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Foreword

ISO (the International Organization for Standardization) is

a worldwide

federation of national standards bodies (ISO member-bodies). The work

of preparing International Standards is normally carried oy
technical committees. Each member body intefested in
which a technical committee has been established has t
represented on that committee. International organizat
mental and non-governmental, in liaisgmywith I1SO, also t
work. ISO collaborates closely withCihe International El
Commission (IEC) on all matters of.electrotechnical stand

Draft International Standards_adopted by the technical co
circulated to the member bodies for voting. Publication
national Standard requires{approval by at least 75 % of
bodies casting a vote.

International Standard/ISO 8536-1 was prepared by Technig
ISO/TC 76, Transfusion, infusion and injection equipmen
use.

ISO 8536-1 is' a revision, in part, of ISO 1135:1977; this f|
ISO 8536<1-together with the other parts of ISO 8536 and of
cancelhand replace ISO 1135:1977.

ISO 8536 consists of the following parts, under the genera
equipment for medical use:

— Part 1: Infusion glass bottles
Part 2: Closures for infusion bottles
Part 3: Aluminium caps for infusion bottles

Part 4: Infusion sets for single use

Part 5: Burette type infusion sets

t through 1SO
a subject for
he right to be
ons, govern-

ctrotechnical
rdization.

af(e part in the

mmittees are
as an lInter-
the member

al Committee
t for medical

rst edition of
1ISO 1135 will

title Infusion

Part 6: Freeze drying closures for infusion bottles

Part 7:

Infusion caps made of aluminium-plastics combinations

iii
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Introductien

Infusion bottles are suitable primary packaging materials for the storage

Hinng 1in v

H i i A iniat A i~ Hh FH + MNern $~ $len
of infusion sglutions until they are administered {o the patient. Due to the

direct conta
components

i s s

dCUHOITS TNus

t between infusion solution and the primary container
and in view of extended storage periods, possible inter-

e L RV

[ 7 1 s P - e P [ P Y S A T
ve dvoilueu in oruer 1o gudrdiiee e pdtent s sdiety. AG-

equate meafs to achieve this goal include the proper selection of the

primary pack
the avaiiabii
container sy

kaging materials, the choice of suitable package design and
ty of specific criteria and methods for testing of individual
stems.
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Infusion equipment for medical use —

Part
Infusi

1 Sco

This pa
formanc
necessa

lon glass bottles

pe

't of 1SO 8536 specifies dimensions, per-
b and requirements of infusion glass bottles
Iy to ensure functional interchangeability. it

applies ¢pnly to infusion bottles for single use.

2 Normative references

The follpwing standards contain provisions which,

through

reference in this text, constitute provisions

of this part of 1ISO 8536. At the time of publication,

the editi

bns indicated were valid. All standards- are

subject to revision, and parties to agreemenis based
on this part of ISO 8536 are encouraged‘to investi-

gate the
tions of
IEC and
Internati

ISO 719:
grains a

1ISO 720:
grains a

possibility of applying the mast recent edi-
the standards indicated below. Members of
ISO maintain registers of currently valid
bnal Standards.

1985, Glass — Hydrolytic resistance of glass
98 °C — Method) of test and classification.

1985, Glass, & Hydrolytic resistance of glass
121 °Cx>Method of test and classification.

1ISO 1101:1983, Technical drawings — Geometrical

toleranc
cation a

1ISO 4802-2:1988, Glassware — Hydrolytc

of the interior surfaces of glass contain
Determination by flame spectrometry
fication.

ISO 7458:1984, Glass containers — Inte
resistance — Test methods.

ISO 7459:1984, Glass containers — Th

resistance and thermal shock endura
methods.

3 Definitions

For the purposes of this part of ISO 8
nitions given in ISO 4802-1 and I1SO 480

4 Dimensions and designation

4.1 Dimensions

The dimensions of the infusion glass
meet the requirements of figure 1 and t

4.2 Designation marks

The designation marks on the bottom a

resistance
rs — Part 2:
and classi-

‘nal pressure

ermal shock
nce — Test

36, the defi-
P-2 apply.

bottle shall
bble 1.

5 specified in

figure 1, view Y may be fixed also at t

he bottom of

ng=— Tolerances of form orientation lo-
nd run-out — Generalities, definitions, sym-

bols, indications on drawings.

