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* GOVERNMENT NOTICE.

i  DEPARTMENT  OF HEALTH.

No.. R 1950] "[30 November 1962.

REGULA’HONS FOR THE CONTROL OF BLOOD

TRANSFUSION SERVICES

The Mmlster e "_Health in the exercnse of the pcwers
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), and after consultation with the South

_ Af;ican ‘Medical and Dental Council, has made. the follow-

ing regulations in substitution for the regulations promul:

 gated by Government Notlce No R 699 of the 20th May, -

i’_AZRT--'-'II.-_ Al S

DATE ON WHICH THE REGULATIONS WILL
COME INTO FORCE

l These rcgu!attons shall be 01tcd as the Blood Trans
fuslon Regulations, 1962, and they shall come into, opcra-

_non on the 28th day of February, 1963.

DEFINITEONS e

General Deﬁmnom

2 (1) (a) A blood donor means & person who by free
consent allows some of his blood to be thhdrawn— .

(1) fort use as human blood or '
(u} for proccssmg mto preparatnons of human blood

A-—3264118 =

_ !}EPARIEMENT VAN GESONDHE!D

No. R. 1950] {30 Novémber 1962.

REGULASIES VIR DIE BEHEER VAN BLOED-
OORTAPPINGSDIENSTE

Die Minister van Gesondheld het in die ultoefcmng van
die bevoegdheld hom verleen by subartikel (1) van artikel
drie-en-tagtig bis van die Wet op Geneeshere, Tandartse
en Aptekers, 1928 (Wet No. 13 van 1928), en na oorleg- -
pleging met die Suid-Afrikaanse Geneeskundlge en Tand-
heelkundlge Raad die volgende regulasies gemaak ter ver-
vanging van die regulasies afgekondig by Goewenneuts-...
kenmsgewmg No R. 699 van 20 Mei 1960 '

. DEEL L

DATUM WAAROP DIE REGULASIES VAN KRAG 2'
WORD

1. chrdle regulas:es word aangehaal as d;e Bloedoor-
tappingsregulasies, 1962, en tree op die 28ste dag van__
- Februarie 1963 in werking. _ o

' WOORDOMSKRYWINGS.
Algemene woordomskrwmgs

) (I) (@) ’n Bloedskenker beteken 'n persoon -wat vry» .
williglik toelaat dat van sy bloed getrek word—

(i) vir aanwending as mensbloed; of
(it) vir bewerkmg tot preparatc van mcnsbloed

1—385
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) A blood donor soc1ety means an organisation whlch !
recruits blood donors, arranges for the w1thdrawal of blood -

from them, stores it and—_

(i) after havmg such tests as are prescribed in the.
relevant Schedule of these ‘regulations carried out
_on each individual blood donation, supplies it to

edical practitioners as human blood: or

(i) forwards it to a blood processing laboratory for |

processing into. preparatmns of human blood.

(¢) A blood processmg Iaboratory means a laboratory
which processes. blood into preparations of human blood.

(d) The hc‘:ensmg authonty means the Secretary for
~ Health..

(e)-A blood donor soc1ety lnccnce means a licence issued

by the licensing authority to a medical practitioner for the .

operation of a blood donor society.

(f) A -blood processing -laboratory licence means a |

licence issued by the licensing authority to a medical
practitioner. for the operatron of a blood processing labora-
tory.

" (g) The  licensee means the medlcal practluoner to

whom a blood donor society hcence: or a blood processmg.

labosratory hcence has been issued.

(7)) The proper name of a substance means the name

as prescribed in these regulat;ons as’ the proper name of -

~ that substance.

() Medical practltioncr medns a medlcal pracht]oner
who is registered as such by the South Afncan Medical
and Dental Council.

() The relatlve Schedule, in relation to human -blood,
means the First Schedule to these regulations and, in rela-
tlen to preparations of. human blood the Second Schedule.

SPEC[AL DEFINITIONS AND. PROPBR NAMES.

Human Blood,.

. (2) (a) Human blood is whole blood which has been
'wnhdrawn from a human being, which ‘has been mixed

with a suitable anticoagulant agent and which is intended

for therapeutic or prophylacnc infusion into. another
human bemg .

