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Dimensions in millimetres

Typical combinations of segmental lengths of test samples 20
Reference plane level
A B [+
uy —_— —_— —_—
{r - u) = 150" (ar - w) = 1500
iy < — (uy — up) =570
(my — wp) = 420
Uy - (uy — ug) =500 —_
fos g =80 T - ugl PO
¥g —_— —_ —
Total length (v = ug) &° 650 650 650
NOTE The total lemgth and the segmental lengths also apply to the additional test loading level PS specified in Annex D'

[see 0.3 a)].

The total length of 650 mm can be achieved by different combinations of segmental lengths. Examiples of the combinations of
segment lengths specified in columns A, B and C, typical of the different types of les! sample, are shown below.
-~  Complete structure; A

Bactial sbradiara o B O
—  rare SIUECHEITE. A, o, S

- Any other structure: A, B, C

For the testing of samples of prosthetic structures including knee -disariculation or transfemoral (above-knee) sockets (see 10.3.3),
the value of 150 mm specified in columns A and B for the segment length (u; — u,) and the value of 570 mm specified in column C
for the segment length l:} - u,) are too short and need to be increased as required, by increasing the total length (u, - my). In this
case the values of the J and specified in Table 6, need 1o be replaced by new values adapted to the increased total
length (r; - ug), to be calculated usmgﬂ[m

forrmulae in Figure 12 {see also footnote b in Table 6).

9
M1T NN V-6 ﬂ'l%ﬂl%ﬂﬁ'?ﬁ%ﬂﬂ"liﬂﬂﬁ@ﬂﬁﬁIﬂﬁ\i’d%}N

Dimensions in millimatreas

Offset®
Humerical value
Reference Direction mm
plane and . Test loading condition
location Test loading level P5 Test loading lovel P4 Test loading level P3
i ] [ I [ i
I B2 55 ] 51 81 ¥ 51
Tap ©
o7 -78 - 40 - 74 - 44 -85 49
e 52 72 56 68 49 § 68
Knee ;
ay — 50 - 35 -48 o - &7 43
A -3z 120 ~35 115 —41 2115
Ankle -
iy 30 | -2 25 -24 24 =26
fa — B 128 - 52 124 - 58 124
Bottom & |—— —
g 45 =18 39 =22 39 i =23
NOTE The offsets specified for PS5 also apply 1o the soditional test loading leved PG specified in Annex D [see D.3 b)).
®  Spp Al
B For individual values of total length (u;, — wy) deviating from the value specified in Table 5, the offsets f mdo,apedﬂad in this
table need (o be adapled, using the Tormulse in Figure 12 [see also fostnobe b in Table 5].
€ Only for guidance in aligning test samples.
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Dimensions in millimetres

Combined offsets 5, = [f7 +o} *
- — " Numerical value
Reference plane | Dimension o
and Test loading condition
location® | oot loading level PS Test loading level P4 Test loading level P3
| i 1 I (] 1
Top Sp 114 68 118 &7 117 71
mnes Oy T2 &0 T4 78 -1 81
Ankbe S 44 122 43 118 48 118
Bottom | Sa | e 130 85 126 70 126 |
HNOTE Tres wamnbiy ned wiTsgts Specilind for P25 also apply e e additonal besl loading kewel PO specilicd in fowes, O

T For e determination of the sire of prosthetic feet and the seting of the length of load application levers, apecific values of
combined offsels (se¢ 6.8 .2) may be required. This lable slales values of combaned offisels related o the values of offsets isted in
Tabled

B For inGheaud values of 10081 g (s - 5ok devigung from ihe value: speciied in Tabie 3, ihe combined offsel oo speciied e
table needs (o te sdapied using the fonmulss n the heasding [see abwo footnate b in Tabe 5],
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v v
wpul¥usad o Admua g msusedunsanageu Ps, P4 uag P3