ISO 4802-1:1988, Glassware — Hydrolytic resistance
of the interior surfaces of glass containers — Part 1:
Determination by titration method and classification.

the bottle but not at the cylindrical part. The manu-

facturer’s code can also be placed at

the shoulder

of the bottle. If marked at the lower bottom radius,

r,, or at the shoulder, r; the diame

ter at these

places should not exceed the diameter d, of the

bottle.
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Dimensions in millimetres

+0,7
‘ $22,5-03
Y 0225 +0,3
ISO symbol (optional) ()° .
(] ,_/L\' A X
Bottom surface >{max. X, & ,,-!IQ“ e
may be granular { 4)7 —

Designation of o~ ~N ] 7\

hydrolytic resistance ?, o~ \ Y 34 \

container class N%

(see subclause 7.1) ™| 30°max o4 ‘K
Manufacturer’s code/ \ Q:\ ’;;//é/ +1
designation of mould e vy ®22|5 -0,5

Manufacturer’s caz J_

trade-mark @20 |min.
®29[max.
32/ +0,3

Model A: Infusion bottle with 32 mm negk finish

X X

N : $27.6+0,3
/ ' , ®24.9+0[3
$18.3103

r

Graduation
mark

hy
=15,5

hs

@%/ﬁ//j $15,6 min. \

22887

% v A °
W 7 S

|—-—

. m
r E R08
18
4 == ==—/T71 1
Ao AT Y ?Y ¢ 29max
=931
9
d, Model B: Infusion bottle with 28 mm neck finish

1) The manufacturer’s trade-mark (optional) or other markings according to view "“Y"’ may be placed at the bottom or at the bottom
radius (r,) of the infusion bottle. The drawing represents a typical example.

Figure 1 — Infusion glass bottle with two typical neck finishes
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Table 1 — Dimensions and capacity of infusion bottle

Dimensions in millimetres

. A .
:“:pn;::r;ta\: CI;EE:‘E}E(IY . d d, hy h, hy r ¥y ¥y I
mi ml tol. ~ tol ~ z ] z = N
50 67 1 46 +08 | 345 68 +07 | 585 | 36,5 3 19 20,5 8
100 428 13 49 +0.8 367 104 +0.8 94.5. 685 3.5 20 25 8
125 147 1,3 544 | £0,8 | 389 98 +08 | 875 63 45 20 17 12
250 297 1,6 68 +1 48,9 125 +1 114,5 78 7 32 28 12
500 570 1.9 86 +12 | 615 147 +1 136,6 | 934 8 32 R7 12
1000 1125 3 95 +15 | 656 230 | +£1,3 | 2205 | 183 10 45 52 22
1) The folerance a of the perpendicularity (defined as in ISO 1101) is a limit for the deviation of the plumb-line through
the centfe of the bottom part and the axis of the bottle at the upper edge of the flange.

4.3 Degignation example
Designatfon example of an infusion bottle (IL) with
a nominal capacity of 500 ml, made of colourless
glass (cl)|of the hydrolytic resistance container class
HC 2 (se$17.1) complying with the requirements laid
down in this part of ISO 8536:

Infusipn bottle ISO 8536-1 IL-cl-HC 2

5 Material

Infusion hottles shall be constructed from

complywith existing quality standards pnd have to
be agreed between manufacturer and uger.

7 Requirements

7.1 Hydrolytic resistance
When tested according to ISO 4802-1 on ISO 4802-2,
the hydrolytic resistance of the internjl surface of
the bottles shall comply with the requirements for
one of the following hydrolytic resistange container
classes:

ISO 4802 — HC 1
1ISO 4802 — HC 2

withstand an ipternal test

a) coloufless (cl) or ambéry(br) borosilicate glass”;
or ISO 4802 — HC 3
b) soda-lime-silica™~glass” of the hydrolytic resist- .
) ance @rain Cllassg ass yaroly 7.2 Internal pressure resistance
1ISO 720— HGA 1 Infusion bottles shall
Y or iSO 720 HGA 2 pressure of 600 kPa (6 bar), when tested according
' ) to ISO 7458.
NOTE 1 A change in the chemical composition of the

glass material or of the colouring oxides should be notified
to the user at least nine months in advance.

6 Performance

The performance requirements of infusion bottles,
such as seed or bubbles, sealing surface, etc., shall

1) For definitions, see ISO 4802-1 and ISO 4802-2.

7.3 Thermal shock resistance

Infusion bottles shall withstand a thermal shock
when subjected to a temperature difference of
At 42 °C in the case of soda-lime silica glass and
A1 60 °C in the case of borosilicate glass in accord-
ance with the thermal shock resistance test speci-
fied in ISO 7459.
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7.4 Annealing quality

The infusion bottles shall be annealed so that the
maximum residual stress does not produce an op-
tical retardation exceeding 40 nm per millimetre of
glass thickness, when the bottles are viewed in a
strain viewer.

8 Marking

8.1 The base shall be permanently marked with
the information specified in figure 1, view Y.

— Hydrolytic resistance container
class ISO 4802 — HC 2: Il

— Hydrolytic resistance container
class I1ISO 4802 — HC 3: 1lI

8.2 The number of pieces and the standard desig-
nation together with the name or the symbol of the
manufacturer of the infusion bottle shall be shown
on the package. Further declarations may be in-
cluded at the discretion of the manufacturer or by
agreement between user and manufacturer.

The hydrolytic resistance container class shall be
designated|as follows:

— Hydrolylic resistance container
class ISP 4802 — HC 1: |

NOTE2 The marking HC 3 may be omittLd by the
manufacturer. In this case, infusion bottleés rjot bearing
any hydrolytic resistance container c¢lass npmber are
deemed to belong to the hydrolytic centainer glass HC 3.
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