. Its proper name is: o Human Blood e

Preparat:ons of H uman Blood (General Provisions).
() Preparauons of human blood shall include—

(i) any plasma, serum, protéin or other substance

which has been separated from whole human blood

. and to which an antlcoagulant agent may or may
= not have been added, ot -

(ii) any ‘dried pmduct which ‘has’ been prepared. from
such plasma, serum, protein or other substance,

- and which is intended. for_therapeuuc or prophylacnc'

' treatment of ‘human bemgs

.PaammrmNs OF HUMAN BLOOD (SPECIAL PROVISIONS) {

Human Plasma.

(3) (a) Human plasma is-the fluid-which remains after :
physical separation of the cells only. from human blood, .

Human ‘plasma may be supphed in three forms. viZi— .

S (i) a hqmd form which - cons1sts of ‘the ongmal '
unaltered” ﬂutd plasma and the proper name of | -

which is—"
“ Human Plasma (qumd) or .

(ii) a. frozen form in which the ongmal Muid plasma_

has been frozen by a method approved by the

hcensmg authonty and the’ proper name of which

o is—
< Human Plasma (Frozen)

(iii) -a dried form i in which the onﬂmal fluid plasma has
been dried by a method approved by the licensing
authority and the proper name of ‘which i is—

“ Human Plasma. (Dncd) ”

-en wat met 'n gesklkte teenstolhngsoplossmg gemeng i
vir terapeutlese ‘of profilaktiese ioedlenmg aan 1emand' =

(h) 'n Bloedskenkmgsvercnlgmg betcken n organisasie
wat bloedskenkers werf, reélings tref dat bloed van hulie

_getrek word, dit opberg, en—

(i) wat, nadat die proewe in die toepaslike Bylae van

_ hierdie regulasies voorgeskryf op elke individuele

bloedskenking uitgevoer is, dit as mensbloed aan
geneeshere verskaf; of : :

(11) dit ‘na n bloedbewerkmgslaboratormm stuur vir -
bewerking tot preparate van mensbloed.

(c) n Blocdbewerkmgslaboratormm beteken “n labora- '

“torium wat ‘bloed: tot preparate van mensbloed bewerk.

(d) Die 11sen31cnngsowerhe1d beteken dle Sekretaris van
GcsOndheld .

(e) 'mn Bleeds!cankmgsveremgmghsensm betcken n llSEIl-.
sie- deur die lmensmnngsowerhald aan ’n geneesheer uit-
gereik vir die dryf van n blocdskenkmgsveremgmg

@ n Blocdbewerk1ngslaboratonumhsensw beteken ’n

-'hsensae deur die llSCﬂSl&I’lﬂgSOWBl‘held aan 'n-geneesheer

uitgereik vir die dryf van ’n bloedbewerkingslaboratorium.

" (g) Die lisensichouer beteken die geneasheer aan wie 'n

'blocdskcnkmgweremgmghsensxe of 'n bloedbewerkmgs-'

laboratoriumlisensie uitgereik is.

(h) Die regte naam van ’n. stoﬁ ‘beteken die naam wat in
hierdie regulasies as dle regte naam van daardle stof voor-

~geskryf word.

- (i) Geneesheer betcken n geneesheer wat as sodanig deur
die -Suid-Afrikaanse Geneeskundage en Tandheelkundlge,'
Raad gereglstreer is.

(j) Die toepaslike Bylae, met betrekkmg tot mensbloed

_beteken die Eerste Bylae van hierdie regulasies en, met

betrekking tot preparate van mensbloed die Tweede Bylae.

SPESIALE WOORDOMSKRYWINGS EN REGTE NAME..
Mensbfoed 0
(2) (@) Mensbloed is volbloed wat van ’n mens getre ‘:"‘

anders bedoel i 1s.

_ Die regte naam daarvan is: “ Mensblo’ed . e
Preparate van mensbloed (aigemene bepalings).
(b Prcparate van mensbloed slmt in—

(i) enige plasma, serum, p:otclcn of ander stof wat van
mensvolbloed afgeskei is en waarby 'n. teenstollmgs-.
oplossmg ‘gevoeg mag gewees het of niej of .

