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' REGULATIONS FOR THE CONTROL OF BLOOD

TRANSFUSION SERVICES.

e

The Minister of Héalth in the exermse' of the powers
conferred on him by sub-section (1) of section -eighty-
three bis of the Medical, Dental and Pharmacy Act,. 1928

(Act No. 13- of 1928), as amended by section nine of |

the Medical, Dental and Pharmacy Amendment Act, 1957

(Act No. 11 of 1957), and after consultation with the |

South African Medical and Dental Councﬂ has made the
followmg reaulauons — :

PART }

DA"I’E ON WHICH THE REGULATIONS WILL COME INTO
FORCE.

1. These reﬂuiamns shall be cited as the Blood Trans-

fusion Regulatlons, 1960, and shall come into operation .

on the ﬁrst day of September, 1960.
DEFINITIONS

Gener al Deﬁmﬂom‘

2. (1) (@) A blood dohor means a’ person who by frce
consent allows some of his blood to’ be withdrawn—

(i) for use as human blood; or

{ii) for proce:,smg into preparataons ol human blood. -

()} A blood donor socmty means an 01gamsatlon which
recruits blood donors, arranges for the withdrawal of
blood from them, stores it and—.

- (i) after having such tests as are prescribed in lhe:
relevant Schedule of these regulations carried out -
on each individual bleod dona_mon, supplies it to

medical practitionérs as human blood; or :
(ii) forwards it to a blood processing laboratory for
-“processing into preparations of human blood.

(¢) A blood processing laboratory means a laboratory
_wlnch processes blood into preparatlons of human blood.

(d) The hcensmg author:ty means thc Secretary ’for-

Health. _
CA—57267

 DEPARTEMENT VAN GESONDH"EI.?# ""

No. R. :699] _[20. Mel 1960

REGULASIE? VIR DI“ BEHEER VAN
BLOEDODRTAP_PINGSDIENS’FE :

Die Mlmster van Gesonaheld het-in dle i.ut':)v:efemn':F van oy
die bevoegdheid hom verleen. by subartikel. (1) van arilkel'

drie-en-tagtig bis van die Wet op Geneeshere, Tandartse -

en Aptekers, 1928 (Wet No. 13 van 1928), soos gewysig by

artikel nege van die Wysigingswet op Geneeshere, Tand- - -
artse en Aptekers. 1957 (Wet No. 11 van 1957).'en na oor-

legpleging met die Suid-Afrikaanse Gcnecskundlge en’ .
Tandheelkundrge Raad die volgende regulasies genmak —

; \ " DERL L

Datum WAAROP DIE REGULASIES VAN LRAG WORD

1. Hierdie regulasies word aangehaal as die Bloedoor-
8 tappmgsregula'ues 1960 en tree op die eerste daa van

Septembur 1960 in wcrk:ng

DErFINISIES. -

; \. Algemene deﬁmstes ; -
2 (1) (@) n Bloedskenker beteken 'n persoon wat vry--_

_\'wﬂhghk toelaat dat van sy bloed onttrek word— -

(i) vir aanwending as menslike bloed; of .
(i) | |v1r bewerking tot preparate van menslike blocd

- (b) 'n Bloedskenkersvereniging beteken n organisasie
wat bloedskenkers werf, re€lings tref dat bloecl van huHe; s
_ onttrek word, dit opbcrg en— : e

(i) wat, nadat die toets in die toepaslike bylae van
‘hierdie regulasies voorgeskryf op elke individuele
‘bloedskenking . uitgevoer is, dit as menshke bloed o
‘aan geneeshere verskaf; of -

(u) dit na ‘n b!oedbcwcrkmoslaboratonum stuul vlr: -
‘bewerking tot preparate van mcnshke bloed

(c) n BEocdbewerkmgalaboratonum betcken n labora-

tormm wat bloed tot preparate van menslike bloed’ béwerk

(d) D;e hsens;ermgsowerhexd beteken dle Sekretarls o

-van Gesondhetd

~ ) - L
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" (e) A blood donor society licence means a licence issued
by the licensing authority to a me‘dical—-practitioner for
the operation of a blood-donor soceety. g

(fy A blood processing laboratory licence means ‘a
licence issued by the licensing authority- to a medical
practitioner for the operation of a blood processing

- laboratory. .

2) The licensee means the medical practitioner to
whom a blood donor society licence or a blood processing
laboratofy licence has-been issued.

5 () The proper name of a substance means the name
as ‘prescribed in these regnlations as the proper name of
that substance.

(i) Medical pfa’ctitioner means a medical practitioner
who is registered as such by the South African Medical
~ and Dental Council: =

(j) The relative Schedule, in relation to human blood,
means -the First Schedule to these regulations and, in
relation to preparations of human blood, the Second

Schedule. : :

-SprCIAL DEFINITIONS AND PROPER N_AMES.'

Human Blood.

(2) (&) Human blood is whole blood which has been

withdrawn from a human being, which has been mixed
with a suitable anticoagulant agent and which is intended
- for therapeutic or prophylactic infusicn into another
human being. - o

-~ Its proper name is: “ Human Blood ™.

 Preparations of Humaéz_ Blood (General Provf&i&ns).

* (b) Preparations of human blood shall include—

‘(i) any plasma, serum, protein or other ‘substance
" which has been separated from the whole blood
withdrawn from human beings and to which an

_ anticoagulant agent may or may not have been

~-added: or o

(i) any dried product which has been prepared from
any such plasma, protein or other substance and
which-is intended for therapeutic or prophylactic
{reatment of human beings.

 PREPARATIONS OF HuMAN BLOOD (SPECIAL PROVISIONS).

: Liquid Human Plasma. _ -_
“(3) (@ Liquid human plasma is the fluid which
mains after physical separation of the cells only from
uman blood. ._

Its proper name is: “ Liquid Human Plasma ”.

.  Frozen Human Plasma. ]
 (b) Frozen human plasma is liquid human plasma
, %hich has been frozen by a method approved by the
< Hicensing authority. :

_ - Its proper name is: “ Frozen Human Plasma 7,

" Dried Hwﬁan -Plasma.
(¢c) Dried human plasma is liquid human plasma which

~ bas been dried by a method approved by the licensing
. #uthority. '

Its proper name is: “ Dried Human Plasma:”.

Liquid Human Sen;m.
(d) Liquid human serum is the fluid which has been
separated— . . _ _
(i) after natural clotting, from whole  blood which
" has been withdrawn from human beings and to
which no anticoagulant agent has been added; or
(ii) after clotting has been induced by a -method
approved by the licensing authority, from human
. blood. N
- Its proper name is: Liquid Human Serum”.
2

s,

(@, n B?oedskenkihgsverenigilagliéensie beteken 'n
lisensie deur die lisensiéringsowerheid aan ’'n geneesheer
uitgereik vir die dryf van n bloedskenkingsvereniging.

() ’n Bloedbewerkingsiaboratoriumlisensie beteken 'n

lisensie deur die lisensiéringsowerheid aan 'n geneesheer

uitgereik vir die dryf van 'n bloedbewerkingslaboratorium.

(g) Dic lisensichouer beteken die geneesheer aan wie
'n bloedskenkingsvereniginglisensie of 'n bloedbewerkings-

' laboratoriumlisensie uitgereik is.

(k) Die regte naam van n stof beteken die naam wat
in hierdie regulasies as die regte naam van daardie stof
voorgeskryf word. ’

(i) Geneesheer beteken 'n gehcesheer wat as sodanig
deur die Suid-Afrikaanse Geneeskundige en Tandheei-
kundige Raad geregistreer is. :

(j) Die toepaslike: bylae, met betrekking tot menslike
bloed, beteken die eerste bylae van hierdie regulasies en,
met betrekking tot preparate. van menslike bloed, die
tweede bylae. -

" SPESIALE DEFINISIES EN REGTE NAME.

: - Menslike bloed.

(2) (a) Menslike bloed is volbloed wat van ’n mens
onttrek is en wat met geskikte antistollingsmiddel gemeng
is en vir terapeutiese of profilakiiese toediening aan iemand
anders bedoel is. S )

Die regte naam daarvan is: ,, Menslike Bloed ”.

* Preparate van menslike bloed (algemene bepalings).

(b) Preparate van menslike bloed sluit in—

{i) enige- plasma, serum, proteien of ander stof wat
van volbloed van mense onttrek, afgeskei is en
waarby 'n antistollingsmiddel gevoeg mag gewees
het of nie; of .

(i) enige gedroogde produk wat van enige sodanige
plasma, proteien of ander stof berei is en wat vir
terapeutiese of profilakticse behandeling van mense
bedoel is. :

PREPARATE VAN MENSLIKE BLOED (SPESIALE BEPALINGS).

Vlioeibare menslike plasma.

(3) (@) Vloeibare menslike plasma is die vloeisiof wat
corbly na fisiese afskeiding van slegs die selle van mens-

like bloed.

Die regte naam daarvan is: ,, Vloeibare Menslike
Plasma ”.

- Bevrove mensiike_plasma.

(b) Bevrore menslike plasma is vioeibare menslike
plasma wat bevries is volgens 'n metode deur die lisen-
siéringsowerheid goedgekeur.

Die Regte naam daarvan is:
Plasma”.

,» Bevrore Menslike

Gedroogde menslike plasma.

(¢) Gedroogde menslike plasma is vlocibare menslike
plasma wat gedroog is volgens ‘n metode deur die lisen-
siéringsowerheid goedgekeur. i

Die regte naam daarvan is: ., Gedroogde Menslike
Plasma ™. -

Viceibare menslike serum.

(d) Vloeibare menslike serum is die vioeistof wat afge-
skei 15— v i
(i) van volbloed, na natuurlike stolling, wat van mense
onttrek is en waarby geen antistollingsmiddel gevoeg -
is nie; of
(i) van - menslike bloed, nadat stolling volgens ’n
metode deur die lisensiéringsowerheid goedgekeur,
veroorsaak is. - _
Dic regte naam daarvan is: ,, Viceibare Menslike
Serum 7, ‘ :
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Dned Human Serum

(e) Drxed human gerum is liquid. “human serum whlch .
- has been. dried by a method approved by the ‘licensing -

authority..

Its proper name- is: “-Dricd Human Serum ¥,

Liguid Human Serum Albumin.

(/) Liguid human serum albumin is that fraction of the
© water soluble protein which is derived from liquid human

serum or plasma and of which the moleuular weight Is

approxamatcﬁy 70.000.
~ Its proper name is: “ Liquid Human Serum Albumin ”

. Dried Human Serum Albumin.

(¢) Dried human serum aibumin is liquid human serum
“albumin which has been dried by a method approved by
the licensing authority.

Its proper name is: ™ Dried Human Serum A‘bum n”

Liquid Human Antibody Gfoml n.

(/) Liquid human antibody globulin is that fraction of
the water soluble protein of liquid human serum or
plasma which 'contains those antibodies ‘which are
. commonly found in the blood of adult human beings. -

Its proper name is: *“Liquid Human Antibody
Gilobulin 7. | ;

Dried Human Antibody Globulin. ;
() Dried human antibody globulin is liquid human

antibody globulin which has been dried by & mctnod-

approved by the licensing aumorlty

Its proper name is: “Dried. Human Antibody
Globalin ™. ) T _

Human Fibrin. - - _
(j) Human fibrin is the water insoluble protein which
. congtitutes the matrix of the-clot which is formed in
.whole blood which has been withdrawn from human
beings and which has been allowed to coagulate.

Its proper name is: “ Human Flbr.n

N Human Fibri mogen

(k} Human fibrinogen is the water soluble protein con-
stituent of liquid human plasma which, on the addition
of human thrombin, is transformed into human fibrin.

Its proper name is: “ Human Fibrinogen ”.

- Human Thrombin.

(I) Hurman thrombin is the enzyme which transforms
human fibrinogen into human fibrin,

Its proper name is: L Human Thrombin

- TECHNICAL ADVISORY COMMITTEE.'

3 The Minister of Heaith may appoint an advisory
- commilttee of suitably qualified persons to advise the
licensing authority on any technical matters—

(@) which relate to blood trdnsfusmn or to-these regula-
tions; and

(5) which the latter may wish to refer to this committee'

for advice.

CoMPULSORY LICENSING OF PERSONS IN. CHARGE OF .THE
OPERATION OF BLoop Downor SOCIE‘I‘II‘,:, OR BLOOD
. PROCESSING LABORATORIES ;

4. BEvery blood donor society and every blcod processing

laboratory shall, in respect to all of its activities which

are prescribed in these regulations, be under the direct
and complete operative contro] of a medn,al practitioner
who shall— -
~{a) in the case of the former, hold a b!ood donor
society licence; or

(b)-in the case of the Iatter ﬂhoid a blood processwg

Iaboratory hcence o S

- Serum 7

Ged"oogde menshke Serum. i
(e) Gedroogde menslike serum is vloeibare menshke '

‘serum wat ‘gedroog is volgens n. metode deur- die hsen- -
- sigringsowerheid goedgekeur.

Die regte naam daarvan st .-,'Gedroogde Mcnsﬁké"-

Vfoe:bare menslike serumeiwit.

() Vloeibare menslike serumeiwit is daardie deelqle !
in water oplosbare proteien wat van vloeibare menslike
serum of plasma verkry word en waarvan die molvkulerc
gew1g cngeveer 70,000 is.

Die rcgte naam daarvan is:-

~ Vlombare Mens’lgke :
Serumeiwit 7 ) 0

Gea"r oagde mensc‘:ke serumeiwit.,

(g) Gedroogde menslike serumeiwit 1s vioeibare mens-
like serumeiwit wat gedroog is volgens 'n metode deur die
lisensi€ringsowerheid goedgekeur. _ S T g

Die reg;,@ naam daarvan is: ., Gedroogde Menslike -
Serumeiwit ” A P

.

V!oerbare menslike ~ téenstof-globulien.

(h) Vioeibare menslike teenstof-globulien is “daardie .
deeltiie in water oplosbare proteien van vloeibare mens-
like. serum of plasma wat teenstowwe bevat wat gewoon-

‘lik in die bloed van volwassenes aangetref word.

Die" regte naam daarvan is:

,, Vioc;bare Menshke
Teenstof-globulien ” '

- Gedroogde menslike teenstof-globulien.

(i) Gedroogde mensiike teenstof-globulien is vloeibare

menslike teenstof-globulien wat gedroog is volgens m - -
- metode deur die lisensigringsowerheid goedgekeur.

Die regte naam daarvan is: .. Gedroogd‘. Menshké
Teenstof-globulien ™.

Menshke ﬁdr:en
* (j) Menslike fibrien is dié in water oslop]osbare protercn

‘wat die grondstof vorm van die klont wat gevorm word-

in V‘Wlblﬂcd wat van mense mttrck is en wat toeﬁelaat i
om {e slo}

Die regte naam ‘daarvan is: - Menshke Fwnen

Menslike fibrinogeen.

(k) Menslike fibrinogeen is di€¢ in water 0plosbare
proteienbestandeel van vloelbare menslike plasma wat met

| die byvoeg van menslike (mmbl-,n in menshke ﬁbrien om-

gesit word.

Die regte naam daarvan is: ,, Me nshke ermogeen

Menskke trombien.

(/) Menslike trombien is die ensiem wat memhke ﬁbrl--
nogeen in menslike fibrien omsit.

Die regte naam daarvan is: ,, Menslike 'Tl‘ombrien T

- TEGNIESE ADVISE'QENDE KOMITEE.

3. Die Minister van Gesondheld kan 'n adv;serende
komitee bestaande uit behoorlik gekwalifiseerde persone
aanstel om die l;senswrmgsowerheid van advies te dlen m
verband met enige tegniese sake— _

(a) wat met bioedoortappmg of hierdie regu[asxes 1n ;

verband staan; en 4%

(b) wat laasgencemde na -hierdic komatee wﬂ verwys
vir advies.

VERPLIGTENDE LISENSIERING VAN PERSONE WAT VERANT-;‘

WOORDELIK IS VIR DIE DRYF VAN BLOEDSKENKINGS-

VERENIGINGS OF BLOEDBEWERKINGSLABORATORIUMS.. - 3

4. Elke bloedskenkingsvereniging en eike blosdbewer-
kingslaboratorium moet, ten opsigte van al sy bedrywig- -
hede wat in hierdie
die regstreekse en volle operatiewe beheer staan van ’n
va,neesheer wat—

(@) in die ﬂe“al van eersgenoemde n blocdqhenklngs- _
verenigingslisensie moet hou; of -~ -

(b) in die geva! van laasgenoemde *n bloedbcwerkmgs-
laboratonamhsensw moet how, . = ;

~ 3

ol

regulasies voorgeskryf word, onder ik
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PROHIBI‘I‘iON OF ACTS WH[CH PERTMN “TO THE OPERmon__
' OF A BLOOD DONOR SOCIETY OR A BrooD PROCESSING |-
LABORATORY AND WHICH ARE NOT CARRIED  OUT BY |

© OR UNDER THE CONTROL .OF A L!CENSED PERSON,

5 It shall be an offence for any person or any organi- |
o S&HOH—“ !

(a) to carry out; or \
() to cause to be carried out; or
- (c) to assist in the carrymg out of

_any act which is prescribed in these regulations as an act- ]

‘pertaining to the operation of a blood donor society or
a blood processing laboratory- unless such am ‘act is
carried out by, or. under the control of, a medical practl-
. tioner who holds a requas:tc Ilcence. ;

except that—

it shall not be an offence for a medlcal pracnt:oner to
. carry out or cause to be carried out any act— ~

(i) in - respect to a particular. patient who at the |
‘material time is under his personal medical care -

- or under the care of another medical practitioner

" on whose behalf and at whose request he carries |

out the act; or
(11) on behalf of and at the request of the licensee that

he "does so in accordance with the methods and |
these |

- procedures  which
__regulations; or
(iii) for purposes of “ bona fide ”

are prescribed in

~ viously notified to the licensi ng a,uthonty

Am’ucanorq FOR LICENCES
6. (1) Apphcaﬂons to the licensing authority for blood

donor society or blood processing laboratory licences, or
_ for the renewal of such licences, shall be addressed to the
+ + “ Advisor in Pathology of the Union Health Department ”

P 0. Box 26, Cape. Town.

(2) Licences to opvrate both a blood donor society and
a blood processing laboratory may be held concurrently
- by the same med1cal practitioner. .

"(3) The apphcant for any such hcence or for the renewal
of any sich licence, shall furnish the licensing authority
" with- such written information as is prescribed, m “the
' relatwe Schedule - .

7.-(1). A ‘licence’ which has been issued under these
- regulations shall, unless sooner suspended or withdrawn,
‘normally remain valid for a period of two years but, if so
required, a licence may be issued for a shorter period and
shall then only be valid for the period: spec:lﬁed on it.

(2) A licence shall also only remain valid as long as—

(@) in the case of a blood donor society licence the
. holder retains his appointment to a blood donor

sooiety as the medical officer in charge of its blood .

transfusion services; or

(b) in the case of a blood processmg laboratory licence, | -

the holder retains his appointment as the medical
+officer in charge of a blood processing laboratory. -

"(3) Licences shall be renewable. -

~ CONDITIONS UNDER WHICH LICENCES SHALL BE ISSUED.

8, Before a blood donor society or a blood processing
laboratory licence is issued, the applicant shall satisfy the
- lcensin veg authority that the fellowing conditions shall be
.obser

(1) The licensee shall prov1de and maintain, or shall

have provided and maintainéd on his behalf,

adequate staff, premises and equipment for the

© proper carrying'out of all the activities’ which are | - -

preoombed in the relative SChvdﬂlQ |

rescarch provided that | _.
the programme for such research has: beeq pre-

.TIME' PERIOD OVER WHICH LICENCES SHALL REMAIN VALID.

VERBOD op HANDELINGE WAT BE'I'REKKING HBT OP DIE'
~DRYF- VAN 'N. BLOEDSKENKINGSVEREN"IGING OF 'N |
BI.DEDBEWERKINGSLABORATOR[UM EN WAT NIE DEUR
' OF ONDER DIE BEHBER VAN N GELISENSIEERDE PERSOON
VERRIG WORD NIE. :

5. Emge persoon of enige organisasie begaan 'n'misdryf'
as hy ‘n handeling in hierdie fegulasms voorgeskryf as 'n
handeling in verband met die dryf van 'n bloedskenkings-

vereniging of ’n bloedbewerkmgslaboratomum—-—

(@) verrig; of
_ (b) laat verrig; of
(c) help om dit te verrig;

tensy sodanige handeling deur of onder dxc beheer van
n geneesheer wat die vereiste hsensw hou, verrig word

behalwe dat—

n. geneesheer nie m:sdryf begaan nie as hy sodamge
handeling verrig of laat verrig—

(i) ten opsigte van ’n bepaalde pasiént wat op die
wesenlike tyd ender sy persoonlike mediese sorg
is of onder die sorg van ’n ander geneesheer vir wie
en op wie se versoek hy die handeling verrig; of

(ii), vir en op versoek van ’n lisensichoter mits hy dit
doen in oorcenstemming met die metodes en pro-
sedures wat in lncrdle regulames voorgeskryf word,;

(i) vir doeleindes van bona fide- -navorsing, mits die
. program vir sodanige navorsing vooraf aan die
* lisensi€ringsowerheid meegedeel is.

AANSOEKE OM LISENSIES.

6. (1) Aansoeke aan die lisensigringsowerheid om bloed-
skenkingsvereniging- of Dbloedbewerkingslaboratoriums-
lisensies of om die hernuwing van sodanige lisensies moet
aan die ,, Adviseur in Patologie van die Uniedepartement
van. Gesondheid ”, Posbus 26, Kaapstad gerig word.

(2) Lisensies om sowel n bloodskenkmgsvotemgmg as
'n bloedbewerkingslaboratorium te " dryf, kan gelyktydig
deur dieselide geneesheer gehou word.

(3) Die apphkant vir enige sodanige lisensie of vir die
hernuwing van enige sodanige lisensic moet die skriftelike
inligting wat in die toepaslike bylae voorgeekryf word

aan die hsenmermgsoworheld verstrek

TYDPERK WAARVOOR LISENSIES GELDIG BLY.
7. (1) ’n Lisensie wat ingevolge hierdie regulasies uit-

. gereik is, tensy eerder 0 l-;1)(gc=.skort of ingetrek, bly normaal-
‘weg geldrg vir 'n tydpo

van twee jaar, maar indien ver-
lang, kan ’n lisensie vir ’n korter tydperk uitgereik word

“en is dit dan slegs goldlg vir die tydperk daarop gespesi-
fisger. ]

(2) 'n Lisensie bly ook slegs ge!dxg solank—.

- (ay in die geval van 'n bloedskenkingsvereniginglisensie,

" die houer sy aanstelling in ’n bloedskenkingsver-
eniging as dic mediese beampte verantwoordelik
vir die bloedoortappingsdienste daarvan behou; of

() in die geval van ’n bloedbewerkingslaboratorium-
lisensie, die houer sy aanstelhng as verantwoorde-
like mediese beampte van ’n bloedbework.mgs-
laboratorium behou, _

.3) Lisensies kan hernieu word.

"~ VOORWAARDES WAA,ROP LISENSIES UITGEREIK WORD.

8. Voordat 'n bloedskenkingsvereniging- of ’n bloed-
bewerkingslaboratoriumlisénsic uitgereik word, moet die
applikant die lisensi€ringsowerheid oortuig dat daar aan
die volgende voorwaardes voldoen word:—

- (1) Die lisensichouer moet voldoene personeel persele
en uifrusting verskaf en onderhou, of vir hom laat
- verskaf en onderhou, vir die behoorlike uitvoering
van al die bedryw:ghede wat in dle toepashke bylae
voorgcskryf word :




{2) The licensee shall allow -any medical officer of the
' © .Union Health Department who has been duly
- authorised in writing to do so by the licensing
authority— = B o

(@) to enter, at all reasonable times and with or
without prior notice, any premises in which the
licensee 1s carrying out, or causing to be carried |
out, any acts pertaining to ‘the operation of a
blood donor society or a blood processing’
laboratory and to inspect such premises and
also to inspect any equipment used by, any
methods employed by or any records kept by
(or used, employed or kept on behalf of) the
licensee in respect to any activities which are
prescribed in the relevant Schedule; and

(b) to take samples, in such amounts as he may
reasonably consider to be necessary and.
adequate for testing purposes, of any batch of
the following substances or materials:—

(i) Anticoagulant agent; o
(ii} human blood; . , .
(iii) preparations of human blood or of blood
in any stage of processing into such pre-
- parations; o _
(iv) testing or diagnostic agents or. preparations
thereof as wused by the society or
laboratory in the testing of human blood
or preparations of human blood; )
(v) any other expendable material used or
supplicd by the society or laboratory in
respect to the blood transfusion -services
that it renders. - '

(3) The licensee shail, at the written request by the
- licensing authority, forthwith furnish to the latter—

{a) samples, in such amounts as the licensing autho-
rity may consider to be reasonably necessary
and adequate for the purpose of. testing;
andfor - - e

(b) full -protocols of the tests which have been
' carried out by, or on behalf of, the licensee
and which are prescribed in the relevant
Schedule-for such substances, in respect to—

every batch, or such batch or batches as the licens-

ing authority may specify, of any such substance

or material as is referred to in paragraph (2) (b)
- of this regulation, . ‘.

(4) If the licensing authority so directs, the licensee shall
not supply for the treatment of, or for use .in
connection with the treatment of, human beings
any batch of any substance or material of which
samples or protocols have been furnished under the
two preceeding paragraphs of this regulation until
a certificate has been issued by the licensing autho-

rity permitting the supply of such substance or

. material,

(5) The licensee shall, on being informed by the licens-
~ing authority that any part of any batch of the’
afore-mentioned substances or materials has been
found by the latter not to conform with the
standards of quality, purity or safety as provided
in the relative Schedule and on being directed so
to do, withhold the batch or the remainder of the.
batch from issue, and, in so far as is practical,
recall all issues that have already been made from
such batch. The licensce shall ther dispose of such
withdrawn .or recalled batch in a manner which
has been approved by the licensing authority.

Fs

(6) The licensee shali not supply for the treatment of
‘human beings any container of human blood. or
of a preparation of human blood, or any other

- substance or material for use in connection with
- the treatment of human beings after the expiry date
of such blood,

- “has been passed. = i
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preparation, substance or material |

is om dit te doen, toelaat om-—

“{a) op alle redelike tye en met of sonder kennmise -

_ gewing vooraf, enige perseel waarop die lisen~ -

- siehouer enige handelinge in verband met dic .,
dryf van ’n bloedskenkingsvereniging of n-

bloedbewerkingslaboratorium verrig of -laat

verrig, binne te gaan en sodanige perseel te”

' (2).Die_, lisensichouer moet enige -znéd';ig::se-beéml'}te van
die Uniedepartément van Gesondheid wat deur die
 lisensi€ringsowerheid - skriftelik behoorlik gemagtig-

inspekteer en ook enige witrusting, enige -

- metedes of enige rekords wat deur die lisensie-

houer ten opsigte van enige bedrywighede wat :

in die toepaslike bylae voorgeskryf word;

gebruik, aangewend of gehou word “(of vir -
~hom gebruik, aangewend of ‘gehou word) te

- 1aspekicer; en . _
(b) monsters te neem, in die hoeveelhede

materiale; — o
(i) Antistollingsmiddel;,
(i) menskke bloed; -

(iii) preparate van menslike bloed of van~ =
- Dbloed in enige stadium van bewerking ot -

sodanige preparate;

(iv) toets- of diagnostiese middels of prepa-

. rate daarvan, soos deur die vereniging of "
laboratoriom by. die toets van menslike = -

preparate van menslike bloed =

bloed of
gebruik;

(v) enige ander verbruiksmateriale deur -die
vereniging of laboratorium gebruik of ver- - -
skaf ten opsigte van die bloedoortappings- - -

dienste wat hy lewer.

_ wat by
vir toetsdoeleindes redelik nodig en voldoende .
ag, van enige lot van die volgende stowwe of

(3) Die lisensichouer moet, op skriftelike versosk van -

-die lisensiéringsowerheid, onderstaande onverwyld:

aan laasgenoemide verskaf: —

(@) Monsters in die hocveclhede wat die _li's;én:_- .
siéringsowerheid redelik nodig en voldoende - -

ag vir toetsdoeleindes; en/of :

(b) volledige protokolle van die toetse wat daur of
vir die _lisensiehouer uitgevoer is en wat in die’ -
toepaslike bylae vir sodanige stowwe  voor-

geskryf is, ten opsigte van-—

elke lot, of die lot of lotte wat die lisensiérings- .
owerheid spesifiseer, van enige sodanige stof of
materiaal wat in paragraaf (2) _(b) van. hierdie .

-regulasie genoem word. -

- {4) Indien die lisensiéringsowerheid dit gelas, moet die. :
lisensichouer nie. enige lot van enige stof of -
materiaal waarvan monsters op. protokolle ‘inge- -

volge die twee voorafgaande paragrawe van hierdie Yy
regulasie verskaf is, vir die behandeling van of vir’

- aanwending in verband met die behandeling’ van

mense verskaf voordat ’n sertifikaat deur die lisen-- -
siéringsowerheid vir die verskaffing van sodanige

stof of materiaal uitgereik is nie. .

 siéringsowerheid meegedeel is dat daar deur laas-
genoemde gevind is dat enige gedeelte van enige

- lot van die voornoemde stowwe of materiale nie -

~aan die standaarde van gehalte, suiwerheid of
veiligheid soos in die tocpaslike bylae . bepaal,

voldoen nie, en hy gelas is om dit te doen, die lot
~of die res van die lot terughou en, vir sover dit - -
vitvoerbaar is, alle uitreikings wat reeds uit so--

danige lot gedoen is, terugroep. Die lisensichouer

moet dan oor sodanige lot wat teruggehou of terug-

geroep is, beskik op 'n wyse wat deur die lisen-
si€ringsowerheid goedgekeur is.

(6) Die lisensichouer mag nie énige houer met menslike ™
. bloed of met 'n preparaat van menslike bloed, of
~enige ander stof of materiaal vir aanwending in

~ verband met die behandeling van mense na- die -
verstrykingsdatum van sodanige bloed, preparaat, -
stof of materinal vir die behandeling van mense .~

verskaf nie,

. (5) Dic lisensichouer moet, nadat hy deur die Iiéeﬁ; i, -
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The Ticensee shall, should he relinquish his post as.
the” medical officer in - charge of .a ‘blood donot
licensing authority forthwith and in writing of_ _such
relinquishment. ' g

W g (8) The licensee -shall comply with _'a'il' the 'pr(fifi'sfio'ns

 REPORTING BY.

of these regulations including those of the relevant
- . Schedules .and

further relevant requirements, it any, as may be |
_prescribed in any regulations which are made under

" ‘the Medical; Dental and Pharmacy Act, No. 13 of

1928, in reference to blood transfusion and of
- which the licensing authority has given him not
' less than one calendar. month’s netice. -

MEDICAL PRACTITIONERS OF UNTOWARD
REACTIONS ‘OR DEATHS,

9, (1) Every “medical pr_acti'ti'dne( who infuses intra-

" vascularly, or who is. responsible for the . intravascular:.

