tor details soe belüw): Austria, Belglunr, Dönmark, Finland, France, Germany.
ll8ly, lhe Ntsttlerlands, Pcrtugal, $pain, Srveden and UK.

1.1.'t Auetrln
Oirective 96/1 l/EC adopteC Oy Äntur-ung cl-e un$tst , BGBI l*lr. 11:
l',|o rastrictions,

Y 1.1.2 Betgium
Directive 96/1 1/EC adopisd ily EEval Dggree of 24 NovqrFlerl09T, Monileur Belge. 13-?. 1 998: No
raslrlctions.

1.1.3 Denmark
CIireclive gfi/11/EC ädopted by Silndh.Blrsminigtfiets Sc]teid$gpipjgs nr 1984, 4 December 1997: No
re*triotions,

1,1,4 Finland
DirBctive 96/11/EC adopted by Pqcree Nq-1071/9$; No restrictions.

1.1.5 France
Dlrective 96/11/EC adopted by Arr6td ctU 30 $eeGmbre 1.892, Jo..lrnal Officiel Franqais 19.10,1997: No
rastrictions
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1,1.6 0ermanY
Clsäred i n üe f 0t lowln g ggVv€!]g|gllgpg! (recorrr m endatlonsi :

!!i, potvethylen, as a slip, arrtiblocking or anti$tatic agent, pH-regulato;'etcr. for processing pÖlyefhylsne

!äFüffiiffiisne6 ariicGs,.nol to äxceed 0,2 % vv1rp. OieanriCe niöy cüntain st nraximum 10 %

linoleic acid,

V.,fglYsMot, as a slip and/or rel$Ese agenl' at maviniurn 0'2 % wlw

Vl._gtyrol-Misch un! -Pfrag[polvmsrig,Fte (6tyrBne copolymers], as a slip and/or release agent, at

nraxirnum Ö.2olowlw

\/llfdv$fipylEn, as a slip. antiplochhq 0r antl$tätic agB.t,ffl-':gulator etc' for processing

üffiFi-ymer inlä nnishä.J arttil'es, not to exce-od 0,2%. oieamlde rnay conrain at mexlrrrurrr 10

% linoleic acid.

t ' aa an Jid' not t0 exse€d 2'0 7o Mw'
I
I

\ i i

tYiene' hutYlane' vinY{asters and

[nsaturated aliphatic acids and their $alts and esterr:),

a) as an addirive for procassing of non cross-tinked oopolymers ifi(o flnishstl articles, not to excEod 0'3
sh wtwi oleamide may contatn at rnaximum 10 94 linoleic acid,

b) as an ädOitiv. for processing ionic cross-linked öopolyn€rs lnto finished anicles, nst to axceed 0'2

% wiw.

Listed in the incompletB list of adc,itivEs

iy 15' 1987 p' 8S73 and adopting directive
gOffiIAge and its amendments into German lav+: No restrlctisns'

1.1.7 l taly
Diroctive g6/11lEC adopted Oy Decreto Ministerlale3ß,2. , no. 91 , Gazzettü UfflcialE' 3'4"1997;

No r€stflctlonö.

' l . l .B Spain
Directlve 96/11/EC adoptsd by ßgal Dscreto,,.104?92 of 37.6,1997 (BÖE no. 173 ancJ BOE no 23E)'

no. 91, Gazetta Utficiale, 3.4.1007: No restrlctlons.

Lieied in Egsolucion-de,4 norri+nHfe de 1BB2 as an additl're wlthout rEstrlctione

1.1,9 The Nstherlands
Firective g6/11/EC äcloptod by,molernFntill4jlchtlün .(il :
Ho restricliorts,

1 ,1 .10  UK
Directive 96/11/EC adopled by S'1. 199€11!p'26JI; No reetrictions,

1.? Europo (non'Et countrlesl

1,2,1 CrEchla
Cteared in Hvqlenrs-]BegFli-gn-Vdlrnq #nWA for lhe use in PE under,,antides ol higher fatty acids
including 16 to 2? C-atoms ln an acid molecule, at a rnax, of 0.?-'l0.