(i) enige gedroogde produk wat van dié plasma, serum;
proteien of ander stof berei is; :

en wat vir terapeuticse of proﬁlaknese behandeimg van
mense bedoel is. .
PREPARATE VAN MENSBLOE‘D (SPE‘SLALE BEPALIN(JS)

LR .

5ty Menspiasma g Bl _
(3). (a} Mensplasma is die vloeistof wat 0orb!y na ﬁsnesc

 afskeiding van slegs die selle van mensbloed. Menaplaama .

kan in drie vorms verskaf word, nl.—

(1) n vloeibare vorm wat uit die- oorspronkhkc onver- .
anderde vloeibare plasma: hestaan en dle regtc naam -
daarvan is=—.. . . . ;

- Mensplasma (vloelbaar)

(ii) ’n bevrore vorm’ waarin dIe oompronkhke vloelhare '
plasma bevries is volgens 'n metode deur- die lisen-
sigringsowerheid goedgekeur en: dzc rcgte naam
daarvan is—

e Mensplasma (aevrore) i3 .
'(111) n gedrbogde vorm waarin die. oorspronkhkc vloei-
* _bare plasma gedroog is volgens 'n metode deur. die
hsenmenpgsowerhcid goedﬂckcur en. dle regte

~ naam daarvan is—' = G

~ “Mensplasma (aedrooa}
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- Human Semm - o

(b) Human serum 1§ the fluid which- has been separated ;

after natural cloiting, from whole blood which has been

withdrawn from human beings and to which no anti- |

coagulant agent ‘'has been' added, or, after clotting has
been induced by a ‘method: approved by the licensing
atthority, from human- ‘bleod. . Human serum may bc
-supphcd in two forms viz.— .

“ (i) a liquid form whlch -consists of the orlgmal._
unaltered fluid serum: and ‘the proper name of -

which is— :
“ Human Serum (quuld) "

(n) a drled form in which the ongmal fluid serum has
‘been dried by a method approved by the licensing
authonty and the proper name of WhICh is—

sk Human Scrum (Dned)”

Humaﬂ Serum: Albumm

(c') Humarn' serum ‘albumin is that fraction of the water |

soluble protein derived from human plasma or serum of
whlch the molecular weight is approximately 70,000.

IVlZ—

() a liquid form in whlch the albumm is in a
' buffered solution which has been prepared accord-
ing toa formula approved by the licensing authont}'
and the proper name of which is—" ,

8 Human Serum Albumin (Liquid) ”;

(11) a dned form in which- the albumin has been dried |
by a method approved by the licensing authorlty :

~and the proper name of which is— _
* Human Serum Albumin (Dried) ™.

Human Antfbody G!obuhn )
(d} Human antlbody globulin is that fracuon of the

; water soluble: protein derived - from human plasma or |
serum. which contains those antibodies which are com-

mc-nly found in the blood of adult human beings.

- Human annbody globuhn may be supphed in two-

forms, viz.—

(i) a liquid form in, whlch the globuhn is ina buffered '
solution which has been prepared according to &'|

"formula approved by the licensing authorlty and
the proper name of which is—.

.:.-::... % “Human- Annbod? Globulin (Liquid) ™;

(u) a dried form in which the globulin has been dned e

. by a method. approved by the’ llccnsmg ‘authority
. and the proper name of which is—

% Human Antibody Globuhn (Dned) i

Human F :brm

(e) Human fibrin is the water insoluble pretem whach-. :

i consututes the matrix of the clot which is formed in whole

blood which has been withdrawh from human bcmgs .and

allowed to* coagulate. )
{“Tts proper name is— . *°
kay Human Flbnn :

H uman F' zbrrnogen

; ." ‘stituent of human plasma which, on the addition of human
z_f.thtombm Jis.transformed into, human ﬁbrm

Jts -propet: name is— - P
* “ Human F}brmogen

c

Human Thrombm ;

uman fibrinogen into human, ﬁbrm .
Its proper name is— S A

“ Human' Thmmbm

* Human serum albumin ‘may be supphed in two forms,.

~ Mens- teenstof- globuhen kan

(/) Human fibrinogen is the water soluble protein con-

(3] Human thrombm is the enzyme. wlnch transforms,.