¥ infusion of, a human being with human blood or a.prepa-

¢

. (:3) For the 'pilrposé of this
*. ward _reaction” -shall “mean
~ infusion has been followed by evidence of any—

“be confirmed in writing. by the medical practitioner

~ ration of human biood shall forthwith— - -~~~

take, of cause to be taken," all appropriate steps,
collaction of suitable specimens for

@

" including the

" analysis, to ascertain the nature and cause of; and -
- (b) report.

with all such relevant-particulars as may

; appear. ‘necessary  and by the’ quickest - .means
- practical— . S ; '

. (i) any untoward
77~ 4 person who ‘has. received
PO S aa- "

(D

" contributed to the.death; . " .

" to. the licensee which supplied the infusion and
the address of which appears on the label of the.
container; or, - _ L _

" if the-blood or preparation was not supplied by. a
Jicensce, to the ChiefRegional Health Officet of

the Union Health Department of the region in |

which the person received the infusion. -

. (2)- These reports, if not originally made in writing, shall
C':Gﬂf

cerned as soon as is reasonably possible.

regulation the term “ unto-_

(a) blood stream infection; or

= (b) intravascular haemolysis; bf .. _ e
~'.(c) any other severe reaction or illness, which is sub-
- 5 sequent ‘to  the

\ _ infusion and appears to be
+_attributable to it. '- S g e

. (4) The reports in connection with deaths, ~which

: appear to have been contributed to, by “intravascular

infusions -of human blood or of preparations of human

~ blood which are required by this regulation, shall be made
by the medical practitioner concerned apart from any

- other reports concerning the death that he may be

yequired to make under the Births, Marriages and Death

- Registration Act, No. 17 of 1923, or the Inquests Act,.
" No. 12.0f 1919 Rk e rE

* ActioN 10 BE_TAKEN FOLLOWING UPON THE REPORT OF

- AN UNTOWARD REACTION QR DEATH. *

- 10. Upon receipt of a report from a-medical practitioner

_of an untoward reaction or a death following upon an

intravascular infusion of human blood or a preparation
“of human blood, the licensee or the Chief Regional Health

. Officer (to whomsoever the report.was made). shall—

(a) forthwith carry out, or cause to be carried out, an

i investigation, which shall include all appropriate
laboratory tests as -appear: necessary and as cir-
cumstances will  allow, to ascertain.the cause of
the untoward reaction or'death; and . ; - -

- 'untoward reactions.and deaths. .. -

‘réaction which has occurred in
such an infusion;

any death, if such an infusion appears to have"

society or a blood progessing laboratory, notify the |

he shall also -comply with such-|

all_instances in which ‘the |

 DIE AANGEE DEUR

= (7) Die lisensichouer ‘moet,“indien hy sy betrekking as -
= yerantwoordelike mediese -beampte van 'n bloed-
skenkingsvereniging. of -’n. bloedbewerkingslabora-
torium. neerlé, die lisensiéringsowerheid onverwyld
en l_skrifae_lik 'van sodanige neerlegging in kennis
stel. -~ : Booarh om0 :
Die lisensichouer moet aan al die bepalings van
hierdie regulasies ‘met inbegrip van di¢ van .die
toepaslike bylaes voldoen en moet ook voidoen aan
sodanige verdere toepaslike vereistes, as daar is,
_wat in enige regulasics wat uitgevaardig is ingevolge
- die Wet op Geneeshere,  Tandartse en . Aptekers,
~ No. 13 van 1928, met betrekking tot bloedoor-
tapping, ‘voorgeskryf word, en waarvan die lisen-
siéringsowerheid hom -minstens een kalendermaand
kennis gegee- het. Lo

®

GENEESHERE VAN ONGUNSTIGE REAKSIES
.OF STERFGEVALLE. 7
9. (1) Elke geneesheer wat menslike bloed of 'n prepa-
raat van menslike bloed intravaskulér aan iemand toedien -
of wat verantwoordelik is vir die intravaskulére toediening
‘daarvan moet onverwyld—: . = < -
(@) alle gepaste stappe doen of laat doen met inbegrip
- wvan. die tap van geskikte monsters. vir ontleding,
ter vasstelling van die aard en oorsaak van; en
- (b) onderstaande aangee, tesame met alle toepaslike
' .besonderhede wat nodig blyk en op die spoedigste .
uitvoerbare wyse— e + : '
(i) enige” ongunsiige reaksies wat by ’n persoon
wat sodanige -toediening ontvang het, plaas-
~ gevind het; of ‘ i .
(ii) enige sterfgeval. indien dit blyk dat sodanige
toediening een van die aanleidende oorsake van -
die dood- was; - LR, R R LI
by die lisensichouer wat die toedieningstof verskaf
het en waarvan die adres op die etiket van die houer

verskyn; of :

- indien. die bloed of preparaat nie deur ’n lisensie-
houer verskaf is nie, aan die Hoofstreeksgesond-
" heidsbeampte = van ~die.. Uniedepartement van
Gesondheid van die streek waarin die persoon .
die toediening ontvang het. ) -

: .

Hierdie .aangifte, indien nie oorspmnkiik ‘skriftelik

o)

| “ingedien nie, ‘moet so gou as wat redelik -moontiik is

deur die betrokke gencesheer skriftelik bevestig word.

;(‘é)‘ Vir die toepassing van hierdie regulasie beteken die
vitdrukkiag ,, ongunstige reaksie 7 alle gevalle waarin die .

| toediening gevolg-word deur tekens van enige—

(@) bloedstroombesmetting; of |
+ (b) intravaskulére hemolise; of i g
(¢) enige ander ernstige reaksie of siekte wat op die toe-
diening volg en blykbaar daaraan toe te skryf is.

(4) Die aangifte in verband met stérfgevalle waarvan
intravaskulére toediening van menslike bloed of van
preparate “van menslike bloed een van' die aanleidende
oorsake was, wat by hierdie regnlasies vereis word, moet
deur die betrokke genecesheer ingedien word afgesien van
enige ander verslag betreffende die dood wat hy ingevolge
die Wet op de Registratic van Geboorten, Huweliken en -
Sterfgevallen, No. 17 “van 1923, of die Wet op Lijk--
schouwingen, No. 12 van 1919, moet indien.
STAPPE WAT NA DIE AANGIFTE VAN 'N ONGUNSTIGE REAKSIE
OF STERFGEVALLE GEDOEN MOET WORD.
10. Na ontvangs van ’n aangifte van ’'n geneesheer in -
verband met “n ongunstige reaksie of 'n sterfgevai wat op

’n intravaskulére toediening van menslike bloed of "n

‘preparaat van menslike bloed volg, moet ‘die lisensie-
houer of die Hoofstrecksgesondheidsbeampte (aan wie ook

al die aangifte ingedien is)— .
(@) onverwyld ’n ondersoek instel, of laat-instel; wat
alie gepaste laboratoriumtoetse insluit wat nodig
"blyk -te wees, en wat in die omstandighede moont-

" 1ik is, ter vasstelling van die oorsaak van die on-

gunstige reaksie of sterfgeval; en

: . s 5 ; | =" {b) ’n skriftelike aantekening van die ondersoek en die
-~ Ab) shall make a written record of the investigation and | ) ; '

v " its findings in the special register. prescribed in | -

- the relevant -Schedule for the recording of such. | -

* ‘bevindings in verband daarmee maak in die spesiale
_ register voorgeskryf-in die’ toepaslike bylae vir die "
- aanteken ' van: sodanige  ongunstige reaksies .en -

Costerfgevalle. " - Y ' T

i




"blood processing

L . 3 B,

BUITENGEWONE STAATSKOERANT, 20 MEl 1960 - .. 0T 7

ACTION TO BE TAKEN WHEN A BATcH oF HUMAN BLooD

OR OF A PREPARATION OF- Human BrLoop 1s S5Us-
PECTED TO BE UNSAFE.

11..(1) If at any time the licensee has any reason’ to
suspect that the batch of human blood or a preparation
of human blood is unsafe for the therapeutic or prophy-
lactic treatment of human beings, or that a batch of any
substance or material issued by such a ‘society or
laboratory for use in connection with the treatment of
human beings, is 'unsafe for such purposes. he shall—

(@) immediately stop the issue of all blood, preparation,

substance or material belonging to such batch |

which is still in stock and he shall, in so far as
is practical, recall any part of such batch as has
been issued; and

(b) forthwith cominence, or caUSe to be commenca,d an
investigation, which shall include ali such labora-
tory tests as appear appropriate and as circum-
ctances will allow, to ascertain whether or not the
batch is-at fault; and-

{c) keep a full written record of the 11west1gat10n and
its findings.

(2) If the investigation, as provided for above—
(@) clearly proves that the baich in question is safe, the

W

but
(b) fails to prove that it is safe;
the licenses shall — _
" (i) inform the licensing authority'in writinﬂ' as soon
as is reasonably possible, of the results of the

£

- investigation; and . -

(i) not issue it but dispose.of it in a manner approved
by the iatter _
WITILDRAWAL QUSPE‘\ISI")‘\’ OR REFUSAL TO REI\FW
LiCENCES,

12 (1) The licensing authority may withdraw, suspend
or refuse to renew a blood donor society licence or a blood.
processing , laboratory licence when any person has in
connection with the opsration of the society or laboratory
contravened or failed to comply with any of the relevant

_provisions of these regulations.

(2) The licensing authority shall,
suspends or refuses to renew a blood donor some’[y or
‘laboratory licence, promp;ly inform the
medical practitionﬂr concerned and the society or organisa-
tioh employing him in writing of the reasons for with-
drawing, suspending or refusing to renew the licence.

" PENALTY FOR CONTRAVENTION OF THE REGULATIO‘JS
13. Any person who contravenes or fails to comply with

__any relevant provisions of these regulations shall be guilty ;
“of an offence and liable on conviction to a fine not exceed»

ing fifty pounds (£50). -

REGULATIONS FOR THE CONTROL OF BLOOD
TRANSFUSION SERVICES..

i

PART IL . ' - £

.

FIRST SCHEDULE.

PROVIS!ONS RELATING TO BLoOD DONG‘R SOCIETIES. _

Bfaod Domr Soc:enes to be Regfstered as Non- pr‘oﬁt—
. making Companies.

1. A licence to operate a blood donor society shall not

._bc—: issued fo a medical practitioner unless such society is.

egistered - as .a. non-profit making cempany in terms of

| sectzon rwemy-me of -the Compames Act No 46 of . 1926

licensee may authorise its issue. m the usual way,

-moet 'die Hsensichouer—

INTRLK‘{ING OPSKORTING OF, WEIERH\G VAN

if he withdraws,

. PREPARAAT VAN MENSLIKE BLOED ONVEILIG IS.

11. (1) Indien die lisensichouer te eniger tyd rede- het
om te vermoed dat 'n lot van mensiike “bloed of van 'n

preparaat van menslike bloed onvellig is vir die tera-
psutiese of pfa,llakflese behandsling van mense, of dat =~

"STAPPE WAT GEDOEN MOET WORD WANNEER. DAAR VERMOED -
WORD DAT N LOT VAN MENSLIKE BLOED OF VAN ’N.°

n.lot van enige stof of materiaal wat vir aznwending in

verband mef die behandeling van mense deur sodanige
vereniging of laboratorium uitgereik is, vir sodamgc doel-
eindes onveilig is, moet hy—

(a) onrmddnz!uc die uitreiking van alle bloed, prcparaat

stof of materiaal wat tot sodanige lot behoort en: *

wat' nog in voorraad is, stop sit en moet hy vir -
" sover d;t uitveerbaar is, e;ugc gedeelte van sodanlge.

lot‘wat reeds uitgersik is, terugroep; en

(b) enverw)ld met 'n onderscek begin, of dadrmee laat Sk

begin, wat alle laboratoriumtoetse insluit wat gepas
blyk te wees en wat in die omstandighede moontiik

is: ten einde vas fe-stel of daai f0ut is met die lot

of nie; en

(¢} 'n: volledlge Skr.ftchkc rekord van die ondersoek en .

dlc bevindings in verband daarmee hou.

2) Indien die - Ondersoek 3005 hierbo bepaal—_

(a) duidelik bewys dat die betrokke lot veiiig is, kan -
die lisensichouer die  uitreiking daarvan op die’

/gewone wyse magtig, maar :
(b) nie bewys dat die betrokke lot velhg is me,

(i) die 11sen51ermg<;owerhe1d 80 spoedii’

soek: en

(u) dit nie witreik nie, maar daaroor beskik op 'n wyse

deur laasgenoemde gcedceieur

- VAN LISENSIES.

12 {1) Die llﬁenalermgsawerhetd kan ’n bIoedskenkmgs-

vereniginglisensie ' of
lisensie intrek; opskort of weier om dit te hernieu, wan-

neer iemand in verband met die dryf van die’ vereniging -

of laboratorium enigeen van die toepaslike bepalings van

hierdie regulasies oortree het of versuim het om daal*aan- ‘o

te voldoen.

' (2) Die huenswrmgsowerhe:d moet, mdlen hy 'n bloed~
bloedbswerkingsiaboratoriume-. - -

lisensie intrek, ‘opskort of weier om dit te bernicg, die -

skenkingsvereniging- of

betrokke geneesheer en die vereniging of organisasie’ by

iwie hy in diens is, sonder versuim skriftelik verw1tt1g van
‘die redes vir die intrekking, opskorting of weiering- van
' die hernuwing van die lisensie. :

STRAF VIR OORTREDING VAN, DIE REGULASIES

13. Temand wat enige- toepashke bepalmgs van hierdie.
| regulasies -oortrec of versuim om daaraan te voldoen,
|- bcgaan n misdryi en is by skuldigbevinding strafbaar met_ '

n boete van hooastens vyftig pond (£50).

REGULASIES VIR DIE BEHEER VAN- BLOED-
OORTAPPINGSDIENSTE. -

‘DEEL 1L

- EERSTE BYLAE.

BEPALINGS IN VERBAND MET BLOEDSKENGNGS- ;
' VERENIGINGS

Bloedskenkingsverenigings moet as maatskapp\,e sonder'_'

* winsbejag geregistreer word.

1. ’n Lisensie om ’n bloedskenkingsvereniging te dryf

word nie aan ’'n geneesheer uitgereik nie tensy sodanige

oontlik
skriftelik verwittig van die resultate van d1e onder— -

HE,R'NU WING

n b!oedbewerkmgslaboratomum-

vereniging ingevolge artikel een-en- -twintig van die Maat-

‘skappywet, No, 46 van 1926, as 'n maalskappy sonder'- B
: wmsbe]ag gereglstrecr is. : ; :
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3 _'.__A'ppéin_lmgnt of-l a Medical Officer in C&d&ge{ o
- 2. (D Every blood donor society shall appoint a medical
practitioner as the medical oificer in charge of the blood
transfusion services that it renders. % S

. (2) This medical _p;rac_titioriet shall be the’ licensee.

7 ‘A'ppqz'nrment of a Deput}' Medical Officer and of
s Assistant Medical Officers.

- 3. A'blood donor society may appoint— _
(@) a medical practifioner as a deputy medical officer
~ tothelicensee; and - '

© 2 7(b) medical practitioners as assistant medical. officers to
co him - ' - ‘
" Functions of the Licensee.

" 4. (1) The licensee shail be in charge of, and responsible
for ensuring the proper performance of, all medical,
techhical, administrative and clerical procedures which are
carried cut by the society and its branches, if any, in’
. respect to the blood transfusion services which it renders
" and which are prescribed in this Schedule and he shall
also be: responsible “for ensuring that all the relevant
requirements of Part I of these regulations and: of this
~ Schedule are fully comptied with. : '

. (2) The licensee shall forthwith advise the licensing
authority in writing of— ‘

- O

the surname, full christian names, postal address
and medical qualifications as registered by the South
- ‘African Medical and Dental Council of any medical
- practitioner who has been appointed by the society
ds his deputy: and .

(i) any change which has been made in the appoint-._

ment of such a deputy. | o

" *(3) The licensee shall forthwith advice the licensing
authority in writing of-— : .

© (i) any changes in

of the society; of e
(i) any changes in the number and location of its
© " branches or in their postal addresses; oOf
(iii) any changes in the Articles of Association of the
~ society; or ' - : A
(i) any changes in the organisation of, or in the methods
" " ‘and procedures adopted by, the society in respect
to the blood transfusion services that it renders.

(4) The licensee skall furnish the licensing authority with
‘& copy of the annual report of the society as soon as is
- reasonably possible after its publication.

' Functions of the Deputy M edical Officer.

© 5. (1) The deputy medical officer to the licensee shall
 act as the assistant and understudy to him and shall have
full powers to act as the licensee whenever the latter is
-temporarily absent from or unavailable for duty and he
* shall then be responsible for carrying out all the duties of

- the licensee as prescribed in this Schedule.

(2) Should the licensee permanently relinquish his duties -
 as the medical. officer in charge of the blood transfusion
services rendered by, the society, the deputy medical officer
may act as the licensee for a period not exceeding 30 days

* during which application may be made for a new licence.

' -.'The_ Licensee or the Deputy Medical Officer Always to be

A vafl_abl e

- 6. Either the licensee or the deputy medical officer in
~charge shall be available at all times for the proper control
of the blood transfusion services rendered by the society.

" Functions df thie Assistant Medical O ﬁ-”zce}-s. :

7. The assistant medical officers shall be under the
direct administrative control of the licensee, and shall
-undertake such blood transfusion duties as are delegated to
them by him and shall be responsible to him for com--
plying with all the provisions of this Schedule which relate-

ange the designation, or the business, |
postal or telegraphic addresses or telephone number |

- Aanstelling van’n verantwoordelike mediése b-eampté._ '
. 2. (1) Elke bloedskenkingsvereniging most 'n genees-
' heer aanstel as dic mediese beampte verantwoordelik vir
die bloedoortappingsdienste wat hy lewer. '
(2) Bierdie gensesheer is die lisensichouer.

Auanstelling van 'n adjunk-mediese beampte en van
| assistent-mediese beamptes.” '
3. 'n Bloedskenkingsvereniging kan—
{#) 'n geneesheer as "n adjunk-mediesg
lisensichouer; en _
(b} geneeshere as assistent-mediese beampies vir hom
aanstel. ' s '

beampte vir die

Funksies van die lisensiehouer.

4. (1) Die lisensichouer oefen beheer uit en is verant-
woordetik daarvoor om toe te sien dat aille mediese,
tegniese, administratiewe en klerklike prosedures wat deur
die veremiging en sy takke, as daar is, behartig word ten
opsigte van die bloedoortappingsdienste wat hy lewer en
wat in hierdie Bylae voorgeskryf word, behoorlik uit-
gevoer word, en is ook Verantwoordelik daarvoor om toe
te sien dat daar aan al die tozpaslike vereistes van Deel 1
van hierdie regulasies en van hierdic Bylae ten volle
voldoen word. ' '

(2) Die lisensiechouer moet die lisensiéringsowerheid
onverwyld skriftelik verwittig van— :

(i) die van, volle voorname, posadres en mediese
kwalifikasies, soos deur dic Suid-Afrikaanse
Geneeskundige en Tandheélkundige Raad geregi-
streer, van enige geneesheer wat deur die vereni-
ging as sy plaasvervanger aangestel is; en

(i) enige verandering wat in die aanstelling van

sodanige plaasvervanger gedoen is. -

(3) Die lisensichouer moet die lisensiéringsowerheid
onverwyld skriftelik verwittig van— ;

(i) enige veranderings in die benaming, of die besig-
heids-, pos- of telegramadres of telefoonnommer
van die vereniging; of - : : ;

(i) enige veranderings in die aantal van sy takke en

die plekke waar hulle geleg is of in hulle pos-
adresse; of oo © o on .

- (iii) enige veranderings in dic Statute van die vereni-
ging; of )

(iv) enige veranderings in die organisasie van, of in die

-~ ‘metodes en prosedures gevolg deur die vereniging

ten opsigte van die bloedoortappingsdienste wat hy
lewer. ' 5 : .

(4) Die lisensichower moet aan die lisensiérings-
owerheid *n eksemplaar van die iaarverslag van die vereni-
ging besorg so gou as wat redelik moontlik is na die
publikasie daarvan. ’ _ .

Funksies van die adjunk-mediese beampte.

5. (1Y Die adjunk-mediese beampte vir die lisensie-
houer staan hom by en neem in sy plek waar en het volle
bevosgdhede om as die lisensichouer op te tree wanneer
‘ook al laasgenoemde tydelik van diens afwesig is of nie
daarvoor beskikbaar is nie en hy is dan verantwoordelik
daarvoor dat al die pligte van die lisensichouer soos in
hierdie Bylae voorgeskryf, uvitgevoer word. s i

(2) Indien die lisensichouer sy pligte as die mediese
“beampte verantwoordelik vir die bFocdoortappingsdienste
wat deur die vereniging gelewer word permanent neerl€,
kan die adjunk-mediese beampte as die lisensichouer
optree vir ’n tydperk van hoogstens 3C das waartydens
aansoek om ’'n nuwe lisensie gedoen kan word.

Die lisensiehouer of die adjunk-mediese beampte moet
" altyd beskikboar wees.

6. Of die lisensiehouer df die verantwoordelike adjunk-
mediese beampte moet te alle tye beskikbaar wees om
behoorlike beheer uit te oefen oor die bloedoortappings-
dienste wat deur die vereniging gelewer word,

Funksies van die Assistent-mediese beamptes.
7. Die assistent-mediese- beamptes - staan onder dic
regstreckse administratiewe beheer vas die lisensiehouer,
_onderneem die bloedoortappingspligte wat deur hom aan
_hulle opgedra word en is aan hom verantwoordelik vir die

_yoldoening aan al die bepalings van hierdie Bylac wat op
cndanioe nliete betrekking het. ~ =~ . :
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A A pplfcanans for Bfood Donor Soc:e?y chences

8 (1) Every medical practitioner who is appomted by
-a blood donér society as the medical officer in charge
of the blood transfusion services réendered by it shall forth-
with apply in writiag to the licensing authority for a
blood donor society licencé and shall furnish with, his
application the following information:— = ..:
(a) H}s surname, cbrlstlan names, poslal addrcss and
medical qualifications as registered by, the South
African Medical and Dental Council.
(b) The desunatlon the business, -, postal and : tele-

2 5
Aansoeke mm bioedskenkxn;;veremgmgi:sensws e

8 (1) Elke ,genceshe:cr wat .deur ’'n bloedskcnkmgs-
Vereniging aangestel word as’die mediese beampte verant-,
woordelik vir die bloedoortappingsdienste wat deur hom
gelewer word moet onverwyld by die “lisensiérings;
owerheid sknftehk aansoek doen om ’n bloedskenkings-.

_veremgmghsens;e en moet die voigcnde mhgtmg saam
met die aansoek versirek :—— B

(a} Sy \"dn, voornamie, posadies en mediesu kwahﬁ-
kaﬁeaz soos - deur die Suid-Afrikaanse Genees-

kund;gc en Tandheelkundige. Raad.- geregisireer.

" (b) Die benaming, die besigheids-, pos- en telegram- wo
adres| en dic telefoonnommer van - dl(‘. bloed-

skenkingsvereniging.

graphic addresses and the telephone number of the”

- bloocd donor society.
(c) A letter signed by the chairman of the blosd donor
society stating that— Yo
(i) the applicant has been permamnt]y or iﬂmno--
rarily appointed by it as the med.cal oﬂ‘lccr n
-+ charge of its blood transfusion services; -~
(i) the date from which su\,h appomtment 15 to
take effect; and =~
{m) if the a fppcuatrrseni is a temporary onex the
period or . which the appointment has ‘been”
L made.
(d) A copy of the Articles of Association ‘of the
society . or, if such a copy has been proviously
furnished and no changes have subsequently been
made in them, a certificate to this eﬁ\,ct from the

chaarman of the society. )

(e) A short and comprehcnslvﬂ : uscnptmn by the
- applicant of the organisation of and the procedures
-and methods to be adopted by the society in fespect

to the blood transfusion servicés that it will render.

- This description~ shall include the following

particulars: —
G A statement as. to th*_ nature and scopé of the

biood transfusion Services to be rendercd by

. the society;
(i) a de:-cuption of the soc:eiys plan for the
prowsmn of these services;

(iii) an outline of ‘the geographical bcmndar;es of
the region to bx, normally supphed by the

“society; |
@iv) a list of ‘the branches of the socaety 1hczr
postal “ addresses apd a description - of the
nature and scope of the blood transfusion

_ services to be provided by, and an.outline of
the geographical boundaries of the  area
normally to' be served by. each. of these

branches;
(v) a description -of the system to be adopted by
the society for the keeping by it of all the
records which are prescribed in Thio Schedule,

and -
4 description of the technlcal methods and
procedures. which are to be employed by the
society, including its branches, in. respect to
the collection, testing, storage and distribution
‘of human-blood or blood for processing -into
preparations’ of human blood 'with special
_reference to those tests which shall be carried

'_(vi)

out by, or on behalf of, the society and the |

methods for which require approval by the
licensing . authority.

It shall, however, not be ﬂecessary for the
apphcant to furnish this description of the
organisation of and the methods and
procedures adopted by the society if such a
description has. been previously furnished to,
and. all. the subsequent changes therein
notified to, the licensing authorlty, provided

that-—
(1) he refers in his apphcatlon to such
prevlously supplied descrtpt:on and noti-

- fications;. and

@

e

- (i) he certlﬁes that no’ otuer ch&ngcs have |

smce been made

'r"'

©) 'n Bnef deur die voorsitter van die bloequenkmgs- s
vercmgmg onderteken waarin gemeld word dat— -

(1) dle applikant permanent of tydelik - deur ‘die -
vereniging aangestel is as die mediese beampte : .
sy bloedoortappmgs-"

werantwoordelik- vir

" dienste;

(D) Fdw datum waamp sodamgc aanstcilmg van
#'krag word; en

(m% indien dit ‘n tyilchke aat asteng is, die tyd—
perk waarvoor die aansteiling gedoen iss .-

n Afskr:f van die statute van die veremamg “of;
mdu*:n 80 ’n afskrif voorheen verskaf is en geen '
verandermgs later daarin aangebring is- nie,'n-
sertifikaat met die strekking van die voorsnter van
d1ie vereniging,

n | Kort en. omvyattende b\.skrywmg duur dlc
applikant van die organisasie van die vereniging efl
die prosedurca en metodes wat deur die vereniging
gevolg sal word 'in verband met die -bloedoor-
t%lppmgsdlenste wat hy sal lewer. ~Hierdie beskry--
wing- moet die volgende besonderhede msimt —

/(i) *n Ulteensetting van die aard en omvang van
i die bloudoortappmosd:enste wat - deur dle
i veremomg gelewer sal word;
[(ii) n beskrywing van die. veremgmo se bepianmng ;
g’ - vir die verskaffing van hierdie dienste; . -
I(ili) ’n aanduiding van die -geografiese grense van -
‘die streck wat normaalweg deur dje vereni-

| gmg bedien sal word;

i (iv) "n lys van die takke wvan die vereniging, hulle
posadresse en 'n beskrywing van: die aard en .
omvang van die bloedoortappingsdienste wat
deur ‘elkeen “van hierdic takke verskaf ,sal -
- word, en ’'n aanduiding van die geografiese -
grense. van die gebied wat normaalweg dcur
“elkeen van hulle bedien sal word;

™) 'n beskrywma van die stelsel wat deur- dle
vereniging gevolg sal ‘word vir die hou van al
die rekords wat in hierdie Bylae voorgcskryf

word; en -
(v:l) n bcskryw;ng van die tcgmese metodes en -
-prosedures. wat deur die veremgmg, met
inbegrip van sy takke, gevolg sal ‘word.in. -
verband met die tap, toets, opberging en - ¢
verspreiding van menslike bloed of bla’;ed_vi_r g
‘bewerking tot preparate van menslike bloed
_met spesiale verwysing na daardie toetse wat.
- deur die vereniging, of vir hom, vitgevoer word- -~ -
- en die metodes wat die goedkeuring deur d1e A
- lisensi€ringsowerheid vereis, 2
Dit is egter nie nodig dat die apphkant h1er- s -
die beskrywing van die organisasic van die ~
vereniging en die metodes en prosedures wat.. '
deur die veremgmg gevolg word, moet verstrek i

- nie, indien so ’n beskrywing voorheen aan die -

hsenswrmgmwcrhmd verstrek ~ is - en - laas- -
genoemde in kennis gestel is van al die | -’

veranderings wat later - daarin aangebrmg 15, E

‘mits—
- (i) hy in sy aansoek na sodamge beskrywurg

"en kennisgewings wat voorheen- verstiek

~ is; verwys; en

(n) hy sertifiseer dat geen ander verandenngs

sedcrtdlen aangebnng is nie. :
: Vonds _9'-
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: (f) Such oiher mfonnatmn as. may be requn‘&d bv thu

~licensing - authority in resp"ct o’ the orgamsatson
of and -the methods and procedures ‘may . be
“adopted by the society in re,spe\,t to its b]ood trans-
fusxon serwce.-, i S ,

chewal of Lfcences

(2) Every llcensee on' apphcatlon for the renewal of 4

‘blood donor society licence held by-him shall furnish the
hcensmg aushonty with the following ‘information: —

. (ay The’ reﬁlstratlon number of the licence-held by him.
(b) His surname ‘full christian names, postal address

“and ‘medical qualifications as registered by the-

) South" African Medical and Dental Coundil.
(c) The dmgnatwn, the business, postal and telegraphic

" addresses and the te]ephonc number of the blood

- donor soc1ety

; -'(a’) A letter 31gnecl by the chalrman of the soc:ety-_
- stating that the dpphcant will continue fo. be-
" employed permanently or temporarily as the |

- medical officer in charge of the blood transfusion

“services . rendered by it and. ‘if ‘to be employed

i tcmporarlly, the perlod over ‘which he. w11I be 0
© “employed. - .

o -'“.(e) A copy of ‘the: AI‘UC]BS of Assoc:]at;on of the somety
" or, if such a copy has been previously furnished,

. a ‘certificate from the chalrman of the socnety “to
thlq effect. - :

() A statement from the apphca.nt to the eﬁect thatm

(i) no changes have been made in the organisation -

<.+ of, or'in the méthods and procedures adopted
- by, the society “in respect to the blood trans-
. fusion services that it renders since such a

- description was last furmshed to the licensing |’

: authonty, or’

(u) all such changes whlch ha\e since been made | .