Test loading lewel (P,] and test ioading
condition (I; 0}
Test procedure and test load Unit
=] P4 P3
1 | m 1 1 1 i
" )
a2 Stabilizing test force Fetat N 50
=2
tk
i
-
g = Setling test force Foaat N 1024 | 520 D44 B28 T36 538
2 |
® Proof test force o N 2240 [ 2013 (2065 | 1811 [ 1610 | 1395
3
g
:E F e, rares tevei N |3380 3019 | 3098 | 2717 | 2415 | 2002
ﬁ Ultimate static test force |~
® .
F 5, upper gl N 4480 4025 | 4130 | 3623 | 3220 | 2790
Minimum test force Framn i N 50
Cyclic range Fo + N 1280 I 1180 1180 | 1035 | 820 797
Faman
Maximum test force | N [ 1330 | 1200 1230 | 1085 | 870 | 847
-] Fonax = Fomin * Far |
E N : !
] Femaan i
g g
i Mean test force Fomgan = N 620 625 | 640 568 510 | 449
] 0.5 (Femin * Fomaad
2 F
2 Cyclic amplitude = N 640 575 580 518 460 | 399
o ¥e Fa=05F,
|
Fhin
Final static force N 2240 2013 | 2065 1817 | 1810 | 1385
Fon=Fap
Prescribed number of cycles 1 3Ix10°8
NOTE For the additicnal 1851 losding level P the values of the test forces and the prescribed number of cycles. ane specified in
Table D.2.
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P5 P4 P3
ANHULMINATIUVUALUTINATOL 11 = - b - s -
<3 s k, = R =
= z e z '“§ z
= usanageLLite
E dontl Figp, Fasp N 2240 | 2240 | 2065 | 2065 | 1610 | 1610
= q
F
Lsuyggr level N | 3360 | 3360 | 3098 | 3098 | 2415 | 2415
E H3nadol FZsu,lower level
E | wuddagede F
2 g Jevel N | 4480 | 4480 | 4130 | 4130 | 3220 | 3220
FZsu,upper level
ERIEEGH]
Gﬂhqcﬂ Flcmin ) FZcmin N 50
#1929501 Fierr Foer N 1280 | 1280 | 1180 | 1180 | 920 920
~ USINAFOY Flcmax ’ FZcmax
c B i N 1330 | 1330 | 1230 | 1230 | 970 970
=3 qQga
= = Feomin + Beer
=
E HINATDY Fiemean » Facmean
c sy Feemean = 0.5 N 690 690 640 640 510 510
s 1
c (Fxcmin i Eccmax )
2 Fica,) F:
& YUIANTOU lear~2ca N 640 640 590 590 460 460
E Feqg = 0.5F,;
usaNAgol F E
wvadn Lfin> "2fin N | 2240 | 2240 | 2065 | 2065 | 1610 | 1610
) Fxfin = E{sp
gy
Sruuneseuiidiue 1
HNYING dmfuszduusinadouiuiy P6 ﬂ'wamamﬂﬂammzﬁmumaﬁauﬁﬁmuﬂﬁaﬁsxuiumm D.3
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AT PS5, P4 118z P3 (910 17.4)

v - My
FTUID1904 -
NAN VUIA V.
. -50
191 Jx
OK O
-50
Fo1 fa
OA O

1 Ao I 9o Y (%
LRG| ﬂWGW’]L‘KEW]ﬂTﬁ‘L!ﬂﬁﬁJTﬁﬂ1%1@ﬂﬂi$ﬂﬂl!ﬁ\1‘ﬂﬂﬁ@ﬂ P6 ﬂﬂﬁ%uGlUﬂWﬂNU'Jﬂ D
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Test loading level (P
Test procedure and test load Unit 9 Px)
) PS5, P4, P3
=2 =
=8 Stabilizing test force Fatn N 50
22
B [
&2 .
£ Settling test force Font N 800
a2
w
g 5 Proof test force Fe N 1750
= d
28
88
"o Ultimate static test force Fey N 3 500
Minimum test force Be N 50
Cyclic range Fo N 1000
£ Fema
3 Maximum test force . . ) N 1050
2 Femax = Femin ¥ Fer
e F,
Mean test force - Jaman N 550
-: =05 F omin * Fomax)
& Fea
o Cyclic amplitude N N 500
= Fea=05 F,
(o4
3 . Fta
Final static force A N 1750
- | Foin = "‘E
Prescribed number of cycles 1 1x108
NOTE The specified test the forces and the prescribed number of cycles also apply to the addiional test loading level PG specified
in Annex D.
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MATTIURT U
Batch © of test samples allowed for
Minimum * each type of test
Test loading condition and manner | nuember of o
Type of test ula Possible substitute test
of application mu;zd Reguilar samples

test
samples | 4 ¢ Reference

Principal structural tests

Stafic proof tes! | Test loading condition | [7.1.2 a)] and 2 2 1 16.2.1.1.12
(sme 16.2.1.1) Test lading condition 1l [7.1.2 b)) 2 2 1 B
5‘“"""*'::’ Test loading condition | [7.1.2 a)] and 2 2 1 16.2.2.1.8 and
(see 16.22.1) Test boading condition Il [7.1.2 b)) 2 2 1 16.2.2.1.10 (opton)