1.2.2 Switcerland
Cteared in the Yeroffinqng üher-[da[eriaiier-unq-qega,nständs,frus Kuls|gla{|1KunElstoffvnru ,
äm6nded 30,01.1998, in list ? (aclditives) s$ ol€amide without restritli0n$,
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1.S Japan
Listed in thts
Eglvmars iss'.ted Uy the Japanese Hyglenic $lefin arrd Styrene Aescciation(JHOSPA), 199S as

. : '

r higher farty acid (c8-c22) amldesi clearecl as slip frgänl in PE irr quentilies of ntax. 1.0%
(con'tainers): 2.0% (uten+ils),

r oleylamlde: Cleared äs 'slip agent in FP in quantitles af max' 0'4%,
. higfier fatty acid {CS"C??1 amidee ; ClEe red as slip agent irr polymethyl penlenes in quantitles of

max. 0.2% (containers); 2,07s (utensils),
r higher fattyäcid (C$-C22) amide5: Cleared as slip agerrt i0 polyhut-1-Ena, irr polyamide resins and

in-polyvlnyi aloohol in quantitlos of max. 0.1Y0 (containers); 2,t19/c iutonlile),
I nidh€; faity aoicl $e-d22t amides; CieEred as slio ägEnt in butaCiene resins in quantities of max.

0.5% (containers); 2.070 (ut€nsils),
r oleylarnide: Cleaied aE stip äg6nt in PS, SAN, styrens memacryllc fe$in$ eild AF$ in quäntlties of

max, 0.02%,
r nigher fatty acid tC8-C22) amides: Cleared as slip ogent in fluorine r66ins in quantities ot max'

1,070 (containers); 2.0% (utensils),
' htgher fatty acid (C8-C22) amidesl Ctpared as slip agent in polyecetal reslns in quantiües of max,

2,0% (utensils).

Listed in FVC fo!. Food Contact Apnlicaligns, a sod? of F\iC f!:r'"qqlfgly in V!9 ilttgd by the Japanesa
itygienicWC Asoosläti6n, gtlr revision, March 19SS, as hlgher fauy acld (C8-C22) amides derived
fröm animal/vegetablo fat anci oil, or lhe hyrJrogenaled products of st-rch acids; quality rsstrictionsl
mötthg point >-6S "C; acicl valr;e < 10, iodine välue 50 - 90, volatile mEttef < 0.5%, noavy metals < 20
ppm, aröenic < ? ppn'r, Restrictlon for sealing gasliets: nraxirnum quantitieo nol ta exceed 5%.

r . {E.544 FE4

1,3 Auetral la
Listed in ftHgtratiarysrandFrct AS 2070.8, 1992 as olaamida and clearod ior rise as an additiva

r in PE, lhe total content 0I addlilVeS With the same restricii6l i5 liprited to max' 0'2%'

. in PP in quantlt ies ot max, 0,5%'
r in PVC in quantities of max, 1%,
r in acrylonilrile in quantitles of mnx, 0.2%'
r in FVDC in quantities of nrax, 0'5%'

1.4 Canada
Armosllp CF is approved by tha Bureau of_Chemical Safety (under Health Oanada) for use as a stip

agent, ai a max. ot'0.e",," byweight, in LDPE arrd LLDPE food pacltaging filnts'

1.5 lndia
Listed inl

r lndian Standpr.d l,g 19141-198? as llrbricant for LDPE und6r 'arnides of fätty aÜids, saturätüd or
not", in quantities of rrrax- 0.2%.

, fndiel€iaruAßl$lQJAilg8A es rubflcänt for HDPE under,,anrides cf oruclc. linoleic, rn]Tistic,

f f i |candstear |cac idS. , , |nquant t t iescfmax.Ö,2o/o '
, tnqien StanOarO tS 1bg0-q- as tubrioant for PP under ,,amidos of err,icic, lirrolsic, myristlc. oleic'

patrnittc, pelangonic anc stearic acids", In quantities of ntax. 0,29'o.
. inAianjünOarA,lS ßfg& I,gF2 as lubricant for PVC ani rte cc,pr;lymrrrs ,.lTldes of linoleic'

f f io ig jcandetea; . icac ids, , inqrrEni i t ieeofmax.0,37o '