. have been, or are now. being, notlﬁcd to the
I1censmg authonty

Notrﬁcat:on by the (‘hmrman of the Soc:ety Hmt the
: Licensee has. Ceased to Act as the Medrca! Oﬁ‘icer in
- Charge

9 Should the licensee for any rreason relinquish hls post
" as the medical officer in charge of the blood transfusion

-gervices rendered by the society, the chairman of the socxety :

. shall forthwith notify the licensing authority in writing of
~_this fact and advise the latter as to the name of the deputy
medical officer who will carry on the service until a-new

o medical officer in. char'ge' has beén appoin‘t'ed by the society. -

Orgamsatron of Blood Donor Soczet:es into European and
Non-Europeart Dwsszons i

10 Blood donor societies or branches of such societies
w]:nch recruit both European and non-European blood
.donors shall be organised into separate European and non-
European divisions so-that— - 7

(a) Eumpcan and non- Eumpean blood donors are bled
-, on separate premises or are bled on “the same
- premises but are suitably separated; and

(b) the records of European and. non-European donors -

and of their blood donatmns are kept separate

Regfstrauon of Blood Donors

11, (1) All persons who -donate their blood to a blood
“donor society shall be registered by that society as biood

donors and shall on registration be given an 1dent1fymg '

reg:stratlon number

“(2) On registratlon all the partlculars whlch are requu‘cd‘

by regulation 34 of this Schedule in respect to each blood

donor shall be recorded in a manner approved by the .
- licensing authority by a person who has been delegated i

ﬂns functmn by the hf:ensce 5t

(f} Ander mhgtmg wat d¢ur die Lsenswrmgsowerhe]d
verldng word . ten ‘opsigte van die organisasie van
"die vereniging en:die metodes en. prosedures wat in

- verband met sy hloednortappmg‘zdlenste deur hom
: gevolg kan word.

Hemuwmg van hsenszes
(2) Elke lisensiehouer moet by aansoek-om die hernu-

wing van 'n bloedskenkingsverenigingslisensie. wat deur
hom gehou word, die volgende.. mhgtmg aan die hsen-

'smrmcrsowerhexd verstrck —

(a) Die reglstrasmnommer van die lasensne wat deur
hom gehou word.

(b) Sy . van, volle voorname, posadres* en mediése
kwalifikasies - soos deur die Suid-Afrikaanse
 Gengeskundige en- Tandheelkundlge Raad geregi-
streer.

(¢) Dic benaming, die besigheids-, pos- en telegram-
cadres en die telcfoonnommer van d:e bloed-

~ skenkingsvereniging.

(d) 'n Briéf deur die- voorsitter van die vereniging:

© " onderteken waarin gemeld word dat die applikant
permanent of tydelik in diens gehou sal word as

* die mediese beampte verantwoordelik vir. die bloed-

- oorfappingsdienste wat deur die vereniging gelewer
word, en indien hy tydelik in diens- geneem sal-

_word, die tydperk waarvOor hy aldus in diens
 geneem sal word.

(¢) 'n Afskrif van die statute van die veremgmg of,
indien so ’n afskrif voorheen verskaf is, “n sertifi-
~ kaat met dié strekking van die voorsﬁter van . die

_ vereniging.
(f) n Verklaring van die apphkant dat— -~

(1) daar geen verandermgs aangebrmg is in die

" organisasie van~ die vereniging, of in die

metodes en prosedures wat deur hom gevolg

_— - word in‘verband met die bloedoortappings-

i ~ dienste wat hy lewer sedert die laaste keer toe

50 'n beskrywing aan die lisensiéringsowerheid
verstrek 15 nie; of

(i) al sodanige verandenngs wat sedertdien aan-

gebring is, reeds-aan die hsenswrmgsowerl‘eld '

meegedeel is, of nou meegedeel word.

Kennisgewing van die voorsitter van die vereniging dat die
lisensichouer-opgehou het om as die veranrwoordehke
mediese beampte op te tree.

9. Indien die lisensichouer om enige rede sy betrekking
as mediese beampte verantwoordelik vir die bleedoor-
tappingsdienste wat deur die vereniging  gelewer word,

_neerlé, moet die voorsitter van die vereniging die lisen-

si€ringsowerheid onverwyld skriftelik van di¢ feit in ken-'

‘nis stel en laasgenoemde verwittig van die naam van die -

ad]unk-medlese beampte wat die diens sal voortsit totdat
n nuwe -verantwoordelike ‘mediese beampte deur die

. vcremgmg aangestel is.

Indeling van Bloed.s.kenkmgsveremgmgv in Blanke.en ~
" nie-Blanke afdelings. '

10 Bloedskenmngsveremgmus of takke van sodamgs
verenigings wat _sowel blanke as nie-blanke bloedskenkers
werf, moet in afsonderlike blanke en nie- blanke afdelings
ingedeel word sodat—

(@) bloed van blanke en nie- blanke bloedskenkers op -
afsonderlike persele getap word of -op dieselfde
perseel waar hulle behoorlik van melkaar geskei -
s; en’ -

(b) die rekords . van blanke en nie-blanke skenkers en
-di¢ van hulle bloedskenkings apart gehou word.

Registrasie von bloedskenkers. =

11 (1) Alle personé wat hulle bloed aan 'n bloedsken-
kingsvereniging skenk, moet deur’ daardic. vereniging as
bloedskenkers geregistreer word en by ‘registrasic moet n
identifikasieregistrasienommer aan hulle toegeken word.

(2) By registrasic moet -al die besonderhede wat by |
regulasie 34 van hierdie bylae ten opszgte van elke bloed-
skenker vereis word, aangeteken word op n wyse deur die

'llsenswrmgsowyrheld goedgukeur, deur ’n persoon aan wie
'-hnerche funk«ne deur dle hscnsmhouer opgedra is. :




o Prsor B!ood Group T ests.” :
12 (1) (a) }f a blood donor’ makes a. donauon of blood

~‘to a blood donor aoclety for the first time; and -
() if the licensee intends to r.ssue this blood as human [

blood,’

_ a suitable sanhple of the donor s blood ‘shall be oollected

.from him before the blood for his donation is wlthdrawn

~and this sample shall be subjected to a prior blood group

test for the determination of the pnmary blood group and

- . the Rh factor; but

(©) 1f the licensee does not 1ntend to issue thc blood as

,human blood but to forward it to a blood processing

laboratory for processing into a preparation 'of human
blood, a sample of blood need-not be collected before the

_ blood donation is’ withdrawn, and the blood group tests
" which are carried out on the sampte. of blood collected at’

“the end of the donation may, for purposes of future
_donations, then be regarded as prior blood group tests

prowded that the container of blood is-promptly labelled
‘_ n accordanoe with: regulation 38 (2) of this Schedule _

(2) The prior blood group tests shall be carned out in
accordance with the provisions for-blood tests as prescmbed
in regulauon 26 of thls Schedule fe=y

Condm(ms under wk:ch Bh?od Donors may be B:’ed
13. (1) Blood donors shall be -not lcss t.ha.n elghteen

~years,of age.

@) No hlocd donor shall have more blood thhdrawn '
. from him than— - -

() 500 millilitres on any one occasmn Of iU s

(11) 500 millilitres during any ‘period of Iess than tw0~

ca]endar months; or

(111) 2.500. millilitres- dunng any penod of ]es«; than one' .

‘year: but

(w) if morc than 2000 mllhhtres of blood dunng as:

penod of less than.one year:. or .

(v) if more than 500 millilitres durmg a perlod of Iess
‘than three calendar momhs :

'-are withdrawn from’any one donor,’ this fact in respect to

every donor so bled, shall be notified in writing by the
licensee to the licensing authonty, _together ‘with - such

_other information as the latter may require in respect to
. the physical ﬁtvess of the donor wnhm one calendar

nionth of the event.

(3) ‘Women. who are knowu at the ~tu:rh‘: to be—
(1) more than three calcndar months preanant or

(i) to-have been pregnant durmg the last six calendar_

months,

- .ing blood for the prepa:anons of spemﬁc testmg serum.

(4) On-the day of the. intended w1thdrawal of a blood

" donation .from. a blood donor and: before such blood is.

withdrawn, the following procedure shall be carried out:—

(@) The blood donor shall be identified by a responsible
employee of the blood donor society as a-person
who is regzstered ‘by the society as. a blood donor._

(b) A determination of the haecmoglobin level of his
blood shall be made by a method approved by the
licensing authority. This. test shall be carried out

. by a person who is employed by the socicty, has

been adequately trained in' this method ~and is |
aunder the direct supervisory control of a mechcal :

: practmoner

(i) Females with a haemoglobm leVeI of less than '

.12-5:grams; and

(ii) males with a haemoglobm level of ]ess than.

135 grams, & begrs

“oof haembglobm per: 100 lmlhlltres of blood shall : [ s
- net be bled for human blood or for blood to be'_ :

-:\.;_:-\processed mto preparauons of human bl“oo;L
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_ Ifborafgaande bloedgroeptoetse o g
12 ( 1) (a) Irg(hen 1 bloedskenker vir die eerste keer aan
n b’loedbkenkmkweremomg bloed skenk; en -

) mchcn
bloed as. mensllke bloed: uit- te reik,

hom getap wbrd voordat -die bloed vir 8y skenking ‘ontx

_bloedgroep en die Rh-faktor vas te stel; maar,

bloed -as menslike bloed uit te reik nie, maar .om- dit na
1 bioedbewbrklnasiabaratonum te stuur vir bewerking:

~bloed nie getap te word voordat die bloedskenking onttrek
word nie, en die bleedgroeptostse wat met die getapte. .
“monster bloed aan die einde van-die skenking uitgevoer

houer met bloed enmiddellik van.’n etiket voorsien word
oorf:enkomgug reégulasie 38 (2) van hierdie byhc ¥

‘word in ooreenstemming met die bepalings vir bloed- "
toetse soosf in regu]asle 26 van hlerdle bylae v00rg\,skryf

Voorwaardes waarop bloed van b!oedskenkers getap
. - kan'word. . )
13 (1 "Bloedskenkers moet minstens - agl:en ]aar oud
wees. s‘
2) Dagr moet nie meer bloed van 'n bloedskenker ont-
trek word nie as— -

(11) 500 milliliter gedurende enige tydperk van. mlndct
" as{twee kalendermaande; of . =
(m} 2,500 milliliter _gedurende enlge tydpurk van
- minder as een jaar; maar . -

perk van mmder as-een jaar; of .
(v) m*‘dlen meer as 500 milliliter gedurendc n tydperk
van miader as drie kalendermaande

van 'een, enkele skenker onttrek word moet hterdle ff:it

. getap is, binne een kalendermaand vandat dit gebeur het, *
die llsenswrmgsowerheld skriftelik deur die llsensthuer

meegedee! word, .
_genoemde - verlang ten - opsigte ~van-. dle hggaamhke
gesklkthcld van- dle skenLer :

€)) Bloed mag ‘nie van vrouen§ van wne dlt op daard:e

tydsup* bekend is dat hulle—

(i) a’l'ﬂeﬂl’ as drie kalendermaande swanger is:. of
(11)lgedurende die afgelope ses kalendermaa nde swanger
. jwas; =

1 vir bl‘oedskcnkmg getap word nie, bchalwe dat mks an :-

shall not be bled as blood donors except that nothmg in
* this regulat.lon shall prevent the bleeding of such a woman,
if she is considered by a. medical practitioner to be
. physically fit‘for’ such bleeding, for the purpose of obtam

" hierdic regulasie verhoed dat bloed van so 'n vrou getap .
~word /nie indien sy deur 'n'geneesheer liggaamlik ‘geskik -
geag jword vir sodanige bloedtapping met die- doel .om
bl Oedi teverkry vir die bereiding van spesifieke toetsserum

(4) Op die dag van die voorgenome onttrekking van: n

bloe(iskenkmg van i bloedskenker en voordat sodamge

bloectfi onttrek word, moet dle volgende prosedure gevolg
wor -

(a} Die bloedskenker moet deur ’n verantwoordcl;ke

(" werknemer " van  die bloedskenhngsveremgmg

: 5 ging as.’n bloedskenker geregistreer is.

(b} Die hemogloblengehalte van sy bloed moet vasgcstel
word vo‘gens n metode deur -die, hscnsmrlngs-
owerheid . goedgekeur, Hierdie toets moét- deur .
iemand- uitgevoer word wat deur die vereniging. in’ .
diens geneem is, wat voldeende-opleiding in hlel’dle

“metode gehad het en onder die regstreekse. toesig
van ’n geneesheer ‘staan.

I
! (1) vrouens mét ’n hemog[obzengehalte vam mmder
'!‘.
|
H
|

4
t
A
WLy
4
1

‘as 12+5 gram; en -

s, - as 135gram
: hemogloblen per: 100 rmlhhtcr bloed getap word

i .;'
- * * ‘van menslike bloed bewerk moet word nie.

lie llsenswhouer voornemens is" om merdla

{¢). indien hle lisensichouer nie voornemens 1<; om- dle

tot n preparaat van menslike bloed, hoef ’n monster

(iv) indien meer as 2,000 milliliter . oedurende n tyd- .

ten opsigie van elke skenker van wie' bloed op die- wyse -

* (i) mans met 'n hemog]oblcngehalte van. ;mnder

moet n’ gesku(tc monster van die skenker se bloed van z

“trek. word en| moet ‘hierdie monstér aan 'n voorai?_dande
biloedgroeptocts onderwerp -word ten einde. dre primére

“word, kan, jvir tockomstige skenkmgsdoelemdes dan W
| vooraigaande - bloedgroeptoctse beskou word,~ mits “die

(2) -Die yoorafgaande bloedgroeptoetse moet u*tg'evoer

(i) 500 milliliter by een “enikele geleenthmd .

tesame met ander inligling wat eers- =

| gcldennﬁseer word as iemand wat deur die verenl- L

Bloed mag nie- vana—-'_ |

" vir menslike bloed of vir bloed. wat tot prep_arate 2 4

3
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(¢) The physical fitness of the blood donor before with-
Y drawal of blood from him shall be assessed by a
medical practitionsr who !
of the medical fitness of the donor for bleeding
- upon the latter’s medical history and upon such
clinical examination or tests that the practitioner
may consider to be reasonably necessaty to carry

out under the circumstances.

. No person who does not appear to be medically

fit for bleeding as a donor shall be bled as such

and only perscns who appear to be free of upper

* respiratory tract infections, of fabrile conditions
and of diseases transmissable by blood transfusion,
notably malaria, shall be bled for human blood or
for blood to be processed into preparations of
human blood except that—

(i) a person with a previous history of malaria,
which now appears to be quiescent, may be
bled for blood to be processed into prepara-
tions of human blood but not fordhuman blood
‘provided that the container in which the blood
is received shall be labelled according to the

" requirements of regulation 38 (2) of this -

) Schedule; and

(1) a person with a positive serological test for
syphilis may be bled for human bloed or for
blood for processing into preparations of
human blood provided that his blood is first

stored in accordance with the provisions of |

paragraph (4) (i) of regulation 27 of this
_ Schedule. .

(d) No person shall be bled for human blood or for
© blood for processing into preparations of human
blood— - .

@) if he has a history of having suffered from
viral hepatitis; or
(i) if he has received an intravascular infusion of

- . human blood, or of a preparation of human

© blood, within the past six calendar months,

" except that such a person, if he is considered by a

_medical - practitioner to be physically fit for such
bleeding, may be bled for the purpose of obtain-

ing blood for the preparation of specific testing .

serum.

Premises on which the Withdrawal of Blood Occurs.

14. The premises on which blood is withdrawn from
- blood donors shall be suitable and adequate for the
purpose, shall be well lit and ventilated, shall be suitably
equipped and shall allow of proper aseptic precautions
being taken for the operation of withdrawal of blood.

Operation of Withdrawal of Blood.

15. (1) (@) The operation of withdrawal of blocd from
a blood donor shall be carried out in" conformity with
+ accepted standards for asepsis; and '

(b) the operation of insertion of the needle into the
vein of the donor to withdraw the blood shall be made
by a medical practitioner who shall also either carry out
the remainder of the operation hims:lf or personally
supervise its completion by a suitably trained assistant.

(2) The container into which the blood is received shall
“contain blood from one donor only. '

(3) If the blood donor is below normal weight, the
amount of biood which is withdrawn from him shall be
_appropriately reduced below the maximum of ‘500 milli-
litres at the discretion of the medical practitioner
~‘responsible for the bleading.

Blood Batches.

16. (1) A batch of blood shall consist of all the con-
tainers which are filled with blocd at one blzeding

. session.

(2) Every batch of blood shall be given an identifying
batch number. ) :

12

shall base his opinion®

© Die liggaamlike geskikth’cid van die bloedskenker

moet, voordat bloed van hom onitrek word, deur
"n geneesheer vasgestel word wat sy mening oor die
lizgaamlike geskiktheid van die skenker vir bloed-
skenking moet baseer op laasgencemde se mediese
geskiedenis en op die kliniese ondersoek of toetse
wat die geneesheer in die omstandighede redelik
nadiz ag.
Bloed mag van niemand wat blykbaar nie
liggaamlik geskik is vir bloedtapping nie, getap
word nie en blosd vir mensiike bloed of vir bloed
wat tot preparate van menslike bloed bewerk moet
word, mozt slegs getap word van persone wat blyk-
baar vry is van bolugweSbesmetting, van koors-
toestande en van siektes wat deur b oedoortapping
oorgedra kan word, veral malaria, behalwe dat—
(i) bloed van iemand met ’n vorige geskiedenis
van malaria wat nou blykbaar in ’n stil toe-
stand is, getap kan word vir bloed wat tot
preparate van menslike bloed bewerk moet
word, maar nie vir mensiike bloed nie, mits
dic houer waarin die bloed opgevang word van
'n étiket voorsien word ocreenkomstig die
vereistes van regulasie 38 (2) van hierdie
Bylas: en
(ii) bloed van iemand met ’n positiewe serum-
toets vir sifilis getap kan word vir menslike
bloed of vir bloed vir bewerking tot preparate
van menslike bloed, mits die bloed eers
opgeberg word in ocoreenstemming met die
bepalings van paragraaf (4) (ii) van reguiasie
27 van hierdie Bylae.

{(d) Bioed mag van niemand getap word vir menslike
bloed of vir bloed vir bewerking tot preparaie van
menstike bloed—

(i) indien hy volgens sy geskiedenis aan .virus-
hepatitis gely het; of

(i) indien hy gedurende dic afgelope ses kalender-
maande °n intravaskulére toediening van
mensiike bloed of van 'n preparaat van mens-
like blozd ontvang het;

behalwe dat bloed van so ’n persoon getap kan

word met die doel om bloed te verkry vir die

bereiding van spesificke toetsserum, indien hy deur

n geneesheer liggaamlik geskik geag word vir

sodanige bloedtapping.

Persele waarop bloed ontitrek word.

14. Die persele waarop bloed van bloedskenkers onttrek
word, moet geskik en doeltreffend wees, moet goed verlig
en geventileer wees, moet behoorlik toegerus wees en
moet van so 'n aard wees dat dit moontlik is om behoor-
like aseptiese voorsorgmaatretls vir die bloedonttrekkings-
proses te tref. '

Die bloedonttrekkingsproses.

15. (1) (@) Die onttrekking van bloed van ’n bloed-
skenker moet in ooreensiemming met die aanvaarde
asepsisstandaarde uitgevoer word; en

(b) die insteek van die naald in die aar van ’n skenker
om dic bloed i onttrek moet deur 'n geneesheer gedoen
word wat ook df die res van die proses-self moet uitvoer
of persoonlik toesig moet hou oor die voltooiing daarvan
deur *n behoorlik cpgeleide assistent.

(2) Die houer waarin die bloed opgevang word, moet
bloed van slegs een skenker bevat.

(3) Indien die skenker se gewig onder normaal is,
moet die hoeveelheid bloed wat van hom onttrek word na
verhouding verminder word tot onderkant die maksimum
van 500 milliliter na die goeddunke van die gencesheer
wat verantwoordelik is vir die tap van die bloed.:

Lotte bloed,

16: (1) *n Lot bloed bestaan uit al die houers wat by
een bloedtappingsgeleentheid met bloed gevul word. )
(2) Aan elke lot bloed moet 'n identifikasiclotnommer
toegeken word,
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" Apparatus for Withdrawal of Blood. )
"17. (1) The apparatus used for the withdrawal of blood
- from the blood donor shali consist of— S B}

(@) a container to receive the blood (this container may

‘or may not contain an anticoagulant agent) and.
(b) if the blood is to be issued as human blood, a pilot

tube to receive a sample of the donor’s blood for

pretransfusion compatibility tests; and

(c) a “taking set” for transferring the blood from the

vein of the donor to the container.

_(2) The whole apparatus for withdrawal of the blood
from the donor, when connected, shall form either a closed
system or a vented system and, if it forms the latter, the
. air vent shall be such that it shall effectively protect the
blood in the container from contamination by micro-
organisms.

(3) The whole apparatus shall be of a type and pattern
which has been approved by the licensing authority and.
only apparatus-which has been so approved may be used
by blood donor societies for withdrawal of blood from
blood ‘donors.

(4) A sample of the whole apparatus shall be submitted
by the licensee to the licensing authority whenever the
former makes ficst application for a blood donor society
licence and also whenever the society decides to change
the apparatus or any part thereof.

(5) The whole- or part of the apparatus may be
prepared and assembled by— ; :

(i) the society itself under the. supervision of the
licensee; or ’ ;

(i) by an agency acting on behalf of the society in

which case the agency shall bz directly responsible
to the licensee for ensuring that all the conditions
prescribed in this Schedule in respect to the
apparatus are fully complied with, '

(6) The whole apparatus shall be free of pyrogens.
(7) The whole apparatus shall be sterilised by a method

which is approved by the licensing authority.

Anticoagulant Agent.

18. (1) The nature of the anticoagulant agent which
may be introduced into the container to prevent coagula-
tion of blood and the formula of the preparation in which
it is used shail be approved by the licensing authority.

(2) The anticoagulant preparation shall be non-toxic.

(3) A batch of anticoagulant preparation shall be that
amount of the preparation which is compounded at any
one time. ' ;

(4) Every batch of anticoagulant preparation shall be
given an identifying batch number, .
. (3) Every batch of anticoagulant preparation which is
mtroduced into the containers, shall be proved, before
the containers are issued and by the manufacturer of
the preparation, to be free of pyrogenes by a method which
has been approved by the licensing authority.

(6) The amount of preparation introduced into each
container shall be such that the volume of blood to be
introduced into the container shali exceed 75 per cent of
the total volume of the blood and the anticoagulant
pteparation. - '

. (7) The anticoagulant preparation shall be introduced
into the containers before the latter are sterilised and
they shall then be sterilised within a time period which
has been approved by the licensing authority,

(8) ‘A record shall be kept by the licensee and also. if
the preparation is compounded by an outside agency, by
the manufacturer. of all baiches of containers into which
a particular batch of anticoagulant preparation has bzen
introduced. o - -

- The Container.
19. (1) The contginer for receiving the blood shall be—
(i) either of transparent glass: or ;
(i1} of non-coloured disposable plastic material.

.

_ Apparaat vir bloedonttrekking.

17. (1) Die apparaat wat gebruik word om-bloed van -

-’n Dbloedskenker te onttrek, moet uit dic volgende
bestaan : — L _ b
(a). ’n houer vir die opvang van die bloed (hierdie houer.

kan 'n antistoilingsmiddel bevat of nie); en

(b) indien die bloed as menslike bloed uitgereik moet
" word, ’n toetsbuisie-vir die opvang van n monster
van die, skenker se bloed vir verenigbaarheids-
‘toetse voor oortapping: en =

" {¢) ’n ., ontirektoestel ” vir die oorbring van die bloed:

uit die aar van die skenker na die houer. o
(2) Die hele apparaat vir die ontrekking van-die bloed .

van die skenker, moef, wanneer dit gekonnekteer is, df
‘n gesiote stelsel uitmaak Of 'n stelsel met 'n lugopening,” -

en indien dit laasgenoemde stelsel uitmaak, moet die lug- -
opening van so 'n aard wees dat dit die bloed in-die
houer op dosltrefiende wyse teen besmetting deur mikro-"
organismes beskerm. . o
(3) Die hele apparaat moet van ’n tipe en patroon wees
wat deur die lisensi€ringsowerheid goedgekeur is en slegs
apparaat wat aldus goedgekeur is, kan deur bloedsken- -
kingsverenigings gebruik word vir die onttrekking van
bloed van bloedskenkers, / ' s

(4) 'n Eksemplaar van die hele apparaat moet deur die

“lisensichouer aan die lisensi€ringsowerheid voorgelé word.
wanneer ook al eersgenoemde die eerste keer aansoek doen
om- 'n" bloedskenkingsvereniginglisensic en ook wanneer -
ook al die vereniging besluit om die apparaat-of enige
deel daarvan te verander. :

®) Die hele apparaat of deel daarvé_n k_ah gereedgeméak

en inmekaargesit word. deur— .
(i} die vereniging self onder die toesig van die lisensie-
houer; of _ ' i =
(i1} 'n agentskap wat vir die vereniging optree' in welke
geval die’ agentskap regstreeks aan die [lisensie- -
~ houer daarvoor verantwoordelik is om toe te sied
dat daar aan al die voorwaardes in verband met die
apparaat in. hierdie bylae voorgeskryf. voldoen
word.! ' : : :
(6) Die hele apparaat moet pirogeenvry wees.

{7y Die heie apparaat moet gesteriliseer word volgens “n

metode deur die lisensi€ringsowerheid goedgekeur.

Antistollingsmiddel.

18. (1) Die aard van die antistollingsmiddel wat in__di_e_
houer gesit kan word om stolling van bloed te verhoed

en die formule van die preparaat waarin dit gebruik word, .

moet deur die lisensi€ringsowerheid goedgekeur word.

(2) Die antistollingspreparaat moet nie-toksies wees.

(3) 'n Lot antistollingspreparaat is dié hoeveelheid van
die preparaat wat op een enkele tydstip saamgestel is, -

(4) Aan elke lot antistollingspreparaat moet ’n indenti-.
fikasiclotnommer toegeken word. '

(5) Voordat die houers uitgereik word, moet daar deur
die vervaardiger van die preparaat bewys word, volgens
n metode wat deur die lisensi€ringsowerheid goedgekeur
is, dat elke lot antistollingspreparaat wat in die houers
gesit word pirogeenvry is. : L

(6) Die hoeveelheid preparaat wat in elke houer gesit
word, moet sodanig wees dat die volume bloed wat in die’
houer gesit moet word, 75 persent van die totale volumé
bloed en die aatistollingspreparaat moet oorskry.

(7) Die antistollingspreparaat moet in die houers gesit
word voordat laasgenceinde gesteriliseer word en hulle
moet dan gesteriliseer word binne ’'n tydperk wat deur die -
lisensiéringsowerheid goedgekeur is. o '

(8) 'n Rekord moet deur die lisensichouer gehou word
en cok, indien die preparaat deur ‘n buite-agentskap saam-

gestel word, deur die vervaardiger, van alle lotte houers -

waarin ‘n:bepaalde lot antistoilingspreparaat gesii is. .
; ' Die houer.

-19. (1) 'Die houer vir die opvang van die bloed
(i) of van deurskynende glas wees; of = .
(i) van nie-gzkleurde wegdoenbare plastiekstof. -

o -

moet—



]:igs'been\-approv'ed by thé licensing authority.

" _been withdrawn from him.

.~ - shall have a firmly affixed label bearing the-same identifi-

o _(b), non-disposable when it may be ré-used. -

P
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V) The : cOn_tairie‘r ‘shall cause no toxic changes- in. its {

, contents.. - Ay

_ (3) If the containers are of glass, they may be re-used
“provided that the method - for cleaning them is approved
“by the licensing authority. - S :
7 (4) Every container shall have a hiermetic closure which
.. .shall’ ¢ffectively -protect the contents of the contfainer
© against -contamination by. micro-organisms. This closure
shall- cause no toxic change. in the contents of the con-
. tainer and it shall be of such a nature that it-shall clearly
-reveal whether or not the container has been opened or -
" whether it has been pierced for any reason after the blood

= N -

‘has been introduced.

" 7(5) A batch of containérs shall be that ‘quantit_jr of -
-~ containers which are sterilised at any one time.

_‘_'--"'-j(6) _Evér} .-batt:h of containers sliéli-'be giveﬁ an identi-
- fying batch- number - and this batch number shall be
‘marked -on every container of the batch in a manner which

“ “¢T) The original container into which the blood is first
introduced shall be the final container in which it is issued
 ‘as human blood or in which it is forwarded to a blood
processing laboratory for processing into preparations .of

~human blood.- = :
"t Y- Pilot Tubes.

-20. (1) A sterile pilot tube to contain a sample of blood -
“obtained from the blood donor every time he is bled for
‘human blood and to be used for pretransfusion com-
patibility tests shall ‘be securely attached to each con-
tainer in a manner which is approved by the licensing
_authority. T YL = :

" (2) This pilot'tube shall contain a sample of not less

" than 30 millilitres .of the donor’s blood which has been -
- collected immediately after the blood for the donation has -

(3) This p_ilbf “tube shall have a secure-and airtight
closure. - = e fen & :

(4) This pilot tube, if detachable from the container, .

cation-mark for the blood donation as doss‘the container.

G No cbntain-fer “of human blood shall be issued as -
‘such ‘unless it has ‘the pildt tube"attached and all the
_ __thc_;_"_;requirements of this section have been met. -

e b “ Faking Set”.

21 (1) The * taking"set” shall bo made of material

which will cause no toxic change in the blood flowing
 through it. s |
. (2) The “taking set” may be— .

“ (a) disposable and used onceonly; or

N

. (3 If_-nqx{-digﬁosab[e, the t-aking'}set ” shall be cleatied
~ before sterilisation and re-issue by a method approved by
-the 1ice_n$in_g-authority.- . S
@ It shall be free of pyrogens. ;
. (5) Each “taking set” shall be packed separately in a
- package in a manner wh ich shall prevent its contamination
. with micro-organisms and which has been approved by
- ‘the licensing authority. g e e
a ©) A batch of “ taking sets ” shall be that quantity of
© “taking sets ” which has been sterilised at any one time.

» (7) Every batch of “ taking sets” shall be given an
- identifying batch number. * - - .
(8) Every package containing a “ taking set” shall be

- weer gebruik” word, mi

| voldoen is.

| fikasielotnommer toegeken word.

-+ marked- with' the batch number of the batch to which it
belongs. -~ S TR D g TR e

L |

@ Die houer moet geen toksiese veranderings in, die
inhoud daarvan veroorsaak nie. .
" (3) Indien die houers van glas gemaak is, kan hulle

_ its- die metode waarvolgens hulle
skoongemaak word, deur die lisensiéringsowerheid goed-
gekeur word. - ' .