Cydiic test 4 Test loading condition | [7.1.2 a)] and 2 2 1
(see 16.3.2) Test loading conditicn Il [7.1.2 b)) 2 2 1 N
Separate test in torsion
Staih Two opposite directions of loading,
11"?;3 successively applied to each test 2 2 . —
(see 17.1. sample (7.1.3.1)
Separate tests on ankle-foot devices and foot units
Direction of loading at angle « and
Static proof test dlrect-unafhmirgalamhﬁ 2 2 1 17.2.3.1.11
(see 17.2.3.1) successively applied to each test =
sample (7.1.3.2)
- ] 17.2.4.1.15 and
Siatic ulimate Direclion of loading at angle o 2 1 17.2.4.1.17 (option)

tast and 17.2.4.1.156 andlor

isee 17.24.1) | picaction of loading at angle 7(7.1.3.2) 1?1;-5‘-:-:-?‘{5 and '

Direction of loading al angle o and

Cyclic test @ direction of loading al angle 5, 5 2 _ A
(see 17.2.5.1) alermately applied 16 sach lest sample
{7.1.3.2) -
Separate static ultimate strength test In maximum knee flexion on knee joints and associated parts
Statc tesl . - / _
(see 17.3.4) Single condition {7.1.3.3) 2 2
Separate tests on knee locks
9;;“:;?1"?'“:';1‘?' Single condition (7.1.3.4) 2 2 1 1743112
Static ultimafte .
test Single condition (7.1.3.4) 2 2 1 17.4.4.1.8
(see 17.4.4.1)
Cyclic test © - 7134 2 2 1 17.4.51.22
(st 17.4.5.1) Singhe condition | } 5
& The term mimmem indicales that repetition of tesis on pemmitted substtde lest samples may be necessary 1o satsfy the
compliance candilions.

b For the definifon of Dalch see 3.4,

The number of possible subsiifute test samples is related to each occasion @l whach any of the condilions of the relevant
subciauses lisled in the reference column applies.

d Al tesis are lollowed by final static tesis, e in thie same besd lo conditions (directions of loading).
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Start

Initial settings,

v

Repetition of tast on

application of settling load,
final adjustments

substilute test sample
at a frequency < 3 Hz

16.3.22 0 16.3.2.5

Measurament of
Lgrord at Fae

16.3.2.6

Stalic loading at
maximum test force

16.3.2.7

Measurement of
LgroréatF

16.3.2.8

initial cyclic loading

16.3.2.22

Terminaticn of test,
since lest samphe
does not satisfy
16.3.3. a)

for "settling down™

16.3.2.10

Laadimg
requirements
satisfied at

-

Termination of o
inktial cyclic loading Termination of test,
for "salling down® since F,(f} can nol
be applied at any

16.3.2.10 frequency

Measurement of 16.3.2.10
Lgrordoat Fo,.
16.3.2.11

o/ Y :l Y Y v A
51 w2 dams lavesnszuaumsnaaeuunuliusediio Iaseadavan taelugl

U-2 1y V-3
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!

Start of
"regular” cyclic loading

16.3.2.13

Yes
1

Setting of displacement

trip to specified value

16.3.2.13

Switch-off due
Iy excEseve

Termination of test,
since waveform
does nol comply

with 13,2323

16.3.2.13

displacemeant?
Replacemeant
of parts
Continuation af laat until
188,216 shutdown of test equipmeant
Messurasmeant becausa of / dua o
of L gror & at a) replacement of parts
F o and F . b) sceurrance of fallurae
¢) completion of cyclic test
16.3.2.16 16.3.2.16/16.3.2.17
a) A:k b)
W
1y
|
|
- 4
Measurement
of L gy or & at
Fogn and F.
16.3.2.17
Final static test
16.3.2.18

r

9
1 @-3 dems lvavesnszurumsnaaeuuunliussdniuIaseaswnanaeingil

U-2 aziine lugl v-4
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l

Initial measurement Loading
of Lgrard at proof load level
16.2.1.1.6 163218
Loading
Loading regulrements
at proof load level satisfind?
16.2.1.1.7 16.3.2.18

Loading
requiremants

Yas

satisfied?

| Yes
L]