X “‘Memsemm :

(b) Mensscrum s die- vioeistof wat, na natuurlike °tal-_
hng, van volbloed wat van mense getrek is, afgeske1 is en
waarby “geen teenstolhngsmjddel gevoeg  is . nie, -of -wat,

nadat stolling volgens. 'n metode deur die lisensiérings-
owerheid goedgekeur vcroorsaak is,. van mensbloed afge-
.‘.skel 1s

Mensscrum kan in twee vorms verskaf word,
n‘l i i

(1) n vloelbare vorm wat uit che ourspronkl k& onver-
anderde vioeibare serum bestaan en die ‘regte naam
daarvan 45— .

A Mensserum (vloe;baar)

(i) ’n gedroogde vorm waarin die oorspronkhke vloei-
bare serum gedroog is volgens 'n metode deur die
: llsensnermgsowerheld goedgekcur en die regte

' naam-daarvan is— i S

“ Mensserum (geclroog) %

3

i Mensserumalbwmeu

(c) Mcnsserumalbumlen ‘is daardie deeltpe in water
uplosbare proteien wat van mens plasma of mensserum-ver-
kry is’waarvan die molckulére gewig ongeveer 70,000 is.
Mensserumalbum:cn kan in twee vorms verskaf word

_nl -

(D) ’n vloe:bare vorm waarin che albumlen in ‘n buﬂfer-
“oplossing is wat berei is volgens 'n ‘formule deur
- die hscnswnngsowerhmd goedgekcur en. dne regte
‘naam daarvan is— :

“ Mcnsserumalbum;en (vloe1baar} ”

(u) n gedroogde vorm waarin dne albumlen gedroog is
volgens ’'n metode deur. die hsensmrmgsowerheld
goedgekeur en die regte naam daarvan is-—

“ Mensserumalbumlen (gedroog) =

Mens- teensrof -globulien.

(d) Mens-teenstof globulien ‘is die in: wale: -oplosbare
deel van die proteien verkry van mensplasma of -serum

‘wat dié teenstowwe bevat wat gewoonhk in die bloed van

volwassenes aangetref word. _
twee vorris verskaf word
ali:—

(i) "n vloeibare vorm waarin die globul:en in’n buﬁer- _
oplossmg is wat berei is volgens 'n formule deur die
hsens1er1ngsowerhezd goedgekeur die regte paam
daarvan is—= " .

“ Mens-tcenstof-globuhen (vloelbaar) 2 ;

(i) 'm gedroo«gde vorm. waarin die globuhen gedroog 18
volgens ’'n.metode deur die liSﬁnswnngsowerheld
goedgekeur, dic regte naam daarvan is— :

- " Menb—teenstof-globuhen (gedroog) 2

Mem'fbﬂen N

(e) Mensﬁbnen is dié in water onoplosbare deel van die
proteien wat die grondstof uitmaak van die stolsel. gevorm
in volbloed van mense getrek en toegeiaat om te stol, :

Die regte naam daarvan -
£ Mensﬁbnen

Laphihag :..:vi.

Mensﬁbrmogeen. iy
(f} Mensﬁbnnogeen is dié in ‘water oplosbare deel van

die proteien van mensplasma wat met die. byveegmg van
menstrombien in mensfibrien omgcsn word

- Die regte naam daarvanis—
4 Mensﬁbnnogeen

Mensrrombren _
(g) Menstrombien is die ensiem wat mcnsﬁbnnogeen in

. manSﬁbncn omsit.

Dic regte naam daarvan 1s—- ﬂ:_ R
s Menstromblen i s
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TECHNICAL ADVISORY COMMI‘I"I‘EE

3. The Mnmster of Health ‘may appomt an advisory )
committee of ‘suitably qualified persons to advise “the:

hcensmg authonty on any technical matters—

(a) ‘which. telatc 10 ‘blood transfusmn or to these regula- _

“tion; and,

(b) wh;ch the hcerasmg authonty may w1sh to refer to
lhls commntea for adwcc hey ,