. " (4) Elke houer moet 'n

hermetiese verseéling hé wat die

~inhoud van die houer op docltreffende wyse teen besmet-
ting deur mikrodrganismes beskerm. Hierdie verse€ling
‘moet geen toksiese verandering in die inhoud van die
houer vercorsaak nie en moet van so 'n aard wees dat
dit duidelik toon of die houer oopgemaak is of nie en of
dit om enige rede oopgesteek is nadat dic bloed daarin
gesit i8. - g . : K
_(5) °n Loi houers is dié aantal houers wat op e€n enkele

tydstip gesteriliseer word. .

_ (6) Aan elke lot houers moet 'n identifikasielotnommer
toegeken ‘word en hierdie lotnommer moet op elke houer -
van die Iot gemerk word op 'n wyse wat deur die lisen-
sidringsowerheid goedgekeur is. - : ’ :

(7) Die oorspronklike ‘houer waarin die bloed vir die
cerste keer gesit word, moet die finale houer wees waarin
“die bloed as menslike bloed uitgereik word of waarin

_dit-na 'n bloedbewerkingslaboratorium gestuur word vir

bewerking tot preparate van menslike bloed.

Toetshuisies.

*20. (1) ’n Steriele toetsbuisie wat *n monster bloed moet
bevat wat van die bloedskenker verkry word elke keer
wanneer bloed van hom getap word vir menslike bloed en
wat- vir verenigbaarheidstoetse voor oortapping gebruik
moet word moet stewig aan elke houer geheg word op n
wyse wat deur die lisensiéringsowerheid goedgekeur is.

(2) Hierdie toetsbuisie moet ’n monster van minstens
3.0 milliliter van die skenker se bloed bevat, wat getap
is' onmiddellik nadat die bloed vir die skenking van hom

_onttrek is. . S T :

(3) Hierdie toetsbuisic moet 'n
-versegling hé. _
 (4) Indien hierdie toetsbuisie van die. houer verwyder-
baar is, moet dit 'n stewig aangehegte etiket daarop hé
met dieselfde identifikasiemerk vir die bloedskenking as
die houer. s &

(5) Geen houer met menslike bloed mag as sodanig
uitgereik word nie, tensy die toetsbuisie daaraan geheg is
en -daar aan al die ander vereistes van hierdie afdeling

stewige en lugdigte

Onttrektoestel.”

C21. (1) Die ., onttrektoestel ” moet van materiaal
gemaak wees wat geen toksiese verandering in die bloed
wat daardeur vloei, veroorsaak nie.- ;
(2) Die ., onttrektoestel ” kan—. : ;
(a) wegdoenbaar wees en slegs een maal gebruik word;
of . o K '
_(b) nie-wegdoenbaar wees wanneer “dit weer gebruik
T kan word. 2 _
(3) Indien nie-wegdoenbaar, moet die ,, onttrektoestel
voor sterilisering en - heruitreiking - skoongemaak word
volgens 'n metode deur die lisersiéringsowerheid gocd-
gekeur. : - o
~ " (4) Dit moet pirogeenvry wees. g
(5) Elke ,, onttrektoestel ” moet afsonderlik verpak
word op ‘n wyse wat besmetting _daarvan met mikro-
organismes verhoed en wat deur die lisensi€ringsowerheid
goedgekeur  is. :
(6) 'n Lot ,, onttrektoestelle

»” is dié getal |, ont-trek;

| toestelle” wat op een enkele tydstip gesteriliseer is.

(7) ‘Aan"elke lot ,, onttrektoestelle ” moet _’n-id’enﬁ- :
(8) Elke pakket wat 'n ., onttrektoestel ” bzvat,” moet
met die’ lotnommer “yan die lot waartoe dit behoort,
gemerk word. .. ol .
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for the transfer of blood from the container to the vascular
system of the patient, they shall comply with the follow:mg
provmlons —_

(a) They Shall ‘be made of a material which causes nc
toxic change in the blood flowing through them.
(b) They may be either—
(i) disposable and used -once only: or
(i) non-disposable and capable of re-use.

approved by the licensing authority before sterilisa-
tion and re- 1ssuF- .

(d) They shall be free of pymf“ens

. the licensing authority and only ‘giving sets”
'[ ~approved by the licensing authority may be issued
by blood donor societies. v .

2 () A sample of the * ¢ giving set * uscd by the society

' shall be forwarded by’ the ]zcemee to the llcensmg
authority whenever— -
(i) he ﬁrst applies for a blood donor society llcence

| or .

(i1 whenever ‘the soaety decides to -Changa the
‘type of “ giving set™ issued by it.

" (o) Every © giving set” shall be packed senarafely ina
package in a manner which shall prevent its con-
tamination with micro-organisms, and which has
been approved by the licensing authority.

(h)m.’['hey' shall be sterilised in a manner which has been
-approved by the licensing authority. -

(/) A batch of “giving sets” shall be that quantity of
“ giving sets ¥ which is sterilised at any one time.

(7) Every bétch -of L givil‘]g sets ¥ shall be given an
identifying batch number. '

g

) Every package containing a “ giving set” shall be
' marked with the batch number of the baich to Wh;ch
it belongs .

C’on_ﬁrr}mtqry Blood Group Tests.

23. (1) Besides the pric;'r blood groub tests which are |

prescribed in regulation 12 of this Schedule, a suitable
sample of the donor’s blood shall be collected for con-
firmatory blood group tests from every domnor on every
occasion that he makes a blood donation and this sample
shall be collected at the end of the Wthdrawal of the blood
for the donation,

-(2) This sample shall be submitted to confirmatory tests
to determine the primary blood group and the Rh factor
of the-blood.donated.

(3) These confirmatory blood group tests shall be carried
out independently of the prior blood group tests prescribed
in regulation 12 of this Schedule )

Tests jor Iso-aggluiim‘n Titres and Iso-haemolysins.

24. If the blood donor is found to belong to blood group

O, A or B, the sample of blood collected for the con- |

firmatory blood group tests shall also be tested to decide
whether the iso- a‘ggluhnm titre is high or low and_ whelher
- hacmolymns are present.

Sero!ogecal Tes:‘ for Sy phn'w

" 25. If the licensee mtends 1o issue the blood as human
blood, a serological test for syphilis shall also be carried

out. on the sample of blood collected for the conﬁrmatory
blood group tests. ;

22. Tf the blood donor society provldcs ek e toestelle ” verskaf vir die oorbring vad bioed uit die Rouer

| (¢) T non-disposable, they shall be cleansed by a method

(¢) They shall be of a nature and pattcrn approwc by-

3 i S ¥ ,,T_Oedienroesreﬂer"._ o ._
22, Indien die blaedékenkingsverenigiﬁg ,» toedien-

na die vaskulére stclsel_van die pasiént, mOPt h*:’ie aan
die volgende bepalings voldoen:— :

(¢) Hulle. most van materiaal gemaak wees wat geen |
toksiese verandering in die bloed wat deur hulle-
vioei vercorsaak nie. , '

~{b) Hulle kan of— :
(i) wegdoenbaar wees en s‘egs een maal gebrmk .
word Of .

(if) nie-wegdoenbaar wees en weer ge‘*ru;k WO"d

(c) Indien nie-wegdoenbaar, moet hulle voor sterili-
Sul‘ll‘lg en hervits reiking skosngemaak word- volgens:
'n metode deur d:e lmnsrmnﬂsowmhed goed- R
gekeur. '

(d) Hulle moet pirogeenvry wees. -

- (e) Hulle moet van 'n aard en pahoon wees wat deur.
) die lisensizringsowerheid goedgekeur is en: slegs
5 toedlentocc‘.aelle 7 deur die llscaslermgsowcrheid '
goedgekeur, kan deur blGedskenkmgsvermugmgs -_
" uitgereik word. :

() °n Eksemplaar van die ., toedlentoestcl ” wat deur
die vereniging gebruik word. moet deur die lisensie-:-
houer aan die liscnswrsllrsowrhe1d gestuur word
wanneer ook al— :
(i) hy die . eerste keer om ’n bloeds‘(enkmgs- .

veren! iginglisens’e aansock doen; of . ; -

(i) die vereniging -besluit om die tipe , xopdien-
toestel " wat deur hom u:tgere'k w01d te i
verander..

(¢) Elke ,,toedfe'lfoestel ' moet af;onclerl:k verpak
word op ’n wyse wat besmetting daarvan met
mikrorganismes verhoed en wat deur . die hsen- .
smrmgsowcrheid gozdgekeur is.

(h) Hulle moet gesteriliseer word op 'n wyse wat deur
die lisensiéringsowerheid- aoedgekeur iS.

_(r'n Lot , toedle'limstellc” is dié getal " tordlen-
toestelle wat op een enkele tydstip gesteriliseer
-word.

() Aan elke lot, toedlemoestelle moet 'n 1dent1ﬁkasié.-'-' :
lotnommer u)PgC‘ken vrord.

(k) Elke pakket wat 'n ,, toedientoestel ” bevat noet
“met die lotnommer van dlc lot waartoe dlt behoort
gemerk Word. . .

Bevestigende bloedgroepzoerse

23: (1) Benewens die voorafgaande blo*dgm\,ntoetse
wat in regulasie 12 van hierdie Bylae voorgeskryf word, -
moet ‘n geskikt monster van die skenker se bloed vir'
bevestigende bloedgroeptoetse van. elke skenker ‘getap
word elke keer wanneer hy bloed skenk en hierdie
monster moet aan die einde van die onttrekkmg van blced
vir die skenking getap word. - --

G

(2) Hierdie monster moet ' aan bevestigende -, toetse

~onderwerp word ten einde die ‘primére bIoedgroep en die:
Rh-faktor van die geskenkte bloed vas te stel.’

(3) Hierdie bcvestlgende bloedgroeptoetse moet onaf-
hanklik van die voorafgaande bloedﬁroeptoetse in -

regulasw 12 van h1erclle Bylae voorgeskryf u]tgevoer
word.

Toetse v:'r" isoagglutinientiters en isohem oiistenﬂ
'24. Indien daar bevind word dat die bloedskenker tof .
bloedgroep O, A of B behoort moet di¢ monster bloed -
wat vir die bevestigende bloedgroeptoetse getap is, ook -
getoets word ten einde vas te stel of die isoagglutinientiter

| hoog of laag is en of daar hemo:lslene aanwes:g is.

Serumtoets vir sifils. ; .
~ 25. Indien die lisensichouer voorneriens is om dle bloed

as menslike bloed uit te. reik, .moet ’n serumtoets "vir

sifilis 60k op die monster bloed wat vir die bevestxgend&
bloedgroeptoetse getap is, mtgevoer word .

15
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Methad; for rke Per forma‘me of Blood Tests.

26 (1) Samples of bleod both - for prior and confir-
matory bloodgroup tests shall be collected into sterile,
stoppered tubes in amounts of not less than 3-0 millilitres.
‘These tubes shall be labelled with the same identification
-mark for the blood donation as is used on the b]ood
~container. . :

(2) The blood tesfs which are preserlbed in thlS Sched ule -

" may be carried out either—

(i) in a laboratory which is under the direct control ef .

‘

* . the licensee; or .
< (i) in an mdependent laboratory on be'ra!f of the
. - . sotiety; or =
- (iii) a combination of sueh arrangemems may be made

(3) The tests themsel«es shall be . camed .out by a
" medical practitioner or by suitably trained and adequately
experienced- technicians working under the direct super-
v;smn and at the responsibility of a medical praeunoner

(4) The methods used for earrymg out the various tests |
shall be methods which have been approved by the_-

ucensmg authority,

* (5). The .diagnostic anusera used for the blood group
“tésts shall comply with standards approved by the cherlsl ng
auhority. -

(6 The samples of biood both for- the prior. and the
confirmatory blood group tests, shall be subjected-to tests
- for the ABO antigens and the Rho factor, ie. D antigen.

‘These latter tests shall be sufficiently. sensitive to deteet‘

Rh,, ie. D@ variants, Al blood samples found to
contain the Rh, factor, i.e. D antigen, shall be’ regarded

~ .'as Rh positive, _ 2
(7N In addition to the above—mentloned tests, at 1east_'

 one sample of the blood donor’s blood at the earliest
occasion shall be subjected to tests for the Rh’ factor, ie.
C antigen, and the Rh” factor, i.e. E antigen.- Any blood

“samples found to contain either or both of these antlgens

':.hall dlso be regarded as Rh pes;Lwe

“(8) The level, above whleh the 1so-aaeh.tmm titre shall
be regarded as high, shall be that level approved by the
heensmg authority for the pameular type of test used.

~(9) The serologleal test for syphilis need only be a
‘qualitative test. :

" Application of the Blood Tests.

27. (1) Before a container of blood is issued as human
blood, the results of the prior blood group tests and of
the confirmatory blood group tests shall be compared by
a suitable employee of the society to. whom this responsi-
bility has been specifically delegated by the licensee and
- who: works under the dlrect superwswn of a medlcal
. piactlt.loner

(a) If the results of the prior blood group tests earned
_out at the time the donor was registered are found

to agree with the results of the confirmatory blood |

group tests carried out in respeet to every blood
. donatjon, the ‘container in question 'may. be
_regarded as safe for issue in this respect

(b) If the resulis of the prior blood group tests for that
particular donor are found. to, disagree, the blood
shall not be regarded as safe for issue until the
position has been thoroughly investigated and
‘until then the container shall . be labelled
aecordanee with regulation 38 (2). -

" 7(i) If the results of the prior blood group tests are
found to be incorrect by two independent tests
- each carried- out on separate samples of blood
tested by different observers, the record of the

" blood donor shall be corrected and the con-~| |
tainer of blood may then be deemed safe for |

' -1ssue as huanan bleod
16

Metodes vir d;e mtvoer van b!oedtoetse

26, (1) Monsters bloed yir sowel voorafgaande as beves-
tigende bloedgroeptoetse moet in steriele buisies mot

‘proppe in hoeveelhede van minstens 3-0 milliliter .getap

word. Hierdie buisies moet van etikette voorsien word
met dieselfde identifikasiemerk vir die bloedskenking as
di¢ wat op die bloedhouer gebruik word.

(2) Die prosedures vir bloedtoetse ‘wat in hiezdle bylae
voorgeskryf word, is soos volg—

(i) hulle kan in 'n laboratonum wat onder die reg-
streekse toesig van dle llser1516hou='r staan unge voer
‘word; of ;

(ii) hulle kan in ’n onafhanklike laboratohum vir dze
vereniging uitgevoer word; of -

(iii) 'n kombinasie van sodamne reelmgs kan nemaak_

word.

(3) Die werklike toetse moet deur ’n geneesheer of deur
tegnici met behoorlike opleiding en toerellcende onder- .
vinding wat onder die regstreekse toesig van ’n geneesheer
wat die verantwoordelikheid dra, uitgevoer word. i

(4) Die metodes wat vir die uitvoer van. die. verskillende _
toetse gevolg word, moet metodes wees wat deur die

- lisensiéringsowerheid goedgekeur is.

© (5) Die diagnostiese antiserums wat vir die bloedgroep-

" toetse gebruik word, moet aan standaarde deur die lisen-

siéringsowerheid goedgekeur, voldeen.

(6) Die monsters bloed vir sowel die voorafgaande as
die bevestigendé bloedgroeptoetse moet aan tostse vir die
ABO-aitigene en die Rho-faktor, d.w.s. D-antigeen, onder-

“werp word. Hierdie lazsgenoemde toetse moet sensiticf

genoeg wees om Rh,, dw.s. Dv-afwykings, aan die lig
ie bring. Alle bloeamonsters waarin die Rho-faktor,
cd.w.s. D-antigeen aangetref word, word as-Rh-positief
beskou. S

(7) Benewens bogenoemde toetse, moet minstens een

“monster van die bloedskenker se bloed so vroeg moontlik

aan toetse vir. die Rh'-faktor, d.w.s. Cantlgeen, en die
Rh”-faktor, d.ws. Ea.nt;geen, onderwerp word. Enige
bloedmonsters waarin een van_ of albei hierdie antigene
aangetref word, word ook as Rh-positief beskou,

- (8) Die peil, waarbo die isoagglutinientiter as hoog
beskou  word, is di¢ peil wat deur die lisensiéringsower-
heid goedgekeur is vir die bepaalde upe toets wat ﬂeorutk

,word.

(9) Die serumtoets vir mﬁhs heef siegs 'n kwahtatlewe
toets te wees.- .

“Toepassing v&;a die bloedtoetse.
27. (1) Voordat ’n houer met bloed-as menslike blogd

' uitgereik word, moet die resultate .van die voorafgaandc

bloedgroeptoetse en van die bevestigende bioedg*oep--
toetse vergelyk word deur 'n geskikte werknemer van die
vereniging aan wie hierdie verantwoordelikheid spesifiek

opgedra is deur die lisénsichouer en wat onder die reg-

streckse toesig van 'n geneesheer werk.

() Indien daar bevind word dat die resultate van die
“voorafgaande bloedgroeptoetse wat uitgevoer is toe
 die skenker geregistreer is, met die resultate van

die bevestigende bloedgroepfoetse wat ten opsigte

van elke bloedskenking uitgevoer is, ooreenstem,

" kan die betrokke houer as veilig beskou -werd vir
_ u1tre1kmg in hierdie opsig.

(b) Indien daar bevind word dat die resuitate van die

voorafgaande bloedgroeptoetse vir dié bepaalde -

skenker verskil, moet die- bloed nie as wveilig vir

“uitreiking beskou word voordat die saak deeglik

ondersoek is nie en tot dan moet die houer van

’n etiket voorsien word ooreenkomsng régulasie

38 (2).

(i) Indien daar ‘deur twee’ onafhankhke toelse

_elk -uitgevoer op ‘afsonderlike monsters bloed
wat deur twee verskillende waarnemers getoets
-is, bevind word dat die resultate van die voor-
‘afgaande bloedgroeptoetse onjuis js. moet die
rekord van die bloedskenker aangesuiwer word
en kan -die houer met bloed dan veilig geag
word w: erelkmg Aas menslike bloecl

i
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" tests are similarly found to be incorrect, the.
_¢ontainer of blood may be. deemed safe ‘for
_issue. provided that the label on the confainer

is checked and found to be correct and any’

necessary corrections are made to the records.

(2) If human blood is required in an emergency before
the confirmatory blood group tests have been completed,

] _(11) bii the results of the conﬁrmatory blood group }

the container of blood may-be issuéd as blood belonging .

to -the group determined from the records of previous

B biood group tests of the donor’s blood provided that a

yellow label is-conspicuously aind securely affixed to the

container .with the following words printed on it: -
* “ CAUTION: BLOOD GROUP NOT CONFIRMED .

“WAARSKUWING: BLOED GROEP NIE- BEVESTIG .

NIE ”

3y A et ot blood” belongmg to blood group O

and having a high iso-agglutinin. titre or showing the
presence of iso-haemolysins shall be issued with a caution
printed on the label to the effect that this blood is to be
used for the infusion of group O patients only.

(4) Containers of blood Wh_,lC"l ‘have biven pos;twe
serological -tests for syphilis may not-be issued for . use
as human blood except that—

@) it the blood is required in an cmergency and tha'

test has’ not been completed, the container may

- be issued provided that a blue label is conspicu- |

ously and securely affixed to the container with the
following ‘words - printed on it: “CAUTION:
SEROLOGICAL TEST FOR SYPHILIS NOT
-REPORTED. "—“WAARSKUWING : - SERUM-
TOETS - VIR SIFILIS NIE GERAPPORTEER
- NIE™: ot-. -

(ii)
- temperature of less than 10° C. but ‘more tha

~4° C. for a period of more than 96 hours, it may -

be: :ssued without any Spcmal cduuon.

Sta; age .of B."crod :
28. (1) Every container of blood shall be cooled within

two hours of its withdrawal from the blood donor to -a
temperature of between 4° and 10° C. and preferably to
- between 4°.and 6° C. and it shall be continuously mairi-

tained . within this temperature range until issued as
" human . blood. or forwardsd

to a blood processing
Iaboratory for processing into preparations of human
blood except that a container of blood may be kept at
room - temperature over a single period not- exceeding
60 minutes as ma ,f be necessary for testmg or transfcr
purposes.

(2) Containers. of ‘bleod which: have n{)t been main-

tained under the above-mentioned temperature conditions’

shall not be deemed to be safe for issue -as human blood.,

if the blood has been contmuoasly stored at’ a'

" (3) Blood intended for issue as human blood, or for

processing into preparatlons of human blood, shall not
be frozen at any ume poo .

Tmnsportanon of Biood

29. (1) During transportation as from bleeding centres
to cold stores or from one cold store to another distant
¢old store, all containers of blood shall be maintained
by a means approved by the Ilcensmg authority, within
the temperature range of 4° to 10° C..

(2) Upon receipt of a consignment of blood at a cold
store the temperature of the interior of the - shipping

‘hamper or other means used to transport the blood at low

temperature, shall be checked and recorded by the person

. -who receives it and, if this temperature indicates. that the

blood has been cooled below 4° C. or warmed above
10° C., the containers of blood shall not be deemed to be
safe for issue as human blood.

(3) Containers of blood forwaré!ed from bIoed stores to

_ miedical practitioners shall be transported in suitable clean,

insulated, shipping hampers of a ‘design approved by the

licensing authority as suitable for the- transporiation of .

blood over the period for which it is consuiered the blood

: wﬂl be in 1ran51t

)

(11) Ind:en daar 1nsge}yks bevind ward dat: die )
resultata van die bevestigende bloedgroeptoetsc_

onjuis is. kan die houer met bloed geag-word -
" veilig te wees vir uitreiking, mits die etiket op » -

die houer nagegaan word-en daar bevind"word
dat dit juis is en enige nodige aansulwermgs' 5%
in die rekords aangebring word. -

(2) Indien menslike bloed vir 'n noodgeval nochg is. voor-.:_' s

- dat die bevestigende bloedgroeptoetse voltooi is, kan die” °

houer met bioed uitgereik word as bloed behorende tot-

die groep wat uit rekords van vorige b!oedgroeptoetsa van:

die skenker se bloed vasgestel is, mits 'n-geel etiket waar- =

op die’ woorde ,, CAUTION: BLOOD GROUP NOT. '
* BLOED-" .
GROEP NIE BEVESTIG NIE ” gedrik is, opvallend en .-

_stewng aan die houer gsheg word.

CONFIRMED ”, , WAARSKUWING:

(3) ’n Houer met bloéd behorende tot groep O ef wat:_

’n ho# isoaggiutinientiter het en die aanwesigheid van -

isohemoliosiene toon, moet-met” 'n waarskuwing op die, "

etiket dat dié bloed slegs vir toediening aan groep O-_-
pasiénte gebruik mrost word, nitgereik word.. © - N

(4) Houers met  bloed-wat positiewe serumtoetse Vir

sifilis gelewer het, kan nie - uitgereik word vir gebruik as. :
menslike bloed nie, behalwe dat— -

(i) indien dic bloed vir 'n noodgeval nodig is en dle--

toets nog nie voltom is nie, die homer ultgerelk,

‘kan word mits 'n blou etiket waarop die woorde_

,,CAUTION: SEROLOGICAL TEST _FOR .~
~SYPHILIS NOT REPORTED? , WAAR: "
SKUWING: SERUMTOETS VIR 'SIFILIS NIE -~

GERAPPORTEER NIE” gedruk .is,
en stewig aan die houer geheg word; of
(n) indien die bloed vir 'n t‘dperk van meer s 96 uur
deurgaans by ’n temperatuor van laer as 10° C s
maar hoer as 4° C. opgeberg is, dit sonder emge
Spemaxe waarskuwing u:tgﬁ:rem kan word

Opvailendl 2o

Opbergmg van bloed..

28 (l} Elke houver met bloed moet | bnne twee uur'
vandat die bloed van die bloedskenker -onttick ‘is; tot by = -
‘n temperatuur van tussen 4° en 10°-C en verkieslik tot -

‘dit tot tussen 4° en 6° C verkoel word en dit moet deur-

gaans tussen hierdie tcmparaluar grense gehou- word totdat_
dit as menslike bloed uitgereik word of na ’n bloed-
bewerkingslaboratoritm gestuur word vir bﬁ\?\ful‘kmg tot- -~

preparate van menslike bleed behalwe dat ’n houer-met. -

bloed by kamertemperataur gehou kan word oor een

-enkele tydperk van hoogstens 60 minute 5008 vir tocts- foi

oorbringdoeleindes nochg mag wees.
(2) Houers met “bloed = wat

-pie  in-
te wees vir uitreiking. as menslike bloed mie. .‘

3) Bloed wat vir vitreiking as menslike bloed -of - wr-_‘
bewerking. tot preparate van menslike blosd bedozl 1s, i

| moet te gener tj,d bevnes ‘word nie.-

bloed.

Vervoer van )
5008 -van blocdtappmg«...' -

29. () Gedulende vervoer,

senfrums na koelopbergmgsplekke of van een keel- -~

opbergingsplek na ’n ander verafgeles koel()pbergmgsplek
moet alle houers. met bloed tussen die temperatuurgrense

4° en 10% C gehou word op’n wyse deur die hsenswrmgs- o

owerheid goedgekeur. .
(2) By ontvangs van ’n besending bloed by 'n koeI- .

opbergingsplek moet die temperatuur van die binnekant -
van die verscndingshoucr of ander middel wat vir.die
vervoer van bloed by 'n laec temperatuur gebruik word, -
deur die persoon wat dit ontvang, nagegaan en aangeteken . -

word en indien hierdie temperatuur toon dat die bloed fot

onderkaut 4° C verkoel of tot bokant ‘10° C verhit is,
word die houers met bloed nie geag \feillg tc wees Vlt&

uitreiking as menslike bloed nie. :
- (3) Houers met bloed wat van bloedopberamgsplekke. )

aan' geneeshere gestuur word, moet vervoer word - ma__‘
‘geskikte, - skoon, -geisoleerde versendmgshcuers van ‘n

ontwerp “deur’ die Jlisensiéringsowerheid goedgekeur as

geskik vir die vervoer van bloed oor dié tydperk wat dle__.' e

bloed na daar gcmecn word onderweg sal wees. ;
! : ; : By 17 e

bovenoemde- T
-temperdtuurtoestande gehou is nie, word nie geag velhg'_
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2 Ins_péctioiz of Comq{néks of B!ooa' Before Issue.

*'. .30.-(1) Every container -of human blood before issue |
" from a cold store shall be inspected Tor its suitability for.
an employee of the society who has been ‘delegated
" “this function by the licensee and who works under the-
. direct supervision of a medical practitioner. . '

be issuéd by a blood |

" (2)-No container of blood. shall
_donor society - for.use as human blood ‘uniess on- inspec-

- (i) there are no signs of clot -f_o_rmétionﬁ and -
- (i) there is a clear line of demarcation between the |
- '~ sedimented .red blood “corpuscles and- the “supet- -

natant plasma; and oty

g ‘:."(iii_) the plasma is free from “all visible signs of,

' -*7 haemolysis or any other signs. suggestive of :con-
tamination; .. 25 -

. except” thdt in an émérgeni:fy when - blood *is urgently

required and there is no time to- allow' the red blood

. (3)A record of ‘the results of all inspections of con-

tainers of human blood. before issue shail be kept by the
person responsible for the issue of such containers and

this person_shall also certify that the blood appeared to

tairier and adding his signature thereto. -

" “issued once from cold storage: shall only be re-issued—
" () if the original hermetic closure is unbroken and-|
el shows no signs ‘of being pierced. after the blood was | ' -

= .. Re-issue of Containers of Human Blood..

* . added;

contains a sufficient quantity of blood for proper |

EE S’ pretransfusion compatibility tests:. . -
() if there is recorded. evidence that the container ‘has
" been continuously stored at 4°.to 10” C.;.

(d) if the container is held in quarantine until a proper. |

" inspection of its contents has been made; and
() it it is recorded that it is being re-issued. *

" (2) A container of human blood which has been issued
~ twice from cold storage shall not be apain issued as human.
- bleod. ] S =Y

~ Sterility Tests.

32, (1)-Sterility tests shall not be carried out on the -
-contents of _oontainers of human blood wh_ich_are _Iissued'

assuch. . -

“ . () Allcontainers of blood— " |
. (@) which show signs suggestive of contamination; or |-
© -(b)' which show signs of their hermetic seals being

broken or pierced aftér the blood was added

shall be condemned for issue as human blood and Shai'l
be subjected to sterility tests on their contents. '

. (3) All containers of blood forwarded .t§ a bl_ood
- processing laboratory for processing into preparations of

. human blood shall be subjected at the laboratory to

~_to the medical officer in charge-of the blood
- from which the blood was forwarded. -

- - sterility- tests before being. processed and the results of

‘these fests on their completion shall be reported forthwith
) donor society

- " (4) The sterility tests shall be carried out by a method
which has been approved by the licensing authority.

N (5) A record of the results of all sterility ‘fests on con-
" tainers of blood condemned. for issue as human blood
. and on containers of blood forwardsd to blood processing

~_ laboratories for processing inte preparations of human

. : blood shall be kept by the licensee:- - -

"

received blood: to settle,

writing the date of the inspection and:
" jssue on the appropriate space on ‘the label of the con- . : :
; .| tekening daarby te'voeg. . :

31:.‘(1)_A qonfa_ihe’r of hu,‘m'én blob.-:_l which ‘has been”

. gehou word.

i ffr’aspe'k_:."ie vah.:hdzgefs '.m.'e).j Szilqed. -vb'or'__ uitreiking. o B
- 30. (1) Elke houer met misnslike bloed moet, voordat
dit ‘van ’n koelopbergingsplek uitgereik word, vir die

geskiktheid van uitreiking daarvan geinspekteer word deur - '

‘n werknemer van die vereniging. aan wie hierdie funksie
deur die lisensichouer opgedra is en wat onder- die

regstreckse toesig van 'n geneesheer werk. . _
-(2) Geen houer met bloed mag deur 'n bloedskenkings-
vereniging vir aanwending as' menslike bloed uitgereik.
word nic tensy by inspeksie— - ' I
(i) daar geen tekens van klontyorming is nie; en .
(i) daar ’n duidelike skeidslyn is tussen die afgesakte
rooibloedliggaampies en die plasma wat bo-op
¢ dryfien ' 7 :
(iii) die plasma
hemolise of
dui; .

viy' is van alle sigbare. tekens. van
enige ander tekens wat op besmetting

‘behalwe dat 'in ’n noodgeval w_annccr bloed " dringend
“nodig is en
- liggaampies. van die bloed wat onlangs getap of opgevang

ddar ‘geen tyd is. om die rooi bloed-

is te laat afsak nie, 'so ’n houer uitgereik kan ‘word. -
(3) ’n Rekord van die resultate van alle’ inspeksies van

houers met menslike: bloed voor uitreiking moet deur die
_persoon wat verantwoordelik. is: vir ‘dje vitreiking van -

sodanige houers ‘gehou word en die persoon moet ook
sertifiscer dat die bloed geskik gelyk het. vir -uitreiking
deur die datum van inspeksie en uitreiking in die gepaste
ruimte op-die etiket van die houer te skryf en sy hand-

T Heruf!fefl_cirig van horers :m'ér me'n._s't‘iké'bloed-. ;
~31..(1) n Houer met menslike bloed wat een keer van

’n koelopbergingsplek - uitgereik is, mag slegs heruitgereik
word— - . CoThh v @ gy
" (a) indien die. oorspronklike hermetiese versetling nie .