Not lislsd in Indian Sendard lS 1 1705-'1986 (ethylene acryllc acid copolynters), lndian Standard

lS 11435-1985 (ionomor resins),
unknovyn stälus in Indian standard ls 10148-1982 (slyrene polymers),
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r.7 usA
Oleamide (oleic acid amids) is cleared ln 21 CFR (FDA) undor

r $,,175,105 {edhEEtvg4,
t (bX3Xxxv) for the u$e ä5 3 release ägent'

;  as."amides

ü ftffiäiry adilffim wgrta'üi" or un-ifiBloile'for the u$e,3s an adiuvaflt
' i - - - l : ^ L ^ ^ ^ l  t t

I

I

I

t

I

$ 1 7 5 " 3gg {zin c-s il ioon d lpx ldc-m el$*-resind,

t ' lE. =44 n F q

@1n {cloiules-with seatinq gaskets for foocl cr'r'ta;nert\

E r ZZ*lgso f el|)ylerl-B-vhvte{qte1qlapslylLflgi
' toaiadjrr.. ,anlperf i1it |edbyapplicableregu|ationsin$$

170 through 189,
6-178 gs1-0 tsurfsce &uricants Lrsea, in ile ,marlptäEl{e .Öf.tttstqlt{s-q.rtlclq*Ji:11_"j_3Y:9'

cr nY tur'ttrer Prs66ssing-  
- - ^  : ^ ^ r  ^ i  6 ^ ^ A  a t

Äläriääi,näiffi i;iui r;ridue rubricanr does not excead 0.9 mg p*r square inch of food-contact

surfaco, (d)(2Xi) as an

@ed 1% w/w of the PolYmer,
. E jgrf8l€leflsa-sgenlsl as specifio prl0!"$anctioned food ltgi!1'."11--T1,:*:j:'::::tH:vto

f f i .pai iaging' 'Tater. ia|sasare|easaagent,whanmigratingfromfood.
paokaging mat€rlal.

? MATEßIALS INTENOED TO CABRY PRINKIN6 WATER

2.1 Germany
Claared in tha fol lowin g fTW : E m g[gnlunqel (raconr rne ndati ons) :

I pä4 1.3,ffiglyelhylgn. for lhs use as an addltive rn the manufatturing of the final,material in

i i j f f i iäf iä,,o'tdi,{aestngleaddlt lveor|ncombin;i t ionwithother| i5tädamides;
olearnide may contain at mäximum 3'0 % linoteic acid)'

, pAill-gj p-oiypropvlg!, for the usö as qn additivE in ih6 nianufactuting of the final matarlel in

f f i .2Yo(ass ingl0addl t iveot incombinat ionwi th0ther l is tFJdamides;
oleamide may contain at mäximum 5.0 9'o linoleic acid)'

r pett 1.3,1ldgnmiaus Natq,r- un{SvllgeEete$lgtrtß, listed as fatty acid arnides Ü14-C20, as a

vulcanization activator without r€Etrictlon s,

2.? lndla
IndIAF Slandgf$s see information listed uncler indlrect food contact'

3 PHARMACEUTICAL U$E AND MEPIffAL APPLICATIONS

3.1 Eutopean Pharmacopoela (3rcl '  ed. 1997)
Cleared as an aclditive (listed as älkenämidos) usF0 fot the manulacture of pr:lyolefin containers.
Restrictions: maximum allov,räbls Content: 0,50/o - ntay ba used only for cr,rntairrers for proparations for
oral uge.

3,2 lndia
lndian Standards see informatlon listed under indirecl food conlact.
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{ HEAYY METAL CONTENT

<0.5*) <2") <0.5') {0,1') .0.1.} .0.5.) <1*} .0.5*) <2')

*) The product does nöt contain rletectable amounts. The figures glven are tho corresponding delection

limits {in mgftg).

5 LI$T OF ABEREVI&TIONS

EC: European Commisslon
KTW : "Ku nsntoff-Trinkwasser-Empfehlun gen"
PM/Ref: PacKaglng Materlals Reference Number
Otvl: Quantttatiüe Maximum (maxlmrrm amount of a sulrstance perrnissible in a food ÖontEct

material such thal the SML cännol be excoeded)
$ML: Speclflc Migration Limit

Dr, B. Weuste
Akzo NobelChemicale
S HERA Regulatory Atfai rs
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