COMPULSORY LICENSING OF PERSONS w CHARGE OF THE
OPERATION OF Broop [DONOR SOCIETIES OR Bmon
" PROCESSING LABOR&TORIBS
.4, Every blood donor society and every blood pro-.
cessing laboratory 'shall, in respect. of all its activities as
_prescribed in these re ulations, be under the- ovcrall con-
trel of a medical practitioner who shall—- :

(@) in-the case of the» former hoid @ biood donor:

society licence; or = - -

" (b) in the case of the iatlter, hold a blood prooessmg_

laboratory hcence

PROHIBITION OF ACTS WHICH PERTAIN TO THE OPERATE{ON. -

oF A BLooD DONOR SOCIETY oR A Broop PROCESSING
. LABORATORY: ; ;
5 Tt shall be an oﬁence for a.ny ptrscm——“__ :

o carry oit, el
to cause to be carried out or

' to assist in the carrying out of any. actin respect of——'
(@) the withdrawal from persons of blood which |

. is to be supplied as human blood or blood: for
pmcessmg mto preparanons of human blood;

Cer. o

(b) ‘the storage transportanon or supply of human

. blood except in respect of blood ‘which has

. society as -human blood and is stored and
: tra.nsported in conformity with the relevant pro-
_ vistons of:
* these regulatlons, or:

. () the supply of blood for proéessmg mto prepara- (g

“tions of human blood; or
{d) the processing of blood mto such preparatxons,
" unless such an act is carne'q out_—.'

(i) by or under the confr
titioner who holds a’ requisite licence as

provided for in these regulations and the
Act is carried out in conformity with the |' -

relevant provisions of these regulations,

except that it shall not’ be an offence for any
- medical practmoner to carry out such an act—

(u) in respect of a partu:ular patient ‘who, - at
o the material time, is under his personal

former carried out the act,” or

(iii) for the purpose of bona fide research, pro-
vided ‘that the programme for the pro-
posed rescarch has - been . previously

~notified by the ‘medical practltloner con- |

cerned to- the hcansmg authonty

APPLICATION FOR LICENCES

6. (1) Applications to the licensing authonty for a blood
donor society licence or for a blood processing laboratory

licence, shall be addressed to “ The Advisor in Pathology, :

Statc Department of Health, P.O. Box 26, Cape Town ™
(2) Licences to operate both a blood donor society and

‘a blood processing laboratory may: bc held concurrcntiy

by the. same med.lcal practmoncr

(3) The ap, lxcant for any such. lieence shall Emmsh the’

_ Ticensing authority with such written information as is
required m the relative schedulc to these regulations. -

4

“already been .supplied by.a ‘blood - donor |

the First. Schedule to Part Il of

f a medical prac- | '

 medical care or is under the care- of.
_ another pract:tloner at “Whose request. thc_

; TEGNIESE ADVISERIENDB KOMITEE

3 Die Miuister . van Gesondheid kan ’n- advxscrende_.: '
komitee bestaande- uit behoorllk gekwalifiseerde persone. -
aanstel om die lisensi€ringsow rheid van adwes te bedlen'
in verband met enige tegniese sake—"

(@) wa& met" blocdoortappldg of 111' rdie. raguias:es m -

verband staan; en . e ) .
(b) wat die llsenswrmgsower‘fmd na hlerche komnce w11 v
verwys vir advxes AT e

VERPLIGTENDE LIEENSIERJNG \Ir'AN PERSQNE ;WAT VERANT-'
" WOORDELIK IS. VIR DIE DRYF VAN BLOEDSKENKINGS-
VERENIGINGS OF BLOEDBEP?ERKINGSLABORATORIUMS
4. Elke = bloedskenkingsvereniging en elke bloed-
bwerkmgslaboratonum moet| ten  opsigte wan' al sy
bedrywighede scos in hierdie ragulas:es voorgeskryf, ‘onder
die algehele beheer ‘staan van 'n geneesheer wat—. . ¢
(@) in die geval van eersgenoemde n bioedskenkmgs—f.
* vereniginglisensi¢ moet hou; of. - :
{(b) in die geval van laasgenoemde, 'n bloedbewerhngs—--
_ laboratoriumlisensie moet hou. :

VERBOD opP I—IANDELINGE WA'IJ BETREKKING "HET OP DIF '