Firal measurement
of L At or &

162118

Calculation of
permanent deformation

16.2.1.1.8

16.2.1.1.9

est sample has pe

both the principal cycli

test and the principal
stafic proof test

16.3.2.18

Test sample has

passed the prncipal
cyclic test

16.3.2.19

Test sample has

failed the principal
cychc test

16.3.2.19

Y
& o w 9 v 1
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M1319 N-1 REACH ANNEX IV

s lasusn i umsaanziisumunas 2(7)(a)

EINECS No Name/Group CAS No
200-061-5  D-glucitol C6H1406 50-70-4
200-066-2  Ascorbic acid C6H806 50-81-7
200-075-1  Glucose C6H1206 50-99-7

200-294-2  L-lysine C6H14N202 56-87-1
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A1519 -1 (#®) REACH ANNEX IV

mann lasusniunmsaanziisumunas 2(7)(a)

EINECS No Name/Group CAS No
200-312-9  Palmitic acid, pure C16H3202 57-10-3
200-313-4 Stearic acid, pure C18H3602 57-11-4
200-334-9 Sucrose, pure C12H22011 57-50-1
200-405-4 a-tocopheryl acetate C31H5203 58-95-7
200-432-1 DL-methionine C5H11NO2S 59-51-8
200-711-8 D-mannitol C6H1406 69-65-8
201-771-8 1-sorbose C6H1206 87-79-6
204-007-1 Oleic acid, pure C18H3402 112-80-1
204-664-4  Glycerol stearate, pure C21H4204 123-94-4
204-696-9  Carbon dioxide CO2 124-38-9
205-278-9  Calcium pantothenate, D-form CoH17NOs.12Ca 137-08-6
205-582-1  Lauric acid, pure Ci2H2402 143-07-7
205-590-5  Potassium oleate CisH34O0:K 143-18-0
205-756-7  DL-phenylalanine CoH11NO: 150-30-1
208-407-7  Sodium gluconate CsH1207.Na 527-07-1
212-490-5  Sodium stearate, pure CisH3sO2.Na 822-16-2
215-279-6 Limestone A noncombustible solid characteristic of 1317-65-3

sedimentary rock. It consists primarily of calcium

carbonate
215-665-4  Sorbitan oleate C24H1Os 1338-43-8
216-472-8  Calcium distearate, pure CisH3602.12Ca 1592-23-0
231-147-0  Argon Ar 7440-37-1
231-153-3  Carbon C 7440-44-0
231-783-9  Nitrogen N2 7727-37-9
31-791-2 Water, distilled, conductivity or of similar purity H2O 7732-18-5
231-955-3  Graphite C 7782-42-5
232-273-9  Sunflower oil Extractives and their physically 8001-21-6

modified derivatives. It consists primarily of the
glycerides of the fatty acids linoleic, and oleic.
(Helianthus annuus, Compositae).

232-274-4 Soybean oil Extractives and their physically modified 8001-22-7
derivatives. It consists primarily of the glycerides of
the fatty acids linoleic, oleic, palmitic and stearic
(Soja hispida, Leguminosae).

232-276-5 Safflower oil Extractives and their physically 8001-23-8
modified derivatives. It consists primarily of the
glycerides of the fatty acid linoleic (Carthamus
tinctorius, Compositae).

232-278-6 Linseed oil Extractives and their physically modified 8001-26-1
derivatives. It consists primarily of the glycerides of
the fatty acids linoleic, linolenic and oleic (Linum
usitatissimum, Linaceae).
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A1519 -1 (#®) REACH ANNEX IV

mann lasusniunmsaanziisumunas 2(7)(a)