- gebreek is-en geen tekens toon dat dit oopgesteek
" is nadat die bloed bygevoeg is nie; =

“(b) it the pilot tube is SEill attiched and ' dosed and |- (by-indien die toctsbuisie nog aangeheg en toe is en 'n

““yoldoende hoeveelheid- bloed bevat vir “behoorlike.
’ -i've::e:n_igbaarhe-idstoetseﬂvoe_r.o.ort'apping;' il :

" (c):indien daar aangetekende bewys 4s dat - die houer.

. "'deurgaans by 4° tot 10° C opgeberg is; :

© (d)indien die houer onder kwarantyn gehou is totdat
" ’n behoorlike inspeksie - van die inhoud daarvan

gedoen is; en "

. '.'_(e}_ indien daar_ aa'ngetcke'n ~word dat d_it_ heruitgereik '

‘word nie. -

(2) ’n_Houer met fnérisli-ke bloed wat twee keer van n.

."koe_lo_p'bérgings'plek uitgereik is, mag nie weer as menslike
‘bloed vitgereik word nie. - . e -

- Steriliteitstoetse.

32. (1) Steriliteitstoetse mag nié ~op die “inhoud _‘ﬁaﬁ- _
houers met menslike bloed wat as sodanig uitgereik word,
uitgevoer word nie. e :

(2) Alle houers met bloed— = \

(@) wat tekens toon wat op besmetting dui;- of

(b) wat: tekens- toon dat hulle -hermeticse verseélings

gebreek of oopgesteek is_nadat die bloed bygevoeg
iS00 o '

‘moet afgekeur word vir uitreiking as menslike bloed en
_hulle inhoud moet aan steriliteitstoetse onderwerp word.

(3) Alle houers met bloed wat na 'n bloedbewerkings-
laboratorium gestuur weord vir bewerking tot preparate
van . menslike bloed moet, ‘voor bewerking, by die-
laboratorium aan steriliteitstoetse onderwerp word en die
resultate van hierdie toetse moet by voltooiing van laas-
genoemde onverwyld aan die verantwoordelike mediese
beampte van die bloedskenkingsvereniging waarvandaan '

| die bloed gestuur is, gerapporteer word.

''(4y Die steriliteitstoetse moet vitgevoer word ' volgens 'n
metode wat deur die lisensiéringsowerheid goedgekeur is.
(5) 'n Rekord van die resultate van alle steriliteitstoetse
op houers met bloed wat afgekeur is vir vitteiking as
menslike_bloed en op houers met bloed wat-aan bloed-
‘bewerkingslaboratoriums - gestuur is vir bewerking tot
preparate: van menslike bloed moet deur, die. lisensichouer - _
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Ident: ﬁcaIIOﬂ Marks of Donatmns

- 33, Every ‘container of human blood -or of bood for
processmg into. preparations of  human. blood shall be
marked in a manner which will -allow of prompt and |

accurate identification of that particular blood donation. -

For this purpose the name of the donor and/or an identifi-
cation number for the donation may be used. The same
identification mark used for the container shall also be
“used to' identify-the pilot tube and all specimens of blood
obtained from the blood donor for testing purposes and
relative to that partxcular dona*ton

Records of Bload Doﬂors ana‘ their. Do:wnons

34 EVery blood donor society shall keep records, in
a form- approved by the licensing authority, of ail blood
- -donors registered by it and of all donations of blood. made
by them. These reeords shall mclude the foliowmg

o 'partlculara —

(1) “In respect to the blood donor S HE R
. (a) -Surname and.fuil chnsuan names St
'. (b): Reoistratlon number
“i(e) Sex..
“(d) Race (European, Coloured Amat;c or Nat:ve)
“(e) Date of birth. -

- (f) Permanent posta'l‘ -address (whlch should be kept

- up to date). i

"' (g) The- blood group in respect to the A ‘B, O
_System and the Rh factor as determiried by
the prior blood tests prowded for in section

: 12 of this Schedule. = -

: ‘(h) Any: relevant remarks in respect to the blood

- donor’s medical fitness: for bleeding.

(2) In respect to each. and e\eery donatton of bleod made
by the blood donors : —

(a) The 1dent1ﬁcatnon mark of ‘the denation as

“ee 'y aoie” cappearing-on. the label of the container.
i (b) The: blood group: i respect to.the A, B, O

~ $ystem and the’ Rh-factor as determined by
the confirmatory ‘blood tests for the-donation-
‘as-prescribed in regulation 23 ‘of 'this Schedule.
(e) The - haemevlobm level  as determifned on the .
day-of and before -the ‘withdrawal of-the blood
‘from _the “blood donor.” (This level may be.
“simply stated as above or below 12°5 grams

per.-100 millititres. of blood in females and i

.~ --- - above or below. 13-5 grams in males.)
' (d) The result of the serological test for syphilis.

_ (¢) Whether or not the blood has been stored at a | s

temperature of between 4° and 10° C. for a
- 'period exceeding 96 hours before it was issued.

(f) Any further relevant remarks about the blood
donor’s medical fitness- for bleeding. :

(¢) The date of and the place where the. bleod was
mthdrawn from the blood donor., - . -

(h) The name of the medical praetrtioner respon~

sible for the operation- of w1thdnawal of ‘the .

" blood from the blood donor. .
(g') The amount of blood w1t]1dr_atwn
() The batch number of the blood.
(k) The batch number of the corlfamer

() The batch number of the anticoagulant prepara-
.tions.

. (m) The batch- number of the “ takmg set e
- (n) The date and tire of issue of the eontamer.

(o) The condition of the container and the ‘blood |

“therein when . issued. (Whether - or not it

- appeared satisfactory for issue and, if any | |

unsatxsfaetory features were present, a note on.
the nature of these condmons ) I

(p) The initials of the person - res pemlb]e for

. ... Inspecting the container and the blood therein
et the time'it was issued, - - ity P
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Idp;zuﬁkas:emerke van Skenhngs e
45 Elke houér met menshke bloed of met bioed Vll.‘ _

-bewerklng tot preparate van menslike. bloed moet gemerk..
-word.ep ‘n wyse wat onmiddellike en noukeurige identifi~ -

kasie van daardie bepailde bloedskenking moomhk sal
maak. Vir hierdie doel kan die naam van die skenker
enjof 'n identifikasienommer vir die skenkmg gebruik
word. Diescifde 1de:1t fikasiemerk wat vir die houer
gebruik word, moet ook gebruik word om die toetsbuisie -
en alle eksemplare bloed wat vif togtsdoeleindes vamn die
bloedskenker v‘erkry is en op dadrche bepaaide s;cenkmg;

_'bctrekking het, te identifiseer.

Rékords van bloedskenkers en hulle skenkmgs E
34, Elke bloedskenkingsvereniging moet reKords hot, in’

' n -vorm deur die lisensiéringsowerheid Eoedgekeur, van
alle bloedskenkers wat -deur die vereniging geregistreer is =
en van alle bloedskenkings wat deur hulle gemaak is.

_Hierdie
mslu]t o i
(1) Ten op51gte Van. dle bloedskenker S e
(@) Van en volle voorname. i Teinls
B Reatstramenommcr N : .

e} GC‘;la : :
(d) Ras (B!anke Kleurlmg, _Aslaat of Naturel)
“ (¢) Geboortedatum. :
- () Permanente posadres (wat tot op datum gehou, .
moet word).
(g) Die bloedgroep ten 0p51gte van die A B, 0- 1
~ stelsel en die Rh-faktor scos vasgestel deur dle i
voorafgaande bloedtoetse waarvoor daar in -
reguhme 12. van hIf.‘I'dle Bylae voorsnémng '
gemaak word.,
(h). Enlge toepaslike : opmerkmgs ten opS!gte van- ’
© die bloedskenker se- hggaam}lke geslflkthesd
yir bloedt:rppmg ’

: (2} Ten opsigte  van elke en iedere: skenkmo bloed deur'
~ die bloedskenkers:— . - iy

. (@) Die- tdentlﬁkaswmerk van - dle skenkmg stzos--j.-
- dit op.die etiket van die houer verskyn,” .~
" (b) Die’ bloedgroep . ten opsigte van die A, B; O--
‘stelsel en -die Rh-faktor- 608 ‘vasgestel deur. .
die bevestigende. bloedtoetse . vir ‘die skenking
[ s00s in regulas:e 23 van hterdie Bylae VOOF-
geskryf.
(c} Die hemoglobl._nqehalte $008§ vaqcestel Gp d1e
dag van en voor die werklike onttrekkmg van -
die” bloed" van - die bloedskénker. (Hlerdle"-
- gehalte kan cenvoudig aangegee word ‘as meer

- v of minder as 12:5 gram per. 100 milliliter bloed

~ by vrouens en meer of n‘under as 13 5 gram
by mans.) -

E (d) Die resultaat van die serumitoets. vir SJﬁhs )

(e) Of die bloed by n temperatuur van tussen 4° C,
~en 10° C. vir 'n: tydperk van meer as 96 uur
opgeberg is of ‘nie voordat dit uitgereik is. -~

(f) Enige verdere toepaslike opmerkmgs oor .die
bloedskenker se hggaaml:ke geskxktheld 'vu' .
bloedtapping. . i

(2) Die datum waarop en die plexc Waar dne bloed i

* van die blozdskenker onttrek is. - -

. (h) Die naam van die geneesheer wat verantwoorde-. ;
lik was vir die werklike onttrekkmg var. die
bloed van die bloedskenker. -

(i) Die hoeveelheid bloed wat ontirek i is.

() Die lotnommer van die bloed, -

(k} Die lotnommer van die houer: i

() Die lotnommer van’di¢ anttstolhngsPreparate

(m) Die lotnommer van die ,, onttrektoestel - _

_ (n) Dae datum en tyd wanneer die houer uugerelk _

rekords - moet. die . voleende besonderhede'__.i

(0) Die tosstand van dre houer en die; bloed daarm“
by uitreiking. (Of dit bewedlgend gelyk: het;-
Vit u1tre1kmg of nie en,. indien enige .

_-onbevredigende eieaskappe aanwemg ‘was,
~aantckening  oor die. aard ~van hierdie "
toestande). ;

(p) Die voorletters van die persoon wat verant- .
woordelik was vir die inspeksie van- d'e houer' :
en-die bloes.i daarm toe dlt uitgerelk is."

Pz b - e
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(q) If ‘the container was re-issued, whether or not |

the conditions of regulation 31 of this Schedule

. were complied with. gt ¥ .
. (r) The name and address of the medical practi-

.' tioner to whom the blood was issued.

 (s) The name of the patient for whose treatment
- the blood was issued. (To be obtained from
the medical practitioner who ordered the blood

or to whom the blood was issued.) .
(#) If an untoward reaction-or death was reported
as following upcn the infusion, the serial
number of the entry in the register of reactions

and deaths relative to this reaction or death-

as provided for by regulation 35 of this
) Schedule.
~ {w) If the blood was forwarded to a blood
" processing laboratory for processing into
preparations of human blood-—

(i) the name of the laboratory to which it
was forwarded to; - - : ‘
7 (ii) the date it was forwarded.
~(v) If the blood was condemned or discarded—
(i) the date on which it was condemned or
~ discarded; and = . '
{ii) the reason for which it was condemned or
discarded. I
(w) If ‘a sterility test was carried out on the
- blood—
i) the name and addrzss of the medical
practitioner or laboratory which carried
out the test; o
-(i1) the date on which the blood was sent for
testing; and .
(iii) the result of the test.
- {x) Any other relevant remarks in respect to the
~ ’container of blood and its disposal.

(3) These records shall be kept.in such a manpuer and
-with such cross references that the particulars in
respect. to any one donor or any one donation of
.blood. may be readily and quickly traced.

'~ (4) The licensee shall be responsible for ensuring that
these records are always kept up to date.

- Register of Untoward Reactions and Dea-hs.

35. (1) A register of all untoward reactions or deaths
+ which- have apparently been caused by intravascular
infusions of human blood shall be kept by the licensee in
respect of -all untoward reactions and deaths which have
been reported to him by medical practitioners in terms
of regulation 9 of Part I of these regulations.

(2) This register shall be kept in a manner which has
been approved by the licensing authority, shall always
~'be kept up to date and shall record the following informa-
' tion in respect to every reaction or death which has bee
reported to the licensee: — -

‘(@) The serial number of the entry.

(b) The name and address of the medical practitioner |

making the report and the date and time when

~ the report was first received from him.

(o) The identification mark/s of the container/s of
- human 'blood which appears/appear to have been

responsible for causing the reaction or contributing

_ to the death.
- (d) The name/s and registration number/s of the
- donor/s whose blood is suspected as being respon-
i, sible for the reaction or contributing to the death.
. (e) The batch number/s of the blood in question and
- the batch numbers of the containers, anticoagulent

preparation and taking sets used in the collection

of this blood. : N
- () The primary blood groups and the Rh factor/s of
this/these donor/s as evidenced by— '
(i) the prior blood group tests; and-
2 (i) the confirmatory blood group tests. - :
20 : ) )

(g} Indien die houer heruitgereik is, of daar aan.
die voorwaardes ‘van regulasie 31 van hierdie
Bylae voldoen is of nie. ¥ e

(r) Die naam en adres van dic géneesheer aan wie
die bloed uitgereik is.. w2

(s) Die naam van die pasiént vir wie se behan-
deling die bloed uitgereik is. (Moet van die
_geneesheer wat die bloed bestel het of aan wie
die bloed uitgereik is, verkry word.)

(1) Indien daar aangegee is dat 'n ongunstige
reaksie of sterfgeval op dic toediening gevolg

- het, die recksnommer van die inskrywing in
die register van reaksies en sterfgevalle wat
betrekking het op hierdic reaksie of sterfgeval
s00s by regulasie 35 van hierdie Bylae bepaal.

() Indien die bloed na ’n bloedbewerkingsiabora-
torium gestuur is vir bewerking tot preparate
-van meunslike bloéd— - b :

(i) die naam van die laboratorium waarheen
* dit gestuur is;
(ii) die datum waarop d't gestuur is.
- (v) Indien die bloed afgekeur of weggedoen is— |
(i) die datum waarop dit afgekeur of weg-
gedoen is; en 5
(i) die redc waarom . dit afgekeur of weg-
gedoen is. '

(w) Tndien °n steriliteitstoets op die bloed uitgevoer
$—

(1) die naam en adres van die geneesheer of
laboratorium wat die toets uitgevoer het;.

(i) die ‘datum waarop die bloed weggestuur
is om getoets te word: en

(iti) die resultaat van die toets.

(x) Enige andsr toepaslike opmerkings oor die
houer met bloed en die beskikking daaroor.

(3) Hierdie rck.ords moet op so 'n wyse gehou word en

met sodanige kruisverwysings dat die besonderhede

- ten opsigte van enige enkele skenker of enige enkele
skenking bloed maklik en spoedig opgespoor kan
word. . B -

(4) Die lisensichouer is verantwoordelik daarvoor om

toe te sien dat hierdie rekords altyd tot op datum

gehou word.. R ' . i

Regisier van ongunstige reaksies en sterfgevalle.

'35. (1) 'n Register van alle ongunstige reaksies of
sterfgevalle wat blykbaar deur intravaskulére toedienings
van menslike bloed veroorsaak is, moet deur die lisensie-
houer gehou word ten opsigte van alle ongunstige. reaksies

-en sterfgevalle wat deur geneeshere by hom ‘aangegee is

ingevolge regulasie 9 van Deel 1 van hierdie regulasies.
(2) Hierdie register moet op ’n wyse gehou word wat
deur die lisensigringsowerheid goedgekeur is, moet altyd
tot op datum gehou word en moet die volgende inligting
ten opsigie van elke reaksie of sterfgeval wat by die
lisensichouer aangegee is, bevat:—.
(@) Die recksnommer van die inskrywing.
(b) Die naam en adres ‘van .die geneesheer wat die
aangifte doen en die datum en tyd wanneer die
aangifte aanvanklik van hom ontvang is,

(c) Die identifikasiemerk(e) 'van_ die houer(s) met.
menslike bloed wat blykbaar die reaksie veroorsaak
of een van die aanleidende oorsake van die dood

- was. :

(d) Die naam/name en registrasienommer(s) van die
skenker(s) wie se bloed vermoedelik verant-
 woordelik was vir die reaksie of een van die aan-
leidende oorsake van die dood was.

{e) Die lotnommer(s) van die betrokke bloed en die
lotnommers van die houers, antistollingspreparaat
en onttrektoestelle wat by die tap van dié bloed
gebruik is.

~(f) Die primére bloedgroepe' en die Rh-faktor(e) van
hierdie skenker(s) soos bewys deur—

- (i) die voorafgaande bloedgroeptoetse; en
-« (i) die bevestigende bloedgroeptoetse, -
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I(g) The results of thle serologlcal test/ S for syphlhs on.

these bloods.

(h) The name/s of the mcd;cal practltloneri s respon—
31b1e for ‘withdrawing the blood from the donor/s.

-(1) The - date/s on which-and thc place/s ‘where. this’

blood was withdrawn.

4] The date/s on which the contamer/s ‘of the
uspected blood were issued by the socisty and
_ t%re namefs of the officer/s who issued 1t,f them,

' '(k) The name of the patient who. received the infusion |
. and sustained the untoward reaction -or died and -
. the name of the hospital or place where he received

the ‘infusion and, when applicable, his hOSpltal
reg,lsiratlon number. )

"(I) The age, sex ard race of this pauent

(m) (i) The date and time of the infusion;
(i) the total amount. of blood infused; and
(iii) the batch number/s of the “ giving set/s ™ used

) to administer the infusion. '
(m)
the patient; and

(i1) the results of the pretransfusion cross-matchmg' :

compatibility tesis between the patient’s blood
- and the -blood in the pilot tube/s of the con-
~ tainer/s of the blood infused.

(o} The name._and ‘address of the medical practitioner
responsible for carrying out the blood group tests
on the patient and the pre-transfusion cross-
matching compatibility tests.

“(p) Brief clinical notes on the. naww ‘and. the sevemy_

of the untoward react.lon
B "";(q) The oatcome of the untoward reaction

n The rcaults of any speclal mvcstgauons with special
reference to laboratory tests which were Carried out
to trace the cause of the untoward react;on

ROR the untoward reaction was fatal—
(i) the apparent cause of death; and
(ii) if a post-mortem examination was carsied out,
a summary of the main post-mortem ﬁndsngs

(#) The record and history of other containers of blood
which was withdrawn from biood -donors at the
same bleeding. session as the blood under investi-

. __gatzon and the results of any investigation camed.

out in respect to these containers,

-(u) Any other remarks relative to the nature and cause‘

_of the untoward reaction or death.

(v} "The conclusion reached - as to the nature and cause

of the reaction Or death

Register of Momh[ ¥ Stausacs

36. (i) Every blood donor- society . shall keep a record
in a special register of the monthly statistics in respect

to all donations of blood made to it and as to the dlS-

£ posa! of dil containers of such blood.

* (2) This record shall be kept in a form approved by
the licensing authority and it shall give the following
information in respect to all the withdrawals: of blood

from blood donors and the issue of all contamers of blood

by the society over each calendar mon;h’
(@) “The number of— % - :
(i)- Europearn;
(ii) Coloured;
(iii) Asiatic; _
(iv) Native; and

the total nbmber of:: blood donors bled for human

blood or. for’ biood for. I'OCBSSI into pre arat:ons
. of human blood . _ng pr p

Fi

(:) The primary blood- group and the Rh factor of

_'(g) Die rosultate van die scrumtoe‘is(e) vir - 81ﬁhs op )

. hierdie bloed.

{h} Die naamjname ‘van die geneesheer}here wat--'

-verantwoordelik was vir die onttrekkmg van die ;

“bloed van die skenker(s).

(i) Die datum(s} waarop en die. plek(ke) waar dié blocd'--

onttrek is,

() Die datum(s) waarop die. houer(s) et die vcfdaglc F
bloed deur die. vereniging uugereik is en.dié
‘naam/name van die beample(s) wat dlt,’hulle mt-

gereik het.

(k) Die naam van “die pasiént wat die toechenmg'

" het of gesterf het en die naam van die hospitaal

‘ontvang het en die ongunstige reaksi¢ ondervind -

~ of plek waar hy die toediening ontvang het en,

‘indien - van
. nommer.
(D) Die ouderdom, geslag en ras van hierdie pas:ent

‘toepassing,

. (m) (1) Die datum en tyd van die toediening; .' ; ;_' i

(ii) die fotale hoeveelheid bloed toegedien: en -

- (i) die lotnommer(s) van die ,, toedwnstel(le) \k;at-"-' '

by die toediening gebruik is.

X, (ﬂ)
; die pasiént; en -
(i) die resultate van die veremgbaarheldskrms-

toetse, voor oortapping, tussen die - -pasiént se
bloed en die bload in die_ toetsbuisie(s) van

die houer(s) met die bloed wat toegedien is:

(o) Dle naam en adres van die genetheer wat verant--_;'
woordelik was vir die uitvoering van die-bloed-

8y hospiiaalreglstrasm- ik

(i) Die primére bloedgroep en che Rh-faktor vanl. .

groeptoetse op die pasiént en die - veremgbaar-\

heidskruistoetse voor. oortapping,

(p) Kort kliniese aantekeninge oor die aard en dle hew;g—l- i

" heid van die ongunstize reaksie.
(q) Die gevolg van die ongunstige reaksie.

(ry Die resultate van enige spesiale ondersoeke met.

' spesmle verwysing na laboratoriumtoetse wat uit="

gevoer is ten einde die oorsaak van die Ongunsuge :

~ reaksie op te spoot,- )
(s) Indien die ongunstige reaksie noodlotuw was-—-
(i) die skynbare oorsaak van die, dood; en

(iiy indien 'n lykskouing - uitgevoer is, 'n same-
vatting van -die wvernaamste kaskouinﬂ-"'.
bevxncl_ngs

(r) Die rekord en geskiedenis van ander houers met
-, bloed wat van bloedskenkers onttrek is by dies‘,lfde_ :

bloedtappingsgeleentheid as die bloed wat onder-

.soek word en die resultate van enige ondersoek-'

wat ten opsigte van hierdie houers ingestel is.

(u) Enige ander opmerkings wat betrekking het op die
aard en oorsaak van die ongunstige rcaksle of !

sterfgeval.

“

(v) Die gevolgtrekking waartoe geraak is-met betrekkmg_

tot die aard en corsaak van die reaksw of sterf-'

geval

Regr’sfer van maandelikse srarisrz'eke."

6. (1) Elke blOeds‘cenkmgsveromgmg moet in . 'n .
‘spesiale register
statistieke ten opsigte van alle bloed wat aan hom geskenk ™
is en hoe daar oor alle houers met sodamge bloed besklk_ '

'n rekord hou van die maandellkse

is.

(2) Hierdie rekord moet in ‘n vorm wat dem dlc_

lisensiéringsowerheid goedgekeur is, gehou word én’ dit

maand verstrek ; —
(a) Die getal—
(i) Blanke;
(i1} Kleurling-;
(iil). Asiate-;
{iv) Naturelle-

-moet die voigende inligting ten opsigte van al die bloed~ -
‘onttrekkings van bloedskenkers en die uitreiking deur die
vereniging van alle houers met bloed vir eiko kalender-

iy

- bloedskenkers en die totale geta] bloedskcsakers

- van wie bloed getap is vir menslike bloed of vir
- bloed vir bewerhng fot pleparate van mensllke- .

) blood 5
gy
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(by The nﬁmber of containers of human blood of—
" (i) European;
© (ii) Coloured;
(iii) Asiatic;
(iv) Native origin; and

"the total number of containers of such blood

which were issued.
(c) The number of containers of biood of—-
(i) European;
(i) Coloured;
. (iif) Asiatic;-
" {(iv) Native origin; and

-the total number of-such containers which were
* forwarded to a blood processing laboratory for
. processing into preparations of human blood and

the name/s of the laboratory/ laboratones to which

they were forwarded.

(d) The number of containers of blood Whlch ‘were con-
demned or discarded and the reason for which they
were condemned or discarded.

{e) The number of containers on which sterility 1ests
were performed and. the number which gave
- positive results indicative of bacter:al contamina-
tion.

“'(f) The number | of untoward reactions - or deaths

reported to the society as being apparently caused

by infusion with human blood and the serial
- numbers for the entries of these untoward reactions
or deaths in the register of reactions and deaths
-as provided for in regulation 35 of this Schedule.

(3) This register shall be kept up to d'tte by the
licensee.

Expiry Date for Human B!ood

' 37. The expiry date for human blood beyond whxch
such blood may not be issued as human blood shall be
21 days inclusive from the date of withdrawal of blood
from the donoz. "

Containers of Blood Not Deemed Safe for Issue as
Human Blood.

38. (1) All containers of blood which—

(@) have not had prior blood group tests carried out
upon them as provided for by regulation 12 of this
Schedule:

(b) do not have effective hermetic closures as provided
for in regulation 19 (4) of this Schedule; )

(¢) do not have attached pilot tubes containing sufficient

. amounts of blood as provided for in regulation 20
of this Schedule;

(dy have not had satlsfactory confirmatory blood group

: ‘tests carried out on them as provided for in
regulation 23 of this Schedule;

{e) have not given negative serological tests for syphilis
or alternatively been stored at 4° to 10° C for a
period of not less than 96 hours as provided for
in regulation 27 (4) of this Schedule; -

(fy have not. been stored in- conformity with” the

temperature conditions provided for in regulation

-28 of this Schedule;
'(g) have not been transpnrted in conformity with condi-
tions provided for in regulation 29 of this Schedule;
(h) have been rejected as provided for in regulation- 30
of this Schedule; :
(i) have been issued and returned to the blood donor
society not in conformity with the conditions
~provided for in regulation 31 of this Schedule; and
_ {j) have become time expired in terms of regulatlon 37
of this Schedule;

_ shall not be decmed to be safe for issue as human blood
2 All contamers of blood which are not deemed safe

~ for issue as human blood shall promptly upon being so
deemed have white labels conspicuously- and securely

-affixed to them with the foliowing words 'printed thereon’

in bold red type: “NOT FOR ISSUE L NIE VIR
- UITREIKING NIE.”

?’?

(b) Die getal houers met mcnshke bloed afkomstig
van—
' i) Blankes;
(i) Kleurlinge;
(iil) Asiate;
(iv) Naturelle; _
en die totale getal houers met sodanige bloed wat
uitgereik is.

(¢) Die getal houers met bloed a[komstlg vanm'

(i) Blankes;
(ii) lecurmee;
(iii) Asiate;
(iv) Naturelle;
en die totale getal sodanige houers wat na ’'n bloed-
bewerkingslaboratorium gestuur is vir bewerking
tot preparate van menslike bloed en die naam/,
name van die laboratorium/laboratoriums waar-
heen huile gestuur is.

(d)-Dle getal houers met bloed wat afgekeur of v(feg-
gedoen is en die rede waarom hulle afgekeur of
wegoeaoen is.

(¢} Die getal houers waarop steriliteitstoetse uitgevoer
is en die getal wat positiewe resultate gelewer het
wat op bakteriese besmetting dui.

(f) Die getal ongunstige reaksies of sterfgevalle wat
volgens aangifte by die vereniging skynbaar deur
toediening van menslike bloed veroorsaak is en
die reeksnommer vir die inskrywings van hierdie
ongunstige reaksies of sterfgevalle in die register
van reaksies en sterfgevaile soos by regulasic No,

+ 35 van hierdie Bylae bepaal.

{3) Hierdie register moet deur die lisensichouer tot op

./.

-datum gehou word.

Verstrykingsdatum vir menslike bloed.
37. Die verstrykingsdatum vir menslike bloed waarna

‘sodanige bloed nie as menslike bloed uitgereik ‘mag word

nie is 21 dae met insluiting van die datum waarop bloed
van drc skenker. ontlrcz{ is.

_HO.J&‘S met bloed wat nie veilig geag word vir uitreiking

as menslike bloed nie.
38. (1) Alle houers met bloed—

(a) waarop voorafgaandc bloedgroeptoelse nie uitge-
voer is nie soos by regulasie 12 van hierdie Bylae
bepaal;

(by wat nie doeltreffende hermetiese verse! lings het nie

© soos by regulasie 19 (4) van hierdie Bylae bepaal;

(¢} waaraan toetsbt:isies met voldoende hoeveelhede
bloed nie geheg is nie soos by regulasie 20 van-
hierdie Bylae bepaal;

(d) waarop bevredigende bevestigende bloedgroeptoetse
nie uitgevoer is nie scos by regulasie 23 van hier-
die Bylae bepaal;

(¢) wat nie. ncgatiewe serumfoetse vir sifilis gelewer het
nie of ander vir 'n tydperk van minstens 96 uur by
4° tot 10° C. opgeberg is soos by regulas;e 27 (4)
van hierdic Bylae bepaal;

(f) wat nie opgeberg is ooreun}\omstlg die temperatuur-

' toestande waarvoor in regulasic 28 van hierdie
Bylae voorsiening gemaak is nie;

(g) wat nie vervoer is ooreenkomstig voorskrifte in
regulasie 29 van hierdie Bylae nie;

(h) wat afgekeur is soos by regula51e 30 van hierdie
Bylae bepaal;

(f) wat uitgereik en na die bloedskenkingsvereniging
teruggestuur is nie ooreenkomstig die voorskrifte
.in regulasie 31 van hierdie Bylae nie; en

(j) waarvan die datum versiryk het inaevolge regulasie -
37 van hierdie Bylae;

word nie geag veilig te wees vir u1tre1kmg as menshke
bloed nie.

(2) Alle houers met bloed wat nie veilig geag word vir

‘unitreiking as menslike bloed nie, moet, wanneer hulle

aldus geag word, -sonder versuim van wit etikette voorsien

- wat opvallend en stewig daaraan geheg word en met die

volgende woorde in vetgedrukte, rooi lettets daarop:
» NOT FOR ISSUE.” . ,, NIE VIR UITREIKING NIE.”



T—

o m—— -

=

" BUITENGEWONE STAATSKOERANT, 20 MEI 1960 - -

)] Coniaincr_é of blbod.vs}hich are not deemed safe for

issue” as human blood may be forwarded to a blood | : y _
- laboratorium gestuur word vir bewerking tot preparate

processing laboratory for processing into preparations of
human blood. - . : . '

- Expiry Date for and Condemnation of Blood for
" Processing into Preparation of Human Blood.