DRYE VAN 'N BLOEDSKENKINGSVERENIGING OF i P

BLOEDBEWERKINGSLABORA’FORIUM

5. Enige persoon begaan n l,m1sdryf as hy n handehng
ten opSIgte van— -
(a) die trek van bioed !van persone, wat as mens-
“bloed of ‘bloed vir bewerking tot: preparate van
_ mensbloed verskaf moet word; of .
(b) die opberging, vervoer of verskafﬁng van mens-
biced behalwe ten qpsxgte van bloed wat reeds
“deur 'n bloedskenklpgsveremgmg as mensbloed
verskaf is en ooreenkomstig die toepaslike
bepalings. van die Eerste Bylae van Deel II
wfm hierdie regu1a51es opgeberg en vervoer is; .
0 i
=) die verskafﬁng van. oed vn‘ bewerklng tot pre«
‘parate van mensbloed; of -
(d) die bewerkmg van bloed tot d:é prcpaiate

- verrig, of :
laat verrig, of =~ _ ;_-_;}' ;2%
“help om dit te yerrig,”
.tensy dle hande mg vetrig word

© (i) deur of onder die beheer van 'n genees-
heer wat die verciste lisensie. hou soos in -
hierdie regulasies bepaal en die handeling
verrig word o eenkomstig die toepasiike
. bepalings.van hierdie regulasms
R _behalwe dat— . .u
'n geneesheer nie i mlsdryf begaan nie as hy :
" di¢ handeling, vemg
: (11) fen opsigte van ' bepaalde paszent wat op
© ' die "betrokke nl.yd onder- sy persoonlike
mediese sorg 1§ -of ‘onder die sorg van ’n
- ander. geneesheer op wie se vcrsoek hy die
- handelmg verrig; of..-
(iii) die  doeleindes lvan ona ﬁcz'e -navorsing,
mits die program vir .die voorgenome
navorsing '»mlgr
- geneesheer aan die xmenswrmasqwerhe:ld
-meegedeel is.. 1 e St sai

"AANSOEKE OM ilsmsms

6. (!) Aanso eke aan, dis hqensxcrmgsowerhend om ’n
lisensie vir ’n bloedskenkingsvereniging of ‘o bloed-
bewerkmgslaboratorium ‘moet | aan die ““Adviseur in-
Patologie van die Staatsdepattemcnt van Gesondhend
Posbus 26, Kaapstad ” geng woxgd W BEains

1~ (2) Lisensies om sowel 'n boedékenkmgsveremgng as

0 bloedbe«verkmuslaboratonurh te dryf kan gelyktydlg
deur dieseifde geneesheer gehoxrl word:: v
(3) Die applikant vir -enige Eodamge lmensae moet dié
‘skriftelike inligting ‘wat in die toepaslike: Bylae van- hierdie
‘regulasies vereis word aan d1e|hsen51etmgsowarhmd ver-

| ostrek. |

raf  deur die betrokke -
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_TIME PERIOD 'OVER WHICH: LICENCES “%‘HALL REMA}N VALID

- 7. A Ncence wh;ch has been issued under these regula-- |
tions’ shall, unless sooner withdrawn or suspended by the

hcensmg authorxty, reman;x vahd only as. long as—- ..

(a) in the case of. a blood donor semety l:cence its'|

holder - retains his appointment  to the - society
“referred to in the licence as the medical officer in
charge of its blood transfusmn servnce or

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

its holder retains his appointment as the medical

officer in charge of” the Iaboratary to whlch the
= hccm,e refers i

Co'_.: DITIONS _UNDER WHICH LICIZNCES SHALL BE ISSUED

8. Before a bloed donor socxety Or a- blood processmg
Iaboratory licence is issued. the applicant shall satisfy the
licensing. authonty that the follang condltlons shall be

observed g e :

(1) The hcensce shall prowde and mamtam -or shall
.~ have " provided. and . maintained on_ his behalf,
adequate staff, premises . and equipment for the

proper carrying out of all the -activities whlch are

prescnbed in the relat.wc Schedule

(2) The. licensee shall allow any officer of thc State'

D.,partment of Health who has been duly authorised
~in- writing to.do. so by the Jicensing: authority—

the licensee is carrying out, or causing to be

~ carried ‘out, any acts peftaining to the opera-
- tion ‘of a blood donor society or a blood
'_piocessmg laboratory and to mspect such