EINECS No Name/Group CAS No
232-281-2 Corn oil Extractives and their physically modified 8001-30-7
derivatives. It consists primarily of the glycerides of
the fatty acids linoleic, oleic, palmitic and stearic.
(Zea mays, Gramineae).
232-293-8 Castor Oil Extractives and their physically modified 8001-79-4
derivatives. It consists primarily of the glycerides of
the fatty acid ricinoleic (Ricinus communis,
Euphorbiaceae).
232-299_0 Rape oil Extractives and their physically modified 8002-13-9
derivatives. It consists primarily of the glycerides of
the fatty acids erucic, linoleic and oleic (Brassica
napus, Cruciferae).
232-307-2 Lecithins The complex combination of diglycerides 8002-43-5
of fatty acids linked to the choline ester of phosphoric
acid.
232-436-4 Syrups, hydrolyzed starch A complex combination 8029-43-4
obtained by the hydrolysis of cornstarch by the action
of acids or enzymes. It consists primarily of d-
glucose, maltose and maltodextrins.
232-442-7  Tallow, hydrogenated 8030-12-4
232-675-4  Dextrin 9004-53-9
232-679-6 Starch High-polymeric carbohydrate material 9005-25-8
usually derived form cereal grains such as corn,
wheat and sorghum, and from roots and tubers such
as potatoes and tapioca. Includes starch which has
been pregelatinised by heating in the presence of
water.
232-940-4  Maltodextrin 9050-36-6
234-328-2  Vitamin A 11103-57-4
238-976-7  Sodium D-gluconate CsH1207xNa 14906-97-9
248-027-9  D-glucitol monostearate C24HsO7 26836-47-5
262-988-1 Fatty acids, coco, Me esters 61788-59-8
262-989-7 Fatty acids, tallow, Me esters 61788-61-2
263-060-9  Fatty acids, castor-oil 61789-44-4
263-129-3  Fatty acids, tallow 61790-37-2
265-995-8  Cellulose Pulp 65996-61-4
266-925-9 Fatty acids, Ci2-18 This substance is identified by SDA 67701-01-3
Substance Name: Ci2-Cisalkyl carboxylic acid and
SDA Reporting Number: 16-005-00.
266-928-5 Fatty acids Cie-18 This substance is identified by SDA 67701-03-5
Substance Name: Cis-Cisalkyl carboxylic acid and
SDA Reporting Number: 19-005-00.
266-929-0 Fatty acids, Cs-1sand Cis-unsaturated. This substance 67701-05-7

is identified by SDA Substance Name: Cs-Cisand
Cis unsaturated alkyl carboxylic acid and SDA
Reporting Number: 01-005-00.
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A1519 -1 (#®) REACH ANNEX IV

mann lasusniunmsaanziisumunas 2(7)(a)

EINECS No

Name/Group

CAS No

266-930-6

Fatty acids, Cis1sand Cie-1s-unsaturated. This
substance is identified by SDA Substance Name: Cus-
Cisand Cis-Cis unsaturated alkyl carboxylic acid and
SDA Reporting Number: 04-005-00

67701-06-8

266-932-7

Fatty acids, Cis-Cisand Cis-unsaturated. This
substance is identified by SDA Substance Name: Cie-
Cis and Cis unsaturated alkyl carboxylic acid and
SDA Reporting Number: 11-005-00

67701-08-0

266-948-4

Glycerides, Cie-1sand Cis-unsaturated. This substance
is identified by SDA Substance Name: Cis-Cizand
Cis unsaturated trialkyl glyceride and SDA
Reporting Number: 11-001-00.

67701-30-8

267-007-0

Fatty acids, Cis1s and Cie-1s-unsaturated., Me esters
This substance is identified by SDA Substance
Name: Cus-Cis and Cie-Cas unsaturated alkyl
carboxylic acid methyl ester and SDA Reporting
Number: 04-010-00.

67762-26-9

267-013-3

Fatty acids, Ce-12 This substance is identified by SDA
Substance Name: Cs-Ci2 alkyl carboxylic acid and
SDA Reporting Number: 13-005-00.

67762-36-1

268-099-5

Fatty acids, Ci422 and Cie-22 unsaturated. This
substance is identified by SDA Substance Name:
Cu2-C22and Ci6-C22 unsaturated alkyl carboxylic acid
and SDA Reporting Number: 07-005-00

68002-85-7

268-616-4

Syrups, corn, dehydrated

68131-37-3

269-657-0

Fatty acids, soya

68308-53-2

269-658-6

Glycerides, tallow mono-, di- and tri-, hydrogenated

68308-54-3

270-298-7

Fatty acids, Cis-22

68424-37-3

270-304-8

Fatty acids, linseed-oil

68424-45-3

270-312-1

Glycerides, Cie1sand Cis-unsaturated. mono- and
di- This substance is identified by SDA Substance
Name: Ci6-Cisand Cisunsaturated alkyl and Cis-Cas
and Cis unsaturated dialkyl glyceride and SDA
Reporting Number: 11-002-00.

68424-61-3

288-123-8

Glycerides, Cio-13

85665-33-4

292-771-7

Fatty acids, Ciz-14

90990-10-6

292-776-4

Fatty acids, Ci21sand Cis-unsaturated.

90990-15-1

296-916-5

Fatty acids, rape-oil, erucic acid-low

93165-31-2
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