39, (1) Containers of human blood, or of ‘blood |

specially collected for the purpose, may be forwarded to
a blood processing laboratory for processing into prepara-
tions of human blood provided that such blood shall not
have been withdrawn from the blood donors for more
than 28 days inclusive before it reaches the laboratory.

(2) Bvery container of blood which has passed this

. expiry limit of 28 days shall be condemned and not-
- forwarded for procéssing into ~ preparations of hunian

‘blood. .

(3) Every ‘confainer of human blood which is

~ condemned for processing into preparations of human

blood shall have a yellow label conspicuously and securely
affixed to it with the foilowing words -printed -upon it
in bold white typer -“CONDEMNED * BLGOD.”
“ AFGEKEURDE BLOED.” : 3

Confidential Nature of Records.

40. All records in regard to biood donors and their
blood donations shall be regarded as strictly confidential

and no.person shall have access to them unless authorised

to do so by the licensing authority or the licensee. «

Secrecy in Regard to Blood Donations.
41. No employee of a blood donor service shall disclose

the name of any blood donor whose blood was used to-
~infuse a particular patient, or the name of any patient

who was infused with bloed from a particular donor, to

any person mot authorised by the licensing authority or

licensee to receive such information.

Richt of Entry for Inspection Purposes of the Licensing
Authority or the Licensee to Places where Human
Blood is Stored. o

42. (a) The licensing authoritjf (or any medical officer
of the Union Health Department who has been duly

authorised in writing by the Licensing authority to act

on his behalf); or _

(b) The licensee (or any employee of the blood donor
socicty of which the licensee is the medical officer in
charge and who has been duly authorised in writing by
the latter to act on his behalf); : :

shall have the.right to enter, at ali reasonable times and

.with or without prior notice, any hospital, institution or

other premises—
(i) where, in the case of the licensing authority, any
buman blood is stored; or : _
(ii) where, in the case of the licensee, any human
- plood, which has been supplied by the blood donor
“society of which he is the medical officer in charge,
' is stored with the objects of— ' :

inspecting the conditions under which the blood is stored

and issued; and .
check_in g the stock of blood which are in storage; and
ascertaining whether proper records are being kept of all

" containers of human blood which are taken into or issued

from storage.

 Labelling of Con_éaz'ners of Human Blood.
43. (1) Every container of human blood shall have a
label securely affixed to it and the size of this label shall

" be such that it will not interfere with the ready inspection

of the contents of the container.

(2) The label shall be coloured according to the blood
group of the blood donor and as provided for'in the
following colour code: — e :

- Blood group O—white. :
Blood group A—blue,
‘Blood group B—yeliow.

- Blood group AB—red, .

3 '(3). Houers rﬁe} blded"wait nie veﬂig géag word -vir_ uit_- :

reiking as mensliké bloed nie, kan na 'n bloedbewerkings- -

van menslike bloed. . = '

Verstrykingsdatum vir en afkeuring van bloed vir. )
bewerking tot preparate van menslike bloed.. -

39. (1) Houers met menslike bloed, of met bloed wat "

spesiaal vir die doel getap is, kan na 'n bloedbewerkings- =
laboratorium gestvur word vir bewerking tot-preparate.van.

menslike bloed, mits sodanige bloed nie langer as 28 dae .
gehou word nadat dit van die bloedskenkers onttrek is en -

voordat dit die laboratorium bereik nie. '

(2) Elke houer met bloed wat langer as 28 dae gehou .
is, moet afgekeur word en nie vir bewerking tot preparate
van menslike bloed aangestuur word nie. i

(3) Elke houer met menslike bloed wat vir bewerking tot -
preparate van menslike bloed afgekeur word, moet-van 'n- -
geel etiket voorsien word wat opvailend en stewig daar- -
aan geheg word en met die volgende woorde in. vetge- -
drukte, wit letters daarop: ,, CONDEMNED.BLCGD.” -
. AFGEKEURDE BLGED™ R vy R S e S

' _Vertroulike aard van rekords: N ~

40. Alle rekords wat betrekking het op bloedskenkers en- .
hulle bloedskenkings moet as streng vertroulix beskou
word en.niemand mag daarin insae hé nie tensy daartoe
gemagtig deur die lisensiéringsowerheid of die lisensie-
houer. ' s g I e -

Geheimhouding in verband met bloedskenkings.

41, Geen werknemer van 'n bioedskenkingsdiens-mag -
die naam van epige bloedskenker wie se. bloed wvir toe-
diening aan ’n bepaalde pasiént gebruik is, of die naam.
van enige pasiént aan wie bloed van ’'n- bepaalde bloed--
skenker toegedien is, aan enige persoon wat nie deur: die-
lisensiéringsowerheid of lisensichouer -daartoe gemagtig is
om sodanige inligting te ontvang nie, meedeel nie..

Die reg van die lisensiéringsowerheid of 'die lisensiehouer .
om plekke waar menslike bloed opgeberg word vir -
' inspeksiedoeleindes binne te guan. A -
42. (a) Die lisensiéringsowerheid (of enige mediese
beampte van die Uniedepartement:van Gesondheid wat
skriftelik behoorlik deur die lisensigringsowerheid daartoe
gemagtig is om namens hom op te treej; of e B
(b) Die lisensiehouer (of enige werknemer van die bloed-
skenkingsvereniging waarvan die lisensichouer die ver-
antwoordelike medicse beampte is en wat skriftelik behoor-
ik deur laasgenoemde daartoe gemagtig is om namefis
hom op te tree); ' R
het die reg om; op alle redelike tye en met of sonder

- kennisgewing vooraf, enige hospitaal, inrigting of iander'_

perseel binne te gaan— . \ : _
(i) waar, in die geval van die lisensi€ringsowerheid,
enige menslike bloed opgeberg word; of - :
(i) waar, in die geval van die lisensichouer, enige
" mienslike bloed wat verskaf is deur. die bloed- -
skenkingsvereniging waarvan hy die verantwoorde- -
like mediese beampte ‘is, opgeberg word, met die
doel om—-.. _ o oy
die toestande waaronder die bloed opgeberg en witgereik
word te inspekteer; en Sy
die voorraad bloed wat opgeberg word, na te gaan; en
vas te stel of behoorlike rekords gehou word van:alle:
houers menslike bloed wat in voorraad geneem of uit-
gereik word. o

Etikettering van houers met menslike bloed.” -
© 43. (1) Elke houer met menslike bloed moet voorsien .
wees van 'n stewig aangehegte etiket en die grootte van
hierdie etiket moet sodanig wees dat dit nie die geredelike
iespeksie van die inhoud van die houer belemmer nie. .
(2) Die etiket moet volgens die: bloedgroep van die .
bloedskenker gekleur wees en soos in onderstaande kleur-
kode bepaal:— - ; ' - S
Bloedgroep O—wit.
Bloedgroep A—blou..
Bloedgiroep B—geel.
Bloedgroep AB—1001.
T s " F P8 ez
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(3) The prmtmo on’ the labol shall be in blaok e*mcpt
' that, if the Rh factor is negatwe this shall be indicated -
"by a black rectangular space with white leftering and, if’
the Rh factor is positive, hy a mml}ar white space with |

- black lettonno

(4) The following mformat}on shall be- prmted on the
label in both official languages :—
(i) The proper name of the coatents which is:
-~ “Human Blood ",

L (11) The racial origin of the blood (Earopean, Coloured
" Asiatic or Native) which may be indicated by the '
following code letters : —

W (for Whites);
" K (for Coloureds),
I (for Indians or Asiatics); and
‘N (for Natives).
- (111) The type of antlcoagulant preparation used. .
(iv) The primary blood group of the donor.

' V) Except in the case of blood group AB a statement
as to whether the iso-agglutinin titre is “ high ™ or
“low” and whether or not haemolysins are

present
(vi) A warning that, if the blood is of group O and. thc
‘jso-agglutinin titre is high or haemolysins are
present, the blood should only be used for mfus;on
- of patients of blood group O.
(vu) A statement as to whether the Rh factor is pos;twe
or negative:

: {vm) The total volume or’ we)ght of the contents of the |

container expressed in miliilitres or grams except
~ “in the case where the container has a volume scale
~ embossed on it and the volume of the contents may
_ be read directly therefrom.
(‘m) ‘The batch number of the blood.
- (x)' The registration number of the blood donor )
- (xi) The identification mark of the blood donation. -

(xii) The date of the wathdrawal of the: blood from the-
blood donor. : ;
.\(xm) The expiry date of the blood in the contamcr

(xiv) The name and address of the blood donor society
+ / and of the branch responsible for the oolloctlon of
the blood from the blood donor.’

" (xv) The licence number of the licensee.

- (xvi) A signed and dated certification that the contamer
- was inspected before issue.

(xvn) The following caution: “ Store and transport at
. 47-10° C.

(5) The size of the pr;nuug on the label 'shall be such -
" that it can be easily read and the information required
by paragraphs (i), (i), (iv), (v), (vi), (xi) and (xvii) of sub-
regulation. (4) of this regulation shall be printed in larger
and more conspicuous types than the types used -for the
remaining information on the label. ;

" (6) Samples of the proposed labels shall be " submitted
by the licensee to the licensing authority whenever applica-
tion is first made by him for a licence ‘or whenever it.
isbdiched to change the nature, type or wordmg of the
abe

_ Pamphlet of Information.
44 (I) A pamphlet of information and printed in both
_official languages shall be issued w1th every container of
human blood. : ;

(2) This pamphlet shall give the followmg mfonrlatlon
and - advice:— .
(@) The name, the business, postal and- telegraphic
~ addresses of the blood donor society and its
“telephone - number. .

.-(11) The name, the business and . postal addresses and
the tclephone number of the branch of the blood
donor society which collected the blood.

' (111) The name of the licensee. '

24

(3) ‘Die Ietters op d:e etlket moet swart- wees behalwe

dat, indien die Rh-faktor negatief is, dit met n swart -

reghoekige ruimte met swart letters aangedul moet word
en, indien die Rh-faktor posmef is, met 'n soortgolyke wit
ruimte met swart legters.

(4) Die volgende mhgtmg moet in albei amptelike tale
op die etiket gedruk word:—

(i) Die regte naam van die nhoud naamlik ,, Mens-
like Bloed ™.

. (n) Die ras waarvan die bloed afkomstig is (blanke,
Kieurling, Asiaat of Naturel) wat met die vo}gendo ‘

kodeletter aangedui kan word —

W (vir Witmense):

© K (vir. Kleurlinge); .
I (vir Indiérs of Asmte)
N (vir Naturelle).-

(iii) Die tipe anusto]lmgspreparaat wat gebrulk is.
(iv) Die primére bloedgroep van die skenker..
-(v) Behalwe in die geval van bloedgroep AB, n ver-

Kklaring of die isoagglutinientiter ,, hoog ™ of , ,laag” .

~is en of daar hemolisicne aanwe51g is of nie.
(vi) ’n Waarskuwing dat, indien die bloed van groep O

is en die 1soagg1utm1ennter hoog is of indlen daar’

hemolisiene aanwesig is, die bloed slegs gebruik
moet word vir, toedxemng aan pasiénte van bloed-
groep O.
(vii) 'n Verklaring of dle Rh- faktor posltlef of ncgatlef
s,

(vm) Die totale volume of ﬂew1g van die inhoud van die
houer in rmlhhter of gram uitgedruk behalwe in
die geval waar ’'n volumeskaal op die houer geém-
bosseer is en die volume van die mhoud regstreeks

daarvan afgelees kan word,

i (1x) Die lotnommer van die bloed
(x) Die regi strasienommer van die bloedskf:mcer
(xi) Die identifikasiemerk van. die blo’*dskonkmo

(xii) Die datim waarop die bloed van die bloedskenker
onttrek is.

. {xiil) Die verstrykmgsdatum van die blocd in die houer.

{xiv) Die naam en adres van die bloedskenkmgsverem-
ging en van dje tak wat verantwoordelik was vir
" die tap van die bloed van die bloedskenker.

(xv) Die lisensienommer. van die- lisensiehouer.

~(xvi) ’n Ondertekende en gedateerde sertifisering dat die

houer voor uitrelking geinspekteer is.

(xvii) Die volgende waarskuwing:: ,, Berg op en vervoer
: by4C10C"" .

(5) Die grootte van di¢.letters op die etiket moet sodamg
wees, dat hulle maklik gelees kan word en die inligting
wat nodig is by paragrawe (i), (i), (iv), (v), (vi), (xi} en
(xvii) vap subregulasie (4) van hierdie regulasie moet in
groter en opvallender letters gedruk wees as di¢ wat vir
die ander inligting op die etiket gebrmk word,

(6) Eksemplare van die: voorgestelde etiketts moet deu:r
die lisensichouer aan die llsenswrlngsowerhezd voorgelé
word wanneer ook al hy. die eerste keer om ’'n lisensie
aansoek doen of wanneer ook al daar besluit word om

- die aard, letters of bewoording van die ctiket te verander.

; Inligtingspamfiet.
44. (1) ’n Inligtingspamflet wat. in albei amptelike tale

-gedruk is, moet saam met elke houer met menslike bloed

uitgereik word.

(2) Hierdie pamflet moet dxo volgende mllgtmg en
_ad\ues verstrek i—

(1) Die paam, die bemghc;ds- pos— en telegramadres
van die- bloedskenkmgsvmemgmo en sy telefoon-
- nomimner.
(it) Die naam, die bcsrghe:ds— en posad*cs en die
‘telefoonnommer van die tak van die bloed-
. skenkjngsvere“l.gmg wat die bloed geLap het

(111) D1e naam’ van. che llsens;ehouer

i}‘
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: (w) The ad\uce that the mecﬁ..al practitloner who is. |
7 responsible “for the - administration -of the blood 1
should always carcfully inspect the. container and |

. the blood’ therein before he- infuses it so as to '} -
ensure that the hermetic seal of the container is -

- still intact and shows no evidence of being pierced

 after -the -container was filled, ‘that - there are no
evidence
suggestive of contamination by - micro-organisms.

signs ~of haemolysis nor of other

" and that the expiry date of the blood has not been
pasaed :

(v) The- necessity of- always storing and transpemng.

the container at a temperature of 4~ -10° C. until
just before the infusion is administered.
(vi) The dangers. that may occur if the container is
" opened for any reason pnor to the adm;mstranon
of the infusion.

(vn) The necessity, excepf in dire emergency, of always |

~performing, or causing to be performed, a pretrans-
~ fusion compaubllrty test between a sample of the

patient’s blood and a sample of the blood -in the

pilot tube attached to the container. -

. (viii) Any other mformatlon or advice that the hcensce-'
may wish to convey to medical practitioners who
) 1nfuse human biood provided by the blood dﬂnor

ociety.
(3) T‘le pamphlet should also draw the attention of

'medlcai practitioners to -the provisions of. regu iations, 9
and 13 of Part T of these regulations.

(4) The hcensee shall, when he first apphes for a blood
donor society licence, "and thereafter whenever any
. changes are made in this pamphlet; forward 3 coples of
- it-to the licensing authority. :

Form for Reporting Untoward Reatt:one or Deafhs

- 45 (D Every blood donor society skall provide a form,:
printed in both official languages, in the nature of a |
questionnaire to be completed by the medical_practitioner -

who, in terms of regulation 9 of Part I of these regula-
tions. Teports an untoward reaction or death ‘so as to
enable the licensee to complete the relevant entries in the

register of reactions and deaths as provided for in regula--

tion 35 of this: Schedule, ;
 (2) The licensee may issue a copy of thls form—
(i) with every container of human blood; or

(i) only ‘whea an untoward ‘reaction or dﬁath is
reported - to him.

(3) The licensee, shall when he first apphes for a blood |
donor society licence and thereafter whenever  any:

changes are made in this form, forward three cepies of
st to the licunsmg authority.

'REGULATIONS FOR THE CONTROL OF BLOOD
- TRANSFUSION SERVICES ;

PARTIL
SECOND SCHEDULE.

PROVISIONS RELATTNG TO BLOOD PROCESSING
LABORATORIES.

~ A. GENERAL PROVISIONS.

A ppbf‘ntmem of a Medfcai Officer in Charge.

1. (1) Every organisation which-is responsible for the
operation of a blood processing laboratory shall appoint a
medical practitioner, whom it is satisfied is qualified by
‘suitable and * adequate post-graduate training and

experience, as the medical oﬂicer in charge of m blood
processing laboratory. . -

~ (2) This medical practitioner shall be the licensee.

- 18 nie.
(V) Die

vervoer word tot net voor. die toedienmg
rede voor die toediening oopgemaak word.

-(vii) Die -noodsaaklikheid = daarvan, behalwe ™ in:
_ dringende noodgeval, dat daar altyd 'n vooroortap-

word.
{viii) Enige ander inl; guag of adwes wat die hsens;c-'

bloed wat deur

-verskaf word, toedien.

hierdie rogulasies vestig: -

hsensmermgsowerheld stuur,

sterfgevalle..

verskaf in albei amptelike tale gedruk-en in die aard van

regulas’e 35 van hierdie Bylae bepaal.

uitreik—
(i) saam met elke houer met menslike bloed of

by hom aangegee word.

om-'n blocdskenkmcsvnremgmglrshnsw aansoek doen en -

siéringsowerheid. stuur.

REGULASIES VIR DIE BEHEER VAN BLOED-
5 OORTAPPINGSDIENST E. =

‘DEBL L.

g e " TWEEDE BYLAE.

BEPALINGS IN VERBAND MET BLOED- :
- BEWERKINGSLABORATORIUMS. °

~ A. ALGEMENE BEPALINGS:
Aanstelling van’'n veranrwmrdehke mediese beampre

en toereikende nagraadse opleiding en ondervinding’ gehad

(2) Hierdie gencesheer 1s.d19 llsenmehcue_r. .

(3) Die pamflef moet ook die aapdag van gpnecsherer %
op dic bepalings van regulasies: 9 en 13 van _Dcel I va,n‘_ s

’n vraelys wat deur 'die gencesheer wat ingsvolge regulasie |

9 van Deel I van:hierdie regulasies ’n ongunstige reaksie
of ’n sterfgeval aangee, ingévul moet word ten einde die. -
lisensiehouer in staat te stel om die toepaslike 1n5krywmgs__ i
in die register van reaksies en sterfgevalle te maak soos in -

(W) Die ad“\ucs dat dle genecs‘heer wat veramwoordf:hkf .
1is vir die toediening van die-bloed, voordat. hy die-
. bloed toedien, die houér en die bloed daarin’ altyd -
sorgvuidig- moet inspekteer- ten einde' te verseker -
‘dat die hermetiese -verseéling: van die houer nog
- ongeskonde s en gzen tekens toon dat. dit oop-
gesteek is nadat die houer gevul is nie, -dat- daar, . .
- geen tekens. van- hemolise of ander tekens ‘is wat - -
_ op besmetting deur mikrogrganismes dui nie en dat:
die verstrykingsdatum van dle bloed nog nie verby R

‘noodsaaidikheid da,arvan dal die hnuer altyd -
by ’n temperatuur van 4°-C.- 10°C. opgeb__erg R

(vi) Die moontlike gevare indien die houer om emge_ gk
i
pingstoets vir die vercmgbaarhctd van ’'n monster -
van die pasiént se bloed en ’n monster van ‘die -

. bloed in die foetsbuisic wat aan die houer geheg.- =~
is, “uitgevoer moet word of uitge\oer moct Iadt_'_ E

houer wil meedeel aan die geneeshere wat menslike
die . blocdskenkmgsveremgmg =

(4) Die lisensichouer moet, wanneer hy dle ecrst“ kcer % .
-om 'n bIOedskcukmgsﬁeremﬂmgshsens:e aanscek doen en
daarna wannesr ock al daar enige veranderings in hierdie =
pamflet aangebring word, dric afskrifte daarvan aan d,e e

Vorm vir die aangee van orzgunst;ge rea.ksws of -

45 (l) Elke - bloedskenkingsvereniging: moer 0. vorm

2

(2) Die lisensichouer kan *n afskrif van hlerdle vorm_ P

(ii) slegs wanneer n ongunsilge reakme ot n sterfgc\fal )

(3) Die lisensichouer most, wanneer hy die eerste - keer-"

daarna wanneer ook al enige veranderings in hierdie vorm - 'l
aangebring word, drie afskrifte daarvan aan 'che l:s¢n- 3

i _.._-'..'....._.L‘_.J..‘_._.,.._g._-..,_.._h_l_ e

LD Elke organisasie wat verantwoordchk is wir- dlﬁ--;.
dryf van 'n bloqdbewerkmgslaboratonum moet 'n’ genees- -
heer aanstel wat, na die organisasie oortuig is, geskikte -

het, as. die’ verantwoordelike mednese beampte van - syf_'
; onedbewerkmgslaboratonum :

L
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4 pﬁb}ntment of a Deputj)_ "Me\e-iiéal'l Officer.

". 2. The organisation which is responsible for the opera-

~tion of a blood processing laboratory may appoint a
suitably qualified and experienced medical practitioner as
the deputy to the licensee, o

Functions of the Licensee.

3. (1) The licensee shall be in charge of, and responsible
for the proper performance of, all medical, technical,
administrative and clerical procedures which are carried
out by the blood processing laboratory and which are

© prescribed in this Schedule and he shall be responsible for

_ensuring that all the relevant requirements of Part I of

" these regulations and of this Schédule are fully complied
with. -~ = = :

.'(2) Thé licensee -shall forthwith advise the licénsing
- authority in writing of —

'(i) the ‘surname, full christian names, _postal address
~and medical qualifications as registered by the

‘South African Medical and Dental Council of any
medical practitioner who has been appointed by
the organisation responsible for operating the
- blood processing laboratory. as his deputy; or

(ii) any change which has been made in the appoint-
- ment of such a deputy.

3 The' licensee shall forthwith advise the licensing
authority in writing of— - - _ 5 i
» (a) any change in the designation, or the business,
* postal or telegraphic addresses or the telephone
~  number of the blood processing laboratory; or.

(‘b) any change in the designdtion, or the business,

* postal or telegraphic addresses of the. organisation
responsible for operating the laboratery; or

and ‘procedures adopted by, the laboratory with
special reference to any changes— '

(1) in the sources of supply of blood for process-

ing into preparations of human blood;

(i) in ‘the types of p.répar;iticns of human -blood.

~processed by the laboratory; -y

. . (i) in the technical ‘methods and procedures

adopted by the laboratory for processing these
preparations and in the test methods employed
to ensure that each batch of preparation
complies with the prescribed standards for
© quality, purity and -safety relative to such
preparation; T -

(iv) in the system adopted by the -laboratory for

the keeping of- prescribed records; or

K (v) in the layout of the laboratory. buildings and
) . their -relationship to neighbouring buildings or
" laboratories, )

(4) The licensee shall furnish the licensing authority -
with a copy of the annual report of the laboratory as soon

as is reasonably possible after its publication.

Functions of the Deputy Medical Officer.

4. (1) The deputy’ medical officer to the licensee shall
act as the assistant and understudy to him and shall have

-full.powers to act as-the licensee whenever the latter is’

temporarily absent or unavailable for duty and he shall
- then be responsible for -carrying out all the dutics of the
. licensee as prescribed in this Schedule, )

. (2) Should the licensee permanently relinquish  his
‘duties” as the medical officer in charge of the blood
processing laboratory, the deputy medical officer may act
- as the licensee for a period not exceeding 30 days during
- which application may. be made for a new licence.
26, : : #

| GOVERNMENT GAZETTE EXTRAORDINARY, 20 MAY 1960

& A&mt'eﬂfngf— v_ar? n __ddjun?czmediesé beampte.
- 2. Die organisasie wat verantwoordelik is vir die dryf
van ’n bloedbewerkingslaboratorium kan ’n behoorlik

~gekwalifiseerde en ervare geneesheer as die plaasvervanger
van die lisensichouer aanstel. : -

Funksies van die lisensiehouer.
3. (1) Die lisensichouer oefen beheer uit cor, en is

verantwoordelik vir, die behoorlike uitvoering van alle
. mediese, tegniese, administratiewe en klerklike prosedures

| wat deur die bloedbewerkingslaboratorium behartig word

en wat in hierdie Bylae voorgeskryf word en hy is verant-
woordelik daarvoor om toe te sien dat daar aan al die
toepastike vereistes van Deel I van hierdie regulasies en
van hierdie Bylae ten volle voldoen wosd. ; :

(2) Die lisensichouer moet die lisensiéringsowerheid

onverwyld skriftelik verwittig van— :

- (i) die van, volle voorname, posadres en mediese

kwalifikasies, soos deur die Suid-Afrikaanse

‘Geneeskundige en Tandheelkundige Raad geregi- .

streer, van enige geneesheer wat deur die organi-

sasie verantwoordelik vir die dryf van die bloed-

bewerkingslaboratorium =~ as- sy plaasvervanger

aangestel is; en - )

(ii) enige verandering wat in die aanstelling van
sodanige plaasvervanger gedoen is. i

onverwyld skriftelik verwittig van— :

(@) enige verandering in die benaming, of die besig-
heids-, pos- en telegramadres of die telefoon-
nommer van die bloedbewerkingslaboratorium; of

(b) enige verandering in die benaming, of die besig-
heids-, pos- en telegramadres van die organisasie
verantwoordelik vir die dryf van die laboratorium;

. of v .

. (€) enige veranderings in die organisasic van, en die
. metodes en prosedures gevolg deur- die labora-
- torium met spesiale verwysing na enige verande-

rings— . g
(i) in die voorraadbronne van bloed vir
o tot preparate van menslike bloed;

(i1} in die tipes preparate van menslike bloed wat
deur die faboratorium bewerk word: '
(i) in die tegniese metodes en . prosedures wat
deur die laboratorium gevolg word vir
bewerking van hierdie preparate en in die
toetsmetodes wat toegepas word ten einde te
verseker dat elke lot preparaat aan die voor-
geskrewe standaarde vir gehalte, suiwerheid
en veiligheid wat op sodanmige preparaat
betrekking het, voldoen; .
(iv) in die stelsel wat deur die laboratorium gevolg
word vir die hou van voorgeskrewe rekords: of
(v) in die aanleg van die laboratoriumgeboue en

hulle ligging met betrekking tot nabygeled
geboue of laboratoriums. %

(3) Die lisensichouer moet die lisensi€ringsowerheid

bewerking

(4) Die lisensiehouer moet aan die lisensiéringsowerheid
'n eksemplaar van die jaarverslag van die laboratorium
besorg so gou as wat redelik moontlik is na die publikasie
daarvan. '

Funksies van die adjunk-mediese beampte.

4. (1) Die adjunk-mediese beampte vir die lisensie-
houer staan hom by en neem in sy plek waar en het volle -
bevoegdhede om as die lisensichouer op te tree wanneer
ook al laasgencenide tydelik van diens afwesig is of nie
daarvoor beskikbaar is nie, en hy is dan verantwoordelik
daarvoor dat al die pligte van die lisensichouer soos in
hierdie Bylae voorgeskryf, uitgevoer word.

. (2) Indien die lsensichover sy pligte as die verant-
woordelike mediese ‘beampte van die bloedbewerkings-
- laboratorium permanent neerlé, kan die adjunk-mediese
beampte as die lisensichouer optree vir 'n tydperk van

hoogstens 30 dae waartydens aansock om 'n nuwe lisensie

-1 "gedoen kan word.



Available. - . .

" The Liﬁ'é_kseé_' or. Depmy Medical Officer Always to be

- 5, Either the‘licensee or the deputy medical officer in
~charge shall be available at all times for the control of

the blood processing laboratory. ©

_ Applications for Blood Processing Laboratory Lz‘cences. '
6. (1) Every medical. practitioner who. is appointed by

_ an organisation as the medical officer in charge of its

blood processing laboratory shall forthwith apply in
writing to the licensing authority for a blood processing
laboratory licence and shail furnish with his application
the following information :— ' :

(@) His surname, full christian names, postal address
and medical qualifications as registered by the
South African Medical and Dental Council.

(b) The designation, the business, postal and-telggraphic
addresses and the telephone number of the blood
processing laboratory. C '

() The designation, and the business, postal and
- telegraphic -addresses of the organisation respons-
ible for the operation of the blood processing
~ laboratory. _ = S
(dy A letter signed by an appropriate official- of the
' above-mentioned organisation -stating .that—
' (i) the applicant has been permanently or tempo-
. rarily appointed by it as the medical officer in
charge of the laboratory; and
(i) the date from which such appointment.is to
take effect; and

~-(iii) if the appointment is a t¢n1pok'ary_ one, the |

period for which the appointment has been
made. - . = '

(e) A short and comprehensive description by the
~ applicant of the organisation of and the methods
and procedures to be adopted by the laboratory
in respect to the processing of preparations of

haman blood that it will undertake. This descrip-

tion shall include the following particular§:—
(i) The designations and address(es) of the blood
donor society /societies which will supply the

laboratory with blood withdrawn from human.
beings for processing into preparations  of

., human blocd.

(i) A list of the types of preparation of human
blood which will be processed by the

~ laboratory. L
(iii) A detailed description of the technical methods
" and procedures which its intended to employ
in the laboratory for the processing of these
preparations and of the test metheds which
will be employed routinely in the laboratory to
ensure that the .quality, purity and safety of
_every batch of these preparations will comply
with  the relevant standards which are
prescribed in this Schedule for these prepara-

. tions. s

v A description of the system to be adopied— by

the laboratory. for the keeping of all the

 records which are prescribed in this Schedule.

(v) A sketch plan of the laboratory buildings

.- showing their lay out and relationship to neigh-
bouring buildings or laboratories.

It shall, ‘however, not be necessary for the
-applicant to furnish this description of the organi-
sation of, and the methods and procedures adopted
by, the laboratory if such a description has been
previously furnished to, and all the subsequent
changes therein notified to, the licensing authority
provided that— . : . T . :
‘(i) he refers in his application to such previously

supplied description and notifications; -and
(i) he certifies that no other changes have since
* bzen mads.” :

bloedbewerkingslaboratorium
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Die lisensichouer of afff_m.r,k';-:}?.-‘_edr'esé beampte imoet altyd -
S . beskikbaar wees.. . - .
5. bf:"die'i'iscnsiqhouér of die adjunk-mediese beampte )

moet ite_alig tye beskikbaar wees omi beheer uit te- cefen

oor. die blozdbewerkingstaboratorium. - -

Aansoeke om bloedbewerkingsluboratoriumlisensies.

6. {1) Elke geneesheer wat deur i organisasic aangestel -
word as die verantwoordelike mediese beamptle van sy
_ moet onverwyld by die -
lisensiéringsowerheid skriftelik aansoek doen om ’n bloed-
bewerkingslaboratoriumlisensie en- moet die ~volgende
inligting saam met sy aansock verstrek: — e owm

(@) Sy van, volle voorname, posadres en mediese kwali-

I fikasies soos deur die Suid-Afrikaanse. Genees-'

- kundige en Tandheelkundige -Raad geregistreer.

(b} Die benaming, diec besigheids-, pos- en telegram- -

~ adres en die telefoonnommer van die” bloedbewer-

. kingslaboratorium.’ - JUE L

(c) Die benaming en die besigheids-, pos-en telegram-

" adres van die organisasie verantwoordelik vir- die

. dryf van die bloedbewerkingslaberatorium.-

(d) ’n brief deur 'n gepaste amptenaar van bogenogmde
organisasie onderteken waarin gemeld word dat—
(i) die applikant permanent of tydelik deur die -
‘organisasie aangestel is as die verantweordelike
mediese beampte van die laboratorium; en

© . (i) die’ datum waarop sodanige aanstelling van-

- krag word; en- Ct

" (i) indten dit 'n tydelike aanstelling is, die tydperk -

i ‘waarvoor die aanstelling gedoen-is. = -

(e) 'n Kort en omvattende beskrywing deur die :appli--

! kant van die organisasie van dic laboratorium en

die metodes en prosedures wat -deur die labora- -
torium gevolg sal word jn verband met die bewer-. -
king van preparate van menslike bloed wat hy sal -
onderneem. Hierdie beskrywing moet die volgende

~besonderhede insluit: — & ey 52

(i) Die benaming/s en adres/se van die bloed:

skenkingsvereniging /s« wat . bloed .~ wat . van

‘mense onttrek is vir bewerking-tot preparate

van menslike bloed aan die laboratorium sal
verskaf, ' o :

(ii) 'n Lys van die tipes preparaat van menslike_

 bloed wat deur die laboratorium bewerk sal

.. word. ' = 3 eI

@iii) 'n Volledige : beskrywing van die tegniesc
"~ metodes en prosedures wat die organisasie -
voornemiens is om in die laboratorium aan te

; wend vir die bewerking van hierdie preparate
| . en van die toetsmetodes wat gereeld in die -
laberatorium toegepas sal word ten-einde te

verseker dat die gehalte, suiwerheid en veilig-

heid van elke lot van hierdie preparate sal -

; - voldoen aan die toepaslike standaarde wat in

N hielr-((j‘iie Bylae vir hierdie preparate voorgeskryf

word. - . “

" (iv) 'n Beskrywing van die stelsel wat deur -die
laboratorium gevolg sal word vir.die hou van
al die rekords wat in hierdie bylae voorge-
skryf word: - CoTE o w T

: (v) 'n Sketsplan van die laboratoriumgeboue wat

; hulle aanleg en ligging met  betrekking. tot.

naby geleg geboue en laboratoriums toon.
Dit is egter nie nodig dat die applikant hierdie

'~ beskrywing van die organisasic van die -labora-

. toriums en die metodes en prosedures wat deur die
© 'laboratorium gevolg word, moet verstrek -nie, in-

| dien so ’n beskrywing voorheen aan die - lisen-

.- siéringsowerheid verstrek is en laasgehoemde in

. kennis gestel is van al die veranderings wat later

" daarin aangebring is, mits— _ o

() hy in sy aansoek na sodanige beskrywing en
kennisgewings wat voorheen™ verstrek is. ver-

: wys; en - = I

.+ © (i) hy sestifiseer dat geen ander veranderings

7.+ sedertdien aangebring is nie. g sale

27
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(f) Such other 1nformat1on as may.’ be reqmred by- thc
v 'licensing authority in respect to thée organisation

“of and:the methods .and procedures adopted by

the laboratory in respect to the ptoccssmg of
preparatzons of humaq bleod. E

Renewal of Licences.

. Every licensee on apphcatzon for renewal of a blood
processing laboratory- Ticence held by him shall furnish
the licensing authority with the following information:—

(2) The registration number of the ticence keid by him.

(b) His surname, full christian names, postal address-

‘and medical qualifications as registered by the
- South African Medical and Dental Council.

'(c) The designation, the business, postal and telegraphic
addrcsses angd the telephone number of the blood
. processing laboralory.

. ('d) The -designation, and the business, postal and
telegraphic addresses of the organisation respon-
sible’ for the opemtmn of the blood procebsmg

; laboratory.

'(e) A Tetter_signed by an’ dppl‘Opﬂdte ofﬁc;al of the
above-mentioned orgamisation - stating’ that the
. applicant will continue to be employed permanently
or temporarilyas, the medical officer in charge of
the blood processing laboratory and if to be
employed temporarily, the pcnod over which he

- will be so employed.

'(f) A statement from the applicant to the effect that—
(1) no changes have been made in the sources

of supply of blood for processing, or in the
List-of types of prepafations procesied by the
" laboratory or in the technical methods and

pracedures adoptéd by the laboratory in the-

processing of preparations of human blood or
in the routine testing of such preparations to

ensure that they comp}y with the standards of

quality, pumy and safety ds prean.bed by this

Schedule, or “in the system of keeping of | .

. prescribed ‘records, or in the layout of the

laboratory buildings and their relationship to -
neighbouring buildings or laboratories since

a description of - these matters was last

furnished to the licensing authority: or

L (n) that all such changes  which have since been
. made have been, or are now being, notified to
the hcensmg duthm ity.

Nonﬁcatfort tf at rhe chensce haw Ceased to Act as the

Medical Officer in Charge of the Labora:ory

8 Should the licensee for any reason relinquish his
¢ post as medical “officer in charge of the laboratory, the
appropriate officer of the organisation responsible for the
" operation of the blood processing laboratory shall forth-
with notify the licensing authority in writing of this fact
-and advise the latter as to the name of the deputy med:cal
officer who will carry on the laboratory untii a new
medtcal officer m charge nas been appointed. -

.S'ources o}‘ Blood Processing into Preparauons 0)‘
) Human Blood.

9. Only blood whxch has been obtained from a licensed
--blood donor society may be used by a blood processing

inbcgatory for processing into preparations of human
"bloo

Condzz:ons under which Blood may be Pr ocessed into
¥ Prepamtwns of Human Blood.

10. (1) 0nly blood which has been collected, stored
-and transported in accordance with the First Schedule to

. these regulations shall be used for processing into prepara- |

. tions of liuman blood.

(2) The blood shall be dchvered to the !ahoratory
within 28 days inclusive from the tune of its wnhdrawal
from the blood donors

28

“vereniging verkry s,

() Ander inligting ‘wat deur die lisensiéringsowerheid
verlang word ten ‘opsigte van- die organisasic van
die laboratorium en die metodes en prosedures wat
in verband ‘met die- bewerking van preparate van
menslike bloed deur die laboratorium gevolg word.

Hernuwing van lisensies. ; .
7. Elke lisensichouer moet by aansoek om die her-
nuwing van 'n bloedbewerkingslaboratoriumtisensic wat
deur hom gehou word, die \foigende inligting aan die lisen-
szermosov.elheld verstrek 1 —

(a) Die registrasienommer van die lisensie wat deur hom
gehou word.

(&) Sy van, volie voorname, posadres en medigse -
‘kwalifikasies soos deur die Suid-Afrikaanse Genees-

. kundige en Tandheelkundige Raad geregisireer.

* {¢) Die benaming, die besigheids- pos- en telegramadres
en die telefoonnommer van die bloedbewerkmgs-
taboratorium. -

(d) Die benaming en die besigheids-, pos- en telegram-
adres van die organisasie verantwoordelik -vir die
dryf van die bloedbewerkingstaberatorium. :

{e) 'n Brief deur 'n gepaste amptenaar van bogenoemde
organisasie waarin gemeld word dat die applikant

. permanent of tydelik in diens gehou sal word as
die verantwoordelike mediese beampte van die
bloedbewerkingslaboratorium, en indien hy tydelik
in diens geneem sal word, die tydperk waarvoor hy
in diens geneem sal word.

(fi 'n Verklaring van die applikant dat—

(i) daar geen veranderings aangebring is nie in
die voorraadbronne van bloed vir bewerking,
of in die lys van tipes preparate wat deur die
Jlaboratorium bewerk woid of in die tegniese
metodes en prosedures wat deur die labora-

- torium gevolg word by die bewerking van
preparate van menslike bloed of in die gereelde
toets van sodanige preparate ten einde te ver--
seker dat holle veldoen aan die standaarde
van gehalte, suiwerheid en veiligheid soos by
hlcrdle Bylae voorgeskeyf, of in die steisel van
die hou van voorgeskrewe rekords of in die
aaznleg van die laboratoriumgeboue en huile
“ligging met betrekking tot nabygeleg geboue of
laboratoriums sedert’ die laaste keer toe n
beskrywing van hierdie aangeleenthede aan
die lisensiéringsowerheid verstrek is; of

(u) Al sedanige veranderings wat sedertdien aan-
. gebring is, reeds aan (hc lisensiéringsowerheid
mecgedeel ig, of nou meegedeel word.

Kennisgewing dat die lisensiehouer opgehou het om as
die . verantwogrdelike mediese beampte van. die
laboratorium op fte tree.

- 8. Indien die lisensichouer om enige rcde sy betrekkmg
as verantwomdﬂhke mediese beampte van die labora-
torium neefié, moet "die gepaste amptenaar. van die
organisasie verantwoordelik vir die dryf van die bloed-
bewerkingslaboratorium die - lisensiéringsowerheid onver-
wyld skriftelik van dié feit in kennis stel en laasgenoemde
verwittig van die naam van die ad]unk-mcdnesc beampte
wat vir die laboratorium verantwoordelik sal wees totdat
’n nuwe verantwoordelike mediese beampte aangestel is.

Bronne van bloed vir bewerking tot preparate van
- menslike bloed.
9, Slegs bloed wat van 'n gchsensmerde bloedskenkings-
kan deur ’n bloedbewerkings-
laboratorium gebruik word vir bewerkmg tot preparate
van menslike bloed. ,

V oorwaardes waarop bloed tot preparate van menslike
bloed bewerk kan word.

10. (1) Slegs bloed wat ooreenkomstig die Eerste Bylae

-van hierdie regulasies getap, opgeberg en vervoer is, mag

vir bewerkmg tot preparate van menshke bloed gcbru:k

word. '
(2) Die bloed moet bmne 8 dae met mslmtmg van.

die datum waarop dit van die bloedskenkers onttrek is by

1-die iaboratorlum afgelewer word
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(3) The blood shall be delivered to. the laboratory in | - (3) Die bloed moet in die oorspronklike houers waarin -
the original containers into which each donor was bled. |.dit van eike skenker getap is, by die Iaboratorium
3 : o afgelewer word,” S du_ TE

(4) Die houers met bloed most by die laboratorium -
afgelewer- word in skoon, geisoleerde of verkoelde
versendingshouers wat hulle by ’n geskikte lae tempera-. -
tuur sal hou -of op ’'n ander 'wyse wat. deur "die
lisensiéringsowerheid goedgekeur is. Wanneer die houers -
in ontvangs gencem word, moet die temperatuur waarby
hulle afgelewer word, by die laboratorfum nagegaan -ea.. -
‘aangeicken word.. Slegs houers wat deurgaans by 'n'- .
temperatuur van hoogstens 107 C gehou is, mag yir -
bewerking tot menslike teenstof-globulien gebruik word: ~
- (5) Alle houers  met bloed vir bewerking tot prepatate
van menslike bloed moet vandat hulle entvang is totdat”
daar met die bewerking begin word by die laboratorium . .
by 'n temperatuur van 47 tot 10° C gehou word.

(6) Slegs houers met bloed waarvan die hermeticse
verseélings ‘ongeskonde is en wat geen tekens toon dat
hulle copgesteek is nie, mag vir bewerking tot preparate -
van menslike bloed gebruik word. G RS

(7) Slegs houers met bloed van skenkers ‘ten opsigte
“van wie, toe die bloed van hulle onttreK is, die serum-

toets vir-sifitis negatief geblyk het, mag tot preparate van_ -
menslike bloed bewerk word, behalwe dat bloed wat deus- -~

gaanis vir minstens 96 uur by 'n temperatuur van tussen |

(4) The contaigers of blood shall be delivered to the
laboratory in clean insulafed or refrigerated shipping
hampers which will maintain them at a suitably low
temperature or by such other means as has been approved
by the licensing authority. The temperature at which: the -
containsrs are delivered shall be checked and recorded
at the laboratory on their receipt. Only containers which
have been maintained continuously at-a temperature not
~ exceeding 10° C. shall be used for processing into human

_antibody globulin. : v e

(5) All containers of blood for processing into prepara-
tions “of ~human blood shall be maintained at the
laboratory from the time-of reeipt until the time that
processing is commenced at a temperature of 4° 10 10° C.

(6) Only containers of blood of which the hermetic seals |
are intact and show no signs of puncturing shall be used
for processing into preparations of human blood. .. "~

(7) Only containers of bicod from donofs who at the |
time of withdrawal of blood from them have been shown
to have negative serological tests for syphilis shall be
processed into preparations of human biood except that
blood which has been stored continuously at a temperature

between 4° and 10° C. for not less than 96 hours may be
used for such processing though no serological tests for
syphilis have been carried out or such tests have been
shown to be positive. L : N
(8) After receipt at the laboratory and before processing
is. commenced, a sterility test shall be carried out, by a

method approved by the licensing authority, on every
container of blood for.processing and only containers of

human_ blood. - s

9 All ."posi_tive' sterility’ 1e$_té~_on'_containe'§s of blood

shall be promptly reported in writing on their completion
by the licensee to the medical officer in charge of the

biood donor service which supplied the containers- as
provided for.in regulation 32 (3)
of these regulations. '

(1 The first stage in the processing of blood into
preparations of human blood whereby the plasma or
serum is szparated from the red blcod corpuscles or blood

clot shall be completed within 30 days of the withdrawal

of the blood from the blood donors. -

(11) All separated plésma or sefum shall be maintained
at a temperature of 4” to 10° C. until its processing into a.
preparation of human blood is commenced. L8

(12) A tecord shall be kept by the licensee of every
container of blood received by him for processing and
this' record shall reflect the following information:—

{a} The identification mark -of the container ‘as’

appearing on its label; ; )

(b) the date on which the blood in the container was

‘withdrawn from the donor ‘also as appearing on
(its label; . o
(c) the date of receipt
{d) the temperature at which the container was
_ delivered; 0 - i E .y

() the date on which the sterility test was set up; -

(f) the date on which the sterility test was completed;

(g} the result of the sterility test; . '

(#) the date on, which the plasma or serum was
clot.

- 'Premr'ses and Equipment.
~ 11. The premises on which blood is processed into

- preparations .of human blood and on -which fests are

_ carried out ‘to ensure that. quality and safety of-such

preparations and the equiprhent used in connection: there-

- with shall be suitable and adequate for the purpose, shall

of the First Schedule -

bloed begin word. .

weergee: —

of the container at the laﬁoratory; '

separated from the red blood corpusclés or blood ’

4° en 10° C opgeberg is vir sodanige bewerking gebruik
kan word, hoewel daar geen serumtoetse vir sifilis it~

_gevoer is nie of sodanige toetse positief geblyk het. . "

(8) Nadat die houers met bloed vir bewerking by die
laboratorium in ontvangs geneem is en voordat daar met

 die bewerking begin word, moet ’n steriliteitstoets op etke .
‘houer  uitgevoer word volgens 'n metode deur die

lisensigringsowerheid goedgekeur, en slegs “houers. waar-

‘which the contents have been shown to be sterile by such | van die inhoud by sodanige toetse steriel geblyk het, mag

tests may be used for processing into preparations of

vir b'e_{wer_king tot preparate van menslike bloed gebruik

word: - _ . s w3
(9) Alle positiewe steriliteitstoetse op hovers met bloed

moet na voltooiing van die toetse sonder versuim skriftelik -

deur die lisensichouer gerapporteer word aan-die verant- = -

‘woordelike medicse beampte van die bloedskenkingsdiens

wat dic houers verskaf het soos in regulasie 32 (3) van

die Egrste Bylae van hierdie regulasies bepaal. -

- (10) Die eerste stadium in die bewerking van bloed

‘tot ‘preparate van menslike bloed waardeur die plasma-of .

serum van die rooi bloedliggaampies of bloedklont -
afgesiﬁei word, moet binne 30 dae vandat die bloed van.
die bloedskenkers onttrek is, voltooi word. -
(11) Alle afgeskeide plasma of serum moct by 'n
temperatunr van 4° tot 10° C gehou word totdat daar
met die bewerking daarvan tot *n preparaat van menslike <
~ {12) ’n Rekord moet deur die l-iscnsieﬁouer gehou word
van ¢ike houer met bloed wat deur hom vir bewerking
ontvang is en hierdie rekord moet die volgende inligting

(@) Die identifikasiemerk van ‘die houer scos dit op sy
| etiket verskyn; CF " TR
(b) die datum waarop die bloed in die houer van die
. skenker onttrek . is, ook soos dit op die etiket- -
| daarvan verskyn; . ' e :
{¢)i die datum waarop die houer
© . | ontvangs geneemyis; . . .. . . 0
(d) die temperatuur waarby die houer afgelewer is;- . .
(¢} die datum waarop daar met die steriliteitstoets begin -
S sy = L
(p die datum waarep die steriliteitstoets voltooi
~ (g) die resultaat van die steriliteitstoets; - e
(f) die datum waarop die plasma of serum van die rooi
" bloedlizgaampies of bloedklont afgeskei is. .. "
g ? y v oo ¢
i

by die laboratorium in
is;

Perseel -en uitrusting. )

11. Die perseel waar bloed -tot preparate van menshike .«
bloed bewerk word en waar toefse uitgevoer “word ten .-
einde te verseker dat die gehalte en. veiligheid van
sodanige preparate en die uitrusting wat in verband
daarmee gebruik word, geskik en toereikend vir die doel -

s, moet van so 'n aard wees dat dit moontlik is om

Twe TN 29 =t
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~ allow of proper aseptsc precautions being taken and sﬁal]

‘those standards

be to the satisfaction of the licensing authority.

“material which may contain pathogenic organisms may be

introduced into premises in which prerarat ons of human
blood are processed. . .

“Methods of Processing.
12. {a) The methods used for processing blood with-

~drawn” from human beings into preparations of human

blood;
() The number of containers of blood that may be
pooled for processing as a single batch for any specxﬁc

. type of preparation; and

- (¢) The methods for cleansing and <teriiising of
apparatus employed in the processing of preparation of
‘human bibod;

shall be approved by the licensing authority.
Batches of Preparation.

13 (1) A batch of any particular preparation of blood |
- shall be that amount of that preparation of which. the
processing from plasma or serum is commenced on one

particular day and which is carried through to completion

- as a single lot.

(2) Every batch of preparation shall .be given an

“identifying batch number.

Tests for Cuality anJ Purity.

14, (1) The tests for quality and purity which shall be
apphed routinely to every baich of a particular type of
preparation shall be those tests which have been approved
by the licensing authority as tests which will ensure that

the batch of preparation in question shall comply with
for quality and purity which are

prescribed in those regulations of this Schedule which
apply to this type of preparation.

(2) No batch of preparation of human blood shall be
issued for use in human beings unless it has successfully
passed the prescribed tesis for quality and purity.

Tests for Safetv

15 (1) The following safety tests shall be routinely
carried out on preparations of human blood: —

(a) Sterility Tests—These tests shall be carried out on |

every batch of every type of preparation.

-(b) Pyrogenicity Tests.—These tests shall be carried out
on every type of preparation which is mtcndcd for
intravascular infusion.

(c) Toxicity Tests—These tests shall be carried out on

' every batch of every type of preparation which is
* intended for intravascular infusion.

(d) Other Safety Tests—These tests shall be carried out
on every batch of such types of preparation for
‘which they are prescribed in those paragraphs of
Section B of this Schedule which apply to these
particular types of preparation.

(2) The methods for the performance of all safety tests

. shall be methods which have been approved by the hcens-

“ing authority for the purpose.

(3) No batch of preparation of human biood shall be
issued for use in human beings unless it has successfully
passed the prescribed safety tests.

Records of Processmg and Testing. ’

16. Detailed protocols, in a form which has been
approved by the licensing authority, shall be kept by the
licensee in respect to the processing and testing for quality
and safety of each and every batch of preparation of

" human blood which is processed at the laboratory.

- type of preparauon of lmman blood shall bc storccl and

_ _ Date of Manufacture.
17. The date of manufacture of any batch of a prepara-

" tion of human blood shall be that date ot which all the
-tests for quality, purity and safety on that particular

batch oL preparation were successtully compleled

Condition of Storage and-Expiry Dates for Containers.
18. (@) The conditions under which containers ‘of each

i

“behoorlike asepta‘,se voorsoromaatreels te tref en moet die

11sen51\,rmgsower wid tevrede stel.” Geen materiaal wat
patogene organismes kan bevat, mag op die perseel waar
preparate van menslike bloed bewerk word, gebring word
nie.

Bewerkingsmetodes.

12. (@) Die metodes wat toegepas word vir bewerking
van bloed wat van mense onttrek is, tot preparaie van

| menslike bloed;

) Die getal houers met bloed wat saam as een enkele
lot vir enige spesificke tipe preparaat bewerk kan word;
en

(¢} Die metodes vir die skoonmaak en steriliseer van
apparaat wat by die bewerking van preparate van mens-
like bioed gebruik word;
moet deur die lisensiringsowerheid goedgekeur word.

Lotte preparaat.

13. (1) 'n Lot van enige bepaalde preparaat van bloed
is' dié hoeveelneid van dic preparaat waarvan die
bewerking uit plasma of serum op een bepaalde dag begin
word en as een enkele lot voltooi word.

(2) Aan elke lot préparaat moet ’n identifikasielot-
nommer toegzken word. W

Gehalte- en Suiwerheidstoetse.

14. (1) Die gPhalte- en suiwerheidstoetse wat gereeld op
elke lot van 'n bepaalde tipe preparaat uitgevoer word,
iz dié toetse wat deur die llscns&ermgsowemﬂla goedgekeur
is as toetse wat sal verseker dat die betrokke lot preparaat

‘aan dié standaarde van gehalte en suiwerheid wat in dié

regulasies van hierdie Bylae wat op hierdie tipe preparaat
van toepassing is, voldoen.

(2} Geen lot preparaat van menslike bloed mag vir
gebruik by mense uitgereik word nie, tensy dit aan die
voorges_krewa gehalte- en suiwerheidstoetse voldoen het.

Veiligheidstoetse.
15. (1) Die volgende veiligheidstoetse moet gereeld op
preparate van menslike bloed vitgevoer word : —
(@) Steriliteitstoeise—Hierdie toetse moet op elke lot
van elke tipe preparaat uitgevoer word.

. (b) Pirogeen:ocise~—Hierdie toetse moel op elke lot
van elke tipe preparaat wat vir intravaskulére toe-
diening bedoel is, ui'gevoer word.

(¢) Toksiieitstoetse—Hierdie toetse moet op elke lot
van eike tipe preparaat wat vir iniravaskulére toe-
diening bzdoel is, uitgevoer word.

(d) Ander veiligheidstoetse.—Hierdie toetse moet uit-
gevoer word op elke lot van sodanige tipes prepa-
raat waarvoor hulle ip dié paragrawe van Afdeling
B van hierdie Bylae wat op hierdie bepaalde tipes
preparaat van toepassing is, voergeskryf word.

(2) Die metodes- vir die uitvoer van alle veiligheids-

toetse is metodes wat vir die doel deur die lisensigrings-

- owerheid goedgzkeur is.

(3} Geen lot 'prepa.ra'al van menslike bloed mag vir
gebruik by mense uitgereik word nie, tensy dit aan dle
voorge;krewa veiligheidstoetse voldoen het.

Bewerkings- en toetsrekords.

16 Volledige protokolle, in ‘n vorm wat deur die
lisensiéringsowerheid goedgekeur is, moet deur die lisen-
sichouer gehou word ten opsigte van die bewerking en
toets vir gehalte en veiligheid van elke en iedere lot
preparaat van menslike bloed wat by die laboratorium
bewerk word.

Vervaardigingsdatum,

17. Die vervaardigingsdatum van enige lot van ’n
preparaat van menslike bloed is di€ datum waarop dié
bepaalde lot preparaat al die toetse vir gehalte suiwerheid

_en veiligheid deurstaan het.

Opbergingstoestande en -verstrykingsdatums vir houers.

18. (@) Die tosstande waaronder houers met elke tipe
preparaat van menslike bloed opgeberg moet word: en
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(b) The. expiry da(e beyond which a partlcular batoh'-
of preparation shall not be deemed ﬁl for use in the

treatment of human beings; |

shall be according to- the special provisions WhICh are
prescribed in those regulations of this Schedule which are
relatlve to that partlcular type of prepamflon '

Containers of Liguid Human Plasma Serum or Serum

Albuinin, Frozen P!{fsma and Dued P!asma Semm.

or Semm Albumin.

19. (1) Containers for liquid human plas*na serum or |

serum’ albumin, frozen plasma, and dried plasma, serum
or serum aibumin shall be either—
(@) of colourless, transparent glass; or

(b) of non-coloured disposable plastic material, suffi-
cently transparent to allow of ready inspection of
the contents and shall cause no toxic changes in
them.

(2) The contamers shaii have hermetic closures which

“shall effectively protect. the contenis against contamina-

tion, which shall cause no toxic changes in them and. shall
readily reveal whether the container has been opened or
the closure punctured for any purpose.

3) Samples of the containers and their closures shall be
submitted to the licensing authority for approval whenever

application- is ‘made for a blood processing laboratory

licence or for the renewal of such a licence or whenever
it is decided to change: the type of container or closure.

" (4) Only containers and closures which have been
approved by the licensing authority shall be used by

blood processing laboratorics for the issue of these-.
_ preparatlons «of human blood..

: Contamerg for szrm Fxbrmogen Thrombin and Human

Antibod) 'y Globulin.

20. The containers for fibrin, fibrinogen, thrombin and
human antibody globulin shall be of a type approved by

the licensing authonty

" Distil Jed Warer.

21. If the blood processing laboratory supphes d1st1]led
water for dissolving dried plasma, serum or albumin

prior to its irfusion into human bemgs this water shall be -

sterile and pyrogen free and shall also— . .
(a) conform to standards of purity;

(b) be dispensed in hermetically sealed containers of a-

type; and
(¢} be labelled in a manner
which have been approved by the licensing aut‘mnty

. - Giving Sets”"

22 It the biood processing laboratory provides * giving
sets ” for the transfer of serum, plasma or albumin (wet,
frozen or dried) from the container to the vascular system
of: the patient, these sets shall conform to the requirements
specified in regulation 22 of thc First Scifeclulc fo these
regulations.

Records of Untoward Reactions and Deaths.
23. (1) Records of all untoward reactions or- deaths

apparently caused by intravascular infusions with prepara- .

tions of human blood shall be kept by every licensee of a

blood processing laboratory in respect to all. containers

of such preparations issued by it and reported to him by
medical practitioners as having caused untoward reactions
or coeniributed to deaths, . :

2) These records shall be kcpt in a special register
and in a manner approved by the licensing authority and

they shall record the foliowing information in respect to’
- each reaction or death réported to the licerisee:—

(@) The serial number of the entry.

(b) The name of the medical practitioner making the
*. report and the date and time wnen Jje first made
the repOrt

- (B) Dxe verstrykmgsdatum ‘waarnd n. bepaaldc Iot
preparaat aie geskik geag word -vir: gcb uik -by: die-

behandeling van mense.nie, moet in ooreenstemming wees

met die spesiale bepalings wat in dié regulasies van hierdie -
Bylae voorgeskryl word wat belrekkmg ket op did .
bepaalde tipe preparaat. %

- Houers vir vioeibare menslike plasma, serum O'f serum- -

awit, bevrore. plasma en gedroorra'e plas'na, serum. of -
serumeiwit. -

19. (1) Houers vir vlocibare mensllke plasmd, serum of

‘serumeiwit, bevrore plasma, en gedroogde plaima, serum -

of serumeiwit moet &6f— _
(@) van kle_ur]ose,.deurskynende gias wees; B - &

(b) van nie-gekleurde wegdoenbare plastickstof, wat =
deurskynend genoeg is sodat die inhoud geredelik
geinspekieer kan word en wat geen. tokswse
veranderings daarin veroorsaak nie.

(2) Die houers moet herinetiese verseelmgs hé wat dlc
inhoud op. doeltreffende wyse teen. besmetting beskerm,
wat geen 'toksiese veranderings in hulie veroorsaak nie <
en geredelik toon of die houer oopgemaak is en of die’
verseelmg vir enige doel oopgesteek is. B

(3) Eksemplare van die houers en hulle verseelmgs moet
vir goedkeuring aan die hsenswnngsowerheld voorgﬂlé
word wanneer ook al daar om 'n bloedbewerkingslabora- -
toriumlisensie of om die hernuwing van sodanige lisénsie .

-aansoek gedoen word of wannger ook al daar besluit word
"om die tipe houer of verse€ling te verander. -

(4) Slegs houers en verseélings wat deur die 11‘\en51cr.ngs- iy
owerheid goedgekeur is, mag deur bloedbewerkings- -

‘laboratoriums gebruik word vir die u1tre=k1ng van hierdie "~

preparate van menslike blocd
Houers vir fibrien, ﬁbrmogeem trombien en mﬂmkke
teenstof elobulien. '

20. Die houers vir fibrien, fibrinogeen; tromblcn en 31',
menslike teéenstof-globulien mioet van ’n t:pe wees wa£

Ideur die ]]Sﬂﬂaleﬁ‘lngSOWCThﬂld goedgekeur is.

Gedistilleerde water. ce 8B

21. Indien die bkoedbcwer}gngslaboratonum ged1st1!- -
leerde water verskaf vir die oplos van gedroogde plasma,
serum of eiwit voor die toed.enmg daarvan aan mense,
mc}a{et hierdie water steriel en pirogeenvry wees en- moet
00k—

{a) aan suiwerheidstandaarde voldoen:

(b) geresepi’eer word in hermeties verseelde houers van.
n tipe; en ;
{c) gektiketteer word op 'n wyse

wat deur die lisensi€ringsowerheid goedgekeur i3 # L 2

i

., Toedientoestelle.”

22 Indicn die bloedbewerkingslaboratorium ,; toedien- |
toestelle ” verskaf vir .die oorbring van serum, plasma of
eiwit (nat, bevrore of gedroog) van die houer na die vas-
kulére stelsel van die pasiént, moet hierdie toestelle vol-
doen aan die vereistes in regulasie 22 van die eersie by-
lae van hierdie regulasies: gespesaﬁseer.

Rekords van congunstige reaksies en s!erfgevafie

~23. (1) Rekords van alle ongunstige reaksies of sterf- .
gevalle wat skynbaar deur intravaskulére toedienings met "

- preparate van menslike b oed veroorsaak is, moet deur
“elke lisensichouer van ’n blccdbewerkangslaboraton,um

gehou word ten opsigte van alle houers met sodanige
preparate wat deur die laboratorium uitgereik -word en wat

| voigens aangifte deur genceshere by die lisensichouer;

ongunstige reakstes veroorsaak het of een van die aan- "
leidende oorsake van die sterfgevalle was. ) -

(2) HIEIdie rekords moet in 'n spesiale register gehou )
word en op 'n wyse deur die lisensi€ringsowerheid ‘goed- -
gekeur en hulle moet die volgende inligting ten opsigte.
van elke reaksie of sterfgeval wat by die Ilsen51eh0ue1 aan-
‘gegec is, gevat:— )

(a) Die recksnommer van die mskfywmﬂ '

(b} Die.naam van die geneesheer wat die: aangifte doen _

en die datum .en tycl wanneer hy aanvankhk dle
aang;fte gedoen het. S
R 3,1_
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' _(c} The nature and amoa.nt of tho prooaration of human

blood infused, and the batch and serial number-of |

" the container- of which the contents appear to have
' been responsible for untoward reaction or death.

: .'_(d) The name of the patient and, when applicable, his
' hospital registration number and the name of the

- hospital or ‘place at which the uuus;on ‘was

administered.
_ (e) The sex, race and age of the pationt

(f) The nature of the illness or injury for which the |

patient received the infusion.
(g) The date and time of the infusion.

(k). Brief clinical notes on the natufc and sevemy of

the untoward reaction.

'(i) The results of any Spe::ml mvestlgatlons with

special reference to laboratory tests, which are

- carried out to frace the cause of thc untoward.

' react;on
() If the untoward reaction was fatal—
(D tho apparent cause of death; and

(ii)- if a post-mortem examination ‘was carried out )

. ‘a summary of the main. post-mortem findings.
" (k) The record and history of other containers of the
same batch of the preparations and the results of
, any investigations carried out in respect of these
-~ containers.
I) Any other remarks lcldtno to the nature and cause
L of the untoward reaction or death. o
'(m) The conchusions reached as to the nature and oauso
of the reaction or death.

Labelling.-

(1) Every coniainer of a preparation of human. '

' biood shall have a label of dporoprraw size securely afﬁxad
"to it.. ;

- (2) The followmg mformdnon shall be punted on the
. _label in both official langnagss 1 —

(@ The proper name of the contents; |

(b) the Tacial origin of the blood (European Coloured :

Asiatic or Native) which may be indicated by the
‘following code letters : —
W (for Whites);
K (for Coloureds); _
1 for Indians or Asiatics); ) e
N (for Natives); '

' (c) tﬁe batch number for the contents of the oontamer-

~and the serial number for the container in fespect

. tothat batch;

(d) the amount of p'cpdlatlons m the contamcr
~-expressed in millilitres if in liquid or frozen hquld
form and in grammes if in solid form;

© (¢} the date of comp!ctmn of manufacture of: the
preparation;

() the conditions. under whnch the con*amer should be |

stored and the expiry date of its contents;

\ '”-(g) the name and address of the blood processing
}aboratory which processed the preparation;

(h) ‘the. licence number ‘of the - blood proceSSmg
Jlaboratory; - and

~ (i) such other information as may- be sllpulated by the
T licensing authorlty for each type of preparatwn

(3) The size of the ; printing shall be such as may be

easily read and the information required by paragraphs

(@) and (g) above shall be printed in a larger and more -

- conspicuous type than the type used for the other informa-
txon on the Iabel.

(4) Samples of the proposed labels shall be submltted
for approval by the licensing authority whenever applica-
tion-is made for a blood transfusion laboratory licence,

or. for. the renewal of such a licénce -or whenever it is:

" desired to change the nature of the prmtod matier on
the Jabel. . o . ;

a2

(c) Die aard en hoevce]hmd van che preparaat van
menslike bloed wat toegedien is, en die lot- en
recksnommer van die houer waarvan die inhoud .
blykbaar veraniwoordehk was v1r n - ongdnstlge
reaksie of ’n sterfgeval. :

(d) Die naam van die pasint en, indien van toepassing,
sy hospitaalregistrasienommer en die naam van die
hospitaal of plek waar die toediening geskied het.

(e) Die geslag, ras en ouderdom van die pasiént.

(fy Die aard van die siekte of besering waarvoor die
pasiént die toediening ontvang het.

(¢) Die datum en tyd van die tosdiening.

(h) Kort kliniese- aantekemnge cor die aard en heWIg-
heid. van die cngunstige reaksie,

(/) Dic resultate- van enige spesiale ondersoeke, met
spesiale verwysing na laboratoriumtoetse wat uit-
gevoer word ten einde die oorsaak van dxe ongun-
- stige reaksie op te spoor.

{j) Indien die ongunstige reaksie noodlott!g was—

-Ai) die skynbare oorsaak van die dood; en

(11) indien 'n’ lykskouing uitgeveer is, 'n same-
vatting van die vernaamste lyk*:koumﬂbevm-
- dings.

(k) Die rekord en geskredems van ander houers met
dieselfde lot van die preparate en die resultate van
enige ondersock wat ten opsigte van hierdie houers
ingestel is.

(D) Enige ander opmerkings wat beirokkmg het op die
aard en oorsazk van dle ongunstige reaksie of
sterfgeval.

{m) Die goyolgtxoidungs waartoe geraak is met betrek-
“king tot die aard en oorsaak van die reaksie of
sterfgeval.

Etfketreriﬂg
24. (1) Elke houer met ’n preparaat van menslike bloed

-moet voorsien wees ‘van 'n etiket van ‘n gepaste grootte -
‘wat stewig daaraan geheg is.

(2) Die volgende- inligting moet in ‘albei ampte like tale
op die etiket gedruk word:=— - - i

(a) Die regte naam van die inhoud;

(b) die ras waarvan die bloed afkomstig is (blanke,
Klearling, Asiaat of Naturel) wat met die Voloende
kodeletter aangedui kan word 1 —

W (vir Witimense);
K (vir Kleurlinge);
I (vir Indiérs of Aslate)
N (vir Naturelle); -
(c) die lotnommer vir die inhoud van die houer en dre

recksnommer vir die houer ten opsigte van daardie
lot;

(d) die hooveclhe:d preparaat in die houer in milliliter
uitgedruk indien i n vioeibare of bevrore vloei-
bare vorm en in gram, indien in soliede vorm;

() die datum van voltooiing van vervaardlgmg van die

preparaat;

(f) die toestande waaronder dla houer opgeberg moct
‘word en die” verstrykingsdatum van die inhoud
~daarvan;

(g) die naam en adres van die bloedbewerkmos!abora-
torium.wat die preparaat bewerk het;

{(h) die lisensienommer van die bloedbeWerklnoslabora-
torium; en '

. (i} ander inligting” wat deur die llsenswnnosowerheld'
vir elke npo preparaat gestipuleer word

(3) Die grootte van die letters moet sodanig wees dat

“hulle maklik gelees kan word en dic inligting wat vereis

word by paragrawe (@) en (g) moet in groter en opvallende
letters gedruk ‘wees as di¢ wat vir die ander inligting op
die etiket gebruik word.

(4) Eksemplare van die voorgestelde etlkette moet vir
goedkeuring aan-die l:sonsnormwso\verheld voorgelé word

" wanneer ook al daar om 'n bloedbﬂwcrkmgslaboratonum-

lisensie of om die hernuwing van scdanige lisensie aan-

. soek gedoen word of wanneer ook al daar verlang word

om die. aard van die drukwerk op die etiket te verander.
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Pamphlet Aca:ompanymg Each Container.

25. (1) A pamphlet of information and printed in both

official languages shall be issued with every contamer of
preparation of human blood.

(2) This pampblet shall give the following informa-_

tion:—
(i) The name, the business, postal and telegraphic
address and the telephone number of the blood
processing laboratory.

. (iiy The name of the licensee.

(iii) Advice in regard to the nature, storage, use and
methods of administration of, and precautions in
the use of, the preparation which the licensee con-
siders should be brought to the notice of medical
practitioners. .

(3) This pamphlet shall also draw the attention of

medical ‘practitioners to the provisions of regulations 9
and 13 of Part I of these regulations.

(4) The licensee shall, when he first applies for a blood
processing laboratory licence and thereafter when any
changes are made in this pamphlet, forward 3 copies of
it to thc hcensmg author:ty

Form for Reporiing Umow@rd Reactions or Deaths.

26. (1) Every blood processing laboratory shall provide-

a form, printed in both official languages, in the nature of
a questionnaire to be completed by the medical practi-
tioner who, in terms of regulation 9 of Part I of these
regulations, reports an untoward reaction or death so as
to enable the licensee to.complete the relevant entries in
the register of reactions and deaths as provided for in
regulation 20 of this Schedule.

(2) The licensee may issue a copy of this form—

(i) with every container of a preparauon of human
blood; “or

(i) only when an untoward reaction or death 13

reported to him.
(3) The licensee shall, when he first applies for a blcod

processing Iahoratory licence and thereafter whenever any -

changes are made in this form, forward 3 copies of it to
{the licensing authority.

 B. SpeciAL PROVISIONS,

Liquid Human Plasma.
27. (1) Quality and Purity. - \

(@) Liquid human plasma shall be free of red blood
corpuscles and, on inspection, shall show no
visible sign of haemolysis.

(b) 1t shall. contain not less than 4°5 per cent {w/v) of
protein.

(2) Expiry Date—The expiry date for liquid human
plasma shall be not more than 6 calendar months as
calculated from the time the plasma was separated from
the red blood corpuscles.

(3) Storage—Liquid human plasma shall be stored at

a temperature of not higher than 25° C. nor lower than
10° C. in a place which is shaded from direct sunlight.

(4) Labelling.—The following additional information
slisall appear on the labels of all containers of hqmd human
plasma:—

(a) The protein content of the plasma. expressed in
grams per 100 ml.;

(b) the nature and amount of the anur:oagulent prepara-
tion which was introduced; and

{¢) the caution that the plasma should not be used
if it is cloudy or if a deposit is present.

Frozen Human Plasma.

28. (1) Quality and Purity—The quality and purity of
the plasma to be frozen shall be that as prescubed for
hquld human plac.ma

Pamﬂet wat elke_ houe; vergese!

25, (1) 'n Inligtingspamflst wat in albel amptellke tale
gedruk is, moet saam met eike houer met 'n prcparaaf vall- :
'nsnshkc bloed uitgereik word..

(2) Hierdie pamflet moet d;e vo!gende mhgtmu ver- . =
strek : —

(i}. Die naam, dic bes;ghczds- pos- -en telegramadres .
en die telefoonnommer van die bloedbewerkings- ~
laboratorium. -

(ii) Die naam van die lisensichouer.

(i) Advies in verband met die aard, opberging, gebruik

'

en toedieningsmetodes van, en voorsorgmaatrefls =

by die gebruik van, die preparaat wat die lisensie- -

houer ag onder die aandag van genseshere gebring.

. moet word.
(3) Hierdie pamflet moet ock die aandag van genees-

here op die bepalings van regulasies 9 en 13 van Dee]. I .-

van hierdie reguiasies vestig.
(4) Die lisensiehouer moet wanneer hy die eerste keer

om ’n bloedbewerkingslaboratoriumlisensie aansoek doen. =

er daarna wanneer enige veranderings in hierdie pamflet =
aangebring word, drie afskrifte daarvan aan die lisen-

"Slenngsowerheld stuur.

Vorm vir die aangee van ong uns:ige' reaksies of -
Srerfgevalle ,
26. (1) Elke bloedbewerkingslaboratorium moet ’n vorm
verskaf in albei amptelike tale gedruk en in die aard van
’n vraelys wat deur die geneesheer wat ingevolge regulasie -

9 van Deel I van hierdie regulasics 'n ongunstige reakme

of 'n sterfgeval aangee, ingevul moet word ten einde’ die

lisensichouer in staat te stel om die toepaslike inskrywings . .

in die register van reaksies en sterfgevaile te maak ‘008
in regulasie 20 van hierdie Bylae bepaal. ;
(2) Die lisensichouer kan n afskrif van h;erdle yorm
uitreik— :
(i) saam met elke houer met 'n preparaat van mcnshke ]

bloed; of |
(i) slegs wanneer 'n ongunstlge reaksie of ’ n stcrfgeval'
" by hom aangegee word..
(3} Die lisensichouer moet, wanneer hy dle eerste keer.

om 'n bIoedbewerkmgslaboratonumhsens;e aansoek doen . -

en daarna wanneer ook al veranderings in hierdie vorm -
aangebring word, drie afskrifte daarvan aan d:f: hsen-
siéringsowerheid stour. ‘ :

B. SPESIALE BEPALINGS.

Vlioeitbare menslike plasma,
27. (1} Gehalte en suiwerheid. B
- {@) Vloeibare menslike plasma moet vry wees van réoi

bloedliggaampies en, by inspeksie, geen sngbara_

teken van hemolise toon nie.
(b) Dit moet minstens 4-5 persent (gew./v.) protelen
bevat.

(2) Verstrykingsdatum. _Dle verstrykmgsdath vir,

.vlocibare menslike plasma moet hoogstens ses kalender-

maande wees soos bereken van die datum toe dle plasma_
van die rooi bloedliggaampies afgeskei is. .
(3) Opberging—Vloeibare menslike plasma 'me—et' B
opgeberg word by 'n lemperatuur van nie hoér as 25° C.

of nie laer as 10° C. nie in 'n plek wat teen regstreekse_ e

sonlig beskut is.
(4) Etikettering—TDie volgende addisionele inligting
moet op die etikette van alle houcrs met vloelbare-
menslike plasma verskyn:— :
(a) Die protemmnhoud van die plasma in gram per :
100 ml. vitgedruk; B
(b)‘'dic aard en hoeveelheid van die antistolllngS-_ 2
preparaat wat bygevoeg is; en i

(c) die waarskuwmﬁ dat die plasma nie gebruik moet )
word indien dxt troebel is of daar 'n. afsaksel aan- .
wesig is nie.

Bevrore menslike plasma,

28. (1) Gehalte en suiwerheid —Die gehalte en smwer- "
beid van die plasma wat bevrore moet word, is dié wat °

-vir vloeibare menslike pIasma voorgeskly{ is.

E
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(2) Exp:ry Date.~The - expiry ‘date for. frozen human_-
p}asma shall be that whnch is dpproved by the lzoensmg.

: ,aulhonty

3 Stomge —Frozen human plasma Shdll be stored
continuously at “a temperature which i3 not above
— (minus) 18° C.

4) Labeﬂmg—The foliowmg addltwna! information

- shall appear on the labels of all containers of frozen
human plasma: — _
‘(@) The ' protein content of the plasma exprcswd in
grams per 100 ml;
(b)-The nature and the amount of the anticoagulent
' preparation which was introduced; -

(c) the instruction that befors use the preparat}on
* . should be liquefied by warming the container to a
temperature not higher-than 37° C.; and

. {d) the caution that the preparation_ should be used
: 1mmedidt91y after its liquefaction.

i Dried Human Plasma.
29. (1) Quality and Purity.

(@) The quality and purity of the plasma to be dried
shall be that as prescribed for llquld homan

" plasma.

(b) The dried plasma shall not lose more than
1 per cent by weight after exposure to phosphorus
pentoxide at a pressure not exceeding 1 m{lllmetre
of mercury.

; (c) The dried plasma shall dissolve completely in 1 not

+ more than 10 minutes when distilled water is added

. to reconstitute its original volume. _
(2) Expiry Date—The expiry date for dried human

plasma shall- be that which has been approved by the

_licensing authority. -

-(3) Storage—Dried human plasma shall be smred at a

temperature which is not higher than 30° C. nor lewer
- than 10° C. in a place'which is shaded from direct sunlight.

(4) Labelling—The following additional information
shall appear on the labels of all containers of dned human
plasma:— :

(@) The protein content of the plasma when reconsti-

tuted to its original volume and expressed in grams

per 100 ml.;

'(b) the nature and the amount of the anticoagulent
preparation which was introduced;

(¢) the amount of diluent necessary to reconst:tute the -

plasma to its original volume:- and

(d) the caution that the plasma should be used
immediately after its reconstitution.

_ Liquid- Human Serum.
30. (1) Quality and Parity.

. {a) Liguid human serum shall be free of red blood

-corpuscles and, on inspection, shall allow no visible
signs of haemolysis.

\-'(b) It shail contain not Tess than 6 5 per cent (w/v) of
", protein.

- (2) Expiry Date. ~The exp:ry date for hquld human
- serum shall be not more than 6 calendar months as calcu-
Jated from the time the serum wag separated from the
blood clot.

(3) Storage.—Liquid human serum shall be stored at
a temperature not higher than 25° C. nor less than 10° C.
~ -in a place which is shaded from direct sunlight,

4 Labeﬂmg—Tl‘c foliowing additional mformat:on’ _

shall appear on the labels of all contamera of liguid human
serum:—

(@)-The protein content of the serum e;\prcssed in grams

per 100 ml.; and

(b) the caution that the serum should not be uscd 1[ it
s cloudy or there is a deposn in 1t ;

. -34.

{2) V%rsrryi;fftgsdatm —Die Verstrykmgsdatum “vir
bevrore menslike plasma is dié datum wat deur die llsen-
siéringsowerheid. goedgekeur word. :

(3). Opbergmg —Bevrore menslike plasma moet deur-
gaans by 'n temperatuur van hoogstens — (minus) 18 C.
opgeberg word. :

(4) Etikettering—Die volgende addisionele inligting
moet op die etikette van alle Thouers met bevrore menslike
plasma verskyn:—

(a) Die proteizninhoud van d:e plaqma in gram per 100
ml. wtgedluk

(b) die aard en die hoeveelheid van dre antistollings-
preparaat wat bygevoeg is:

{(c) die instruksie dat voordat die preparaat gebruik .
word dit vloeibaar gemaak moet word deur die
houer tot "n temperatuur van hoogstens 37 .o te

- verhit; en -

{d) die waarskuwing dat die prcparaat onmiddellik na

die vloeibaarmaking daarvan gebruik moet word.

Gedroopde menslike plasma.
29. (1) Gehalie en smwernead

(@) Die gehalte en smwerhc‘d “van dle plasma wat
gedroog-moet word, is dié wat vir vioeibare mens-
‘like plasma voorgeskryf is.

- (b) Die gedroogde plasma moet hoogstens 1 pcrscnt
aan gewig vcrloor na blootstelling aan - fosfor-
Eentokswd by 'n druk van hoogstens 1 millimeter
wik :

(¢} Die gedroogde plasma moet binne hooestens 10

minute geheel en al oplos wanneer gedlsnl]eerde
water bygevoeg word om die oorapronkhke volume’
daarvan te verkry.

_(2} Verstrykingsdatum. —Die \{erstrykmgsdatum van
gedroogde mensiike plasma is dié datum wat deur die
lisensiéringsowerheid goedgekeur is, ,

(3)'Opberging.——Gedroogde menslike ' -plasma moet
-opgeberg word by 'n’ temperatuur van nie hoér as 30° C.
of nie- laer as 10” C. nie in 'n plek wat teen regstreekse
sonlig beskut is.

(4y Etikettering—Die volocnde addlsiencle inligting
moet op die etikette van alle Thouers met gedroogde mens-
like plasma verskyn: —

(a) Die proteieninhoud van die plasma wanneer dit {ot
die oorspronklike volume daarvan teruggebring is
-en in gram per 100 ml. vitgedruk;

(b) die aard en die hoeveelheid van dle antistollings-
preparaat wat bygevoeg is;

(c) die hoeveelheid verdunningsmiddel wat nodig is om
die plasma tot die oorspronklike volume terug te

_ bring; en o

(d) die waarskuwing dat die plasma onmiddellik na die
terugbringing daarvan gebruik moet word.,

Vioeibare menslike serum.
30: (1) Gehalte en suiwerheid.

(@) Vloeibare menslike serum moet VIy wees van rooi
bloedliggaampies en by inspeksic geen sigbare
teken van hemolise toon nie,

(b} dit most minstens 6- 5 persent (gew./v)) proteien

bevat.

Q) Verstrykingsdatum.—Die verstrykmcsdatum vir
vloeibare mensiike serum moet hoogstens ses kalender-
maande wees s0o0s bereken van die datum toe die serum
van die bloedklont afgeskei is.

(3) Cpberging—Vloeibare menslike - cerum  moet
opgebero word by n temperatuu; van nie hogr as 25° C.
of nie laer as 10° C. nie in 'n plek wat teen regstreekse
sonlig beskut is.

(4) Etikettering.—Die volgende addisionele 1n112tmg
ost op die etiketie van alle houers met vloeibare

_menshk\, serum verskyn:—

(a) Die proteieninhoud van die serum in gram per'
100 ‘ml. vitgedruk; en

{b) die waarskuwing dat die serum nie gcbrmk moet-

- word indien dit trﬁebcl is of ‘n- afsaksel daarm,
aanwe31g is nie. . - z
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Dried Human Serum

31 (1) Qwahty and Purity..

(@) The ‘quality and purity of Lhe serum to be dned
i shall be that as prescribed for liquid human serum.

(b) The dried serum shall lose not more than 1 per cent

“by ‘weight when exposed to phosphorus pentoxide
at a pressure of 1 millimetre of mercury. '

(c) The dried serum shall dissolve completely in not

more than 10 minutes when distilled water is added
to reconstitute its original volume.

(2) Expiry Date.—The expiry date for dried ‘human
serum shall be that’which has been approved by the
licensing authority. i

(3) Storage.—Dried. human serun shall be stored at a
temperature which is not higher than 30° C. nor lower
than '10° C. in a place which is shaded from direct sun-
light. N

4y Labelling. — The tol’owmg additlonal information
shall appear on the Iabﬂls of all. contamcrs of dried human
serum : —

(#) The protein content of the serum when reconstltuted

to its original volume and expressed in grams per
100 ml.; '

(b) the amount of diluent necessary to reconstitute thc _

serum to its original volume; and )
(c) -the caution that the serum should be used 1mme-
d;atc}y after its reconsututxon

quwd Human Serum Aibumm

32 (1) Quality and Purity.

(@) The quality of the plasma or serum from whlch the
liquid serum albumin is prepared shall be that
which is prescnbﬁd for -liquid human plasma or
serum,

(b) The solvent for the scrum albumin and any
stabiliser used shall be such as has been approved
by the licensing authority. -

(¢) The strength of the finished preparauon shall be
25 per cent (w/v) of protein.

(d) The. finished product shall
5 per cent-(wyv) of globulin.

(¢) The pH value of the finished preparatlon shall lie

- between 6°5-and 7-0.

(2) Expiry Date—The expiry date for hquld human

contain less than

serum albumin shall be not more than 5 years from the

_date of manufacture.

3) Storage.—Liquid human serum albumin .shall be
stored at a temperature of 2°to 10° C.

(4) Labetling—The following additional inferm_atibn-

shall appear on the ]abeEs of all containers of quuid. human
serum albumin :—

(@) The pcrccntage of protein preseat in the solution
expressed in grams per 100 ml.;

(b) the nature of the solvent and the nature and arﬂoun’c :

of stabiliser or any other substance which has been

. added;
{c) lhe osmotic equivalent of the solution in terms of
“plasma; and

{d) the caution that the solution shouid not be used if
it is cloudy or there is a deposit in it.

Dried Human Serum Albumin. -
33. (1) Quality and Purity.

(z) The quality and purity of the serum albumin to be
“dried shall be that prescribed for 11qu1d serum
.albumin,

{(b) The dried serum albumin shall not lose more than
I per cent by weight after exposure to phosphorus
pentoxide at a pressure of 1 millimetre of mercury.

(¢} The dried serum albumin shall dissolve completely
when sufficient distilled water ‘is. added to make :

‘a 25 per cent soluhon

i Gedroogde menshke serum.

31 (1) Gehalte-en Suiwerheid. N
{(a) Die gehalte en suiwerheid van dle serum wat -
gedroog moet - word,
menslike serum voorgeskryf is. .

(b) Die 'gedroogde serum moet hcocste-ls 1 persent
aan gewig verioor wanneer dit by n . druk van
1 millimeter kwik aan fos forpen!qksmd blootgestel
word.

(c) Die gedroogde serum moet binne hoogstens iO
minute geheei en al oplos wanneer gedistifleerde
water bygevoeg word om die oorspronklike volume
“daarvan te kry. ¥

-(2) Versti ykmgsdamm —Die

(3) Opberging. —Gedroogd\, menslike serum .moet - !
opgeberg word by n temperatuur van nie-hogr as 30° C.

“of nie laer as 10° C. nie in n plek wat teen regstreekse
_sonhg beskut. is. S

" (4) Etikettering—Die volgende addisionele inligting ™

moet op die etikette van alle houers met gedmagde_ 3

menslike serum verskyn: — .

(o) die proteieninhoud van die serum wanneer dit. tot s
die ocorspronklike volume daarvan teruggebrmg 1s, T

en in gram per 100 ml. vitgedruk;
() die hoeveelheid verdunningsmiddel wat nodig is om -
die serum tot die oorspronklike volume daarvan o
terug te bring;.en %
(¢) die waarskuwing dat die serum onn:uddelhk na die-. -
terugbringing daarvan gebruik moet word. =

N Vlioeibare menslike serumeiwit. -
32. (1) Gehalte en suiwerheid. : _
(0) Die gehalte van die plasma of serum- waaru;t dle_ .

* yloeibare serumeiwit berei word is. di¢ wat vir

_ vloeibare menslike plasma of serum yoorgeskryf is;
(b) die oplosn:uclclel vir die serumeiwit en enige stabﬂ;-'

seerder wat gebruik word, moet dié wees wat clcur

; die lisensigringsowerheid goedgckeur is;

- \c) die sterkte van die klaarbewerkte preparaat moet_ .

25 persent (gew./v.) proteien wees; R

" (dy die klaarbewerkte preparaat van serumeiwit moet
minder as 5 persent ‘(gew./v.) globulien bevat;-

ey die pH-waarde van die klaarbewerkte preparaat"
© moet tussen 6-5 en 7-0 wees. :

(2) Versirykingsdatum.—Die verstrykmgsdatum - ovir
vloeibare menslike serumeiwit moet hoogstens vyf jaar
van die vervaardigingsdatum wees.

(3) Opberging—Vloeibare menslike serume1w1t moet

by n temperatuur van 2° tot 10° C. opgeberg word. _
' (4) Etikettering—Die volgende addisionele- inligting -

moet op die etikette van alle houers met vioeibare - .

menshke serumeiwit verskyn:—

. (a) Die persentasic proteien in die- oplossing aanwe&g:-__. :
' in gram per 100 ml. vitgedruk; '

{h) die aard van die oplosmiddel en die aard van en'

Loeveelheid stabiliseerder of enige ander stof wat

bygevoeg is; _

{¢) di¢ osmotiese ekwivalent van die oplossmg in terme

_ vanplasma; en _

' (d) die waarskuwing dat die oplossmg nie gebru:lk moet _

; word indien dit troebel is of n afsaksel daarin:
aanwesig is nie. . -

Gedroogde menslike serume;wu

1.33.(1) Gehalte en suiwerheid.

' {a) Die geha.lte en -suiwerheid van die serummth wat'-' _
_gedroog moet word, is-di¢ wat vir vloclbare serum-
eiwit voorgeskryf is. - ’ Y s

. (b) Die gedroogde serumeiwit moet hooastens 1 persent_-
aan gewig verloor na blootstellmg aan’ fosfor-.~
-pentoksied by 'n druk van 1 millimeter kwik.” .-

. (¢) Die gedroogde serumeiwit moet geheel en al oplos-
wanneer genoeg gedistilleerde water bygevoeg word _
om- ’n 25 persent- ':aplos:v.mtr te lewer,

.35..

is di¢ wat vir vloclbare-_ .

verstryi-.mg:datum wr‘_ .
- gédroogde ‘menslike serum is dié datum wat deur die
- lisensiéringsowerheid goedgekeur is. '
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(@) Expiry Date—The expiry_date for dried human

serum albumin shall be that which has been approved

.

by the licensing authority.

- ® Sidmge.—-Dried human ‘serum albumin shall; be
stored at a temperature which is not higher than 30" C.

nor lower than 10° C. in a place which is shaded Itrom .

direct sunlight.

" (4) Labelling.—The 'feilewing additional information

_shall appear on the labels of all containers of dried hqman

serum albumin:—

_ {a) The amount of diluent necessary to add to the

contents of the container to make a 25 per cent
"+ (w/v) solution; - - ' -
(b) the nature and amount of stabiliser-or any other
. substance which has been introduced;
(¢) the osmotic equivalent of the reconstituted 25
" per cent solution in terms of plasma; and
(d) the caution that the solution should be used
E immediately after the diluent has been added.

.Hﬁlmﬁr-n::.--Fibnin, I-;Ebrfnogen, Fhrombin and Antibody

Globulin (Liquid and Dried).
34 () The standards for quality and safety and the

tests necessary to ensure that every batch of |
preparation complies -with these standards |

- before it is issued for human use;

- (b) the expiry dates; L
(c) the conditions for storage: and .
(d) the additional labelling requirements;:

‘for humin fibrin, fibrinogen, thrombin and antibody

globulin (liquid and dried) shall be such as has been
determined or approved by the licensing authority.

__(2_'_)'Verstrykz‘ngﬁ‘datum.—_—Die verstrykingsdatum = vir

“ gedroogde menslike serumeiwit moet di¢ datum wees wat
| deur die lisensiéringsowerheid goedgekeur is. '

(3) Opberging.—Gedroogde menslike serumeiwit moet
opgeberg word by 'n temperatuur van nie ho#r as 30° C.
‘of nie laer as 10° C. nie in ’'n plek wat teen regstreckse
sonlig beskut is. - :

(4) Etikettering—Die volgende addisionele inligting
moet op die ctikette van alle houers met gedroogde
menslike serumeiwit verskyn:—

(a) Die hoeveelheid verdunningsmiddel wat by die
- inhoud van die houer gevoeg moet word om ’'n
oplossing van 25 persent (gew./v.) te lewer;
(b) die aard van en hoeveelheid stabiliseerder of enige
ander stof wat bygevoeg is;
{c) die osmotiese ckwivalent van die oplossing wat
" teruggebring is tot 25 persent in terme van plasma;
(d) die waarskuwing dat diec oplossing gebruik moet
word onmiddellik . nadat die verdunningsmiddel
bygevoeg is.

_ Menslike fibrien, fibrinogeen, trombien en teenstof-
globulien (vloeibaar en gedroog).

34. (a) Die standaarde vir gehalte en veiligheid en die
" ioetse wat nodig is ten einde te verseker dat
elke lot preparaat aan hierdie standaarde
voldoen voordat dit vir gebruik by mense uit-
gereik word;
. {b) die verstrykingsdatums;
(c) die opbergingstoestande; en
(d) die addisionele etiketteervereistes
vir menslike fibrien, fibrinogeen, trombien en teenstof-
globulien (vloeibaar en gedroog) moet dié¢ wees wat deur
die lisensi€ringsowerheid vasgestel of goedgekeur is.
; _ oy J
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