- premises and also to inspect any equipment

" records kept by (or used, employed or kepl

Schedule ‘and -

b) to take samples in. such amounts as he may

o reasonably - consider to. be’ ‘necessary . and
| - adequate for testing purposes, of any batch
5 RS of the folkowmg substancas or matcnals e
(1) Anlwoagulant agent '
- (i) human ‘blood;

‘ e T preparatwns,

- thereof-as used by the. society or labora-
tory ‘in the testing of human blood or
“preparations of human blood;

: that it render

' licensing authority, forthwith furnish to the- latter—

(a) samples, - in- such amounts as the hcensmg
_authority may:consider to be reasonably neces-
sary and adequatc for the purpose of testmg,
_and/or -

-.and which are prescribed in the relevant
-Schedule: fm: such’ substauces, in. respect of—

e every batch, or- such 'batch _or batches as the

dits ' _'.(2) (b} of ﬂns regx.latlon

- is tensy eerder deur die- hsenswrmfraowerheld maetrek of
! opgeskort bly slegs geldig solan‘(—- :

(a) to enter;’ at all reascnable times and with or | -
without prlor notice, any premises in which |

used by, any methods employed by or any

~on behalf of) the licénsee in respect of any WA
- activities which are- prescrlbed in the relevant e

(i) preparahons of human bIcJod or of blood
© - moany “stage of procesmng mto such

(w) testing or diagnosttc agents or preparatrons
(v) any other expendable material . used or |

~supplied by the ‘society or lﬂbOratory g6 | i
respect of the: blood transfus:on serwces

4 (3) The. hcensec shall at the wr1tten request by the

g -.--'((b) full. protocols of thc tests W]:uch have been
carried out by, or on behalf of, the licensee |

+ - licensing: authenty may specify,; of -any such sub- |-
‘stance or material as is referred. to in paragraph A

TYDPERK wmvoon Lismsma GE[ DIG BLY

7. ’n Lisensie. wat. mgevolﬁe hierdie rcgulasrcs u:tgereik

" (@) in die ‘geval van
- lisensie, sy houer sy aanstelling in dle vareniging

in die lisensie genoem as die mediese ‘beampte ver-
-antwoordelik  vir die blocdoortappmgsd:ens daar- -

© van behou; of

. (b) in die geval van 'n bl0cdbewerkmgslaboratonum-
lisensie, sy houer sy aanstelling as die verantwoorde-

like mediese beampte van die laboratormm waarop -

- die hsensxe betrekkmg het bchou w

VOORWMKRDES WAAROP L!SENSIES UITGEREIK WORD

8 Voordat n bloedskenkmgsveremgmg- of 'n bloed--
-bewerkmgslaboratonumllsensre uitgereik - word, moet die
applikant die lisensiéringsowerheid oortuig- dat daar aan-

dle volgende voorwaardes volcloen word — .

(1) Die hsensxehoucr moet voldoende: persoueci persele'
~-en uitrusting verskaf en onderhou, of vir hom laat

wverskaf en onderhou, vir die behoorhke fitvoer. van

al die bedrymghedc wat in’ die toepashkc Bylae

S voorgeskryf word.

(2) Die flisensichouer moet - enige. beampte van - dle
' Staatsdepartement van Gesondheid wat -deur die

hscnsmrmgsowerheld skriftelik behoorlik. gemagtig 5

_is om dlt te doen,’ toeldat om:—

(a) op allc redelike tye en- met of sonder kenms-
- enige - perseel waarop di¢

gewing - vooraf,

n. bloedskenkmcrsveremgmg-.

Tisensichouer- cnlge handelinge in verband mef
*die dryf 'van "n bloedskenkingsvereniging of ’ rq .

-bloedbewerkmgslaboratorlum verrig . of laag
verrig, binne te gaan en dié perseel te inspek
teer en ook enige. uitrusting, enige metodes of

' opsigte van enige bedrywighede wat in die toe-
" paslike Bylae voorgeskryf word, gebruik, aan-

. gewend of gehou word (of vir hom. gebruik
- aangewend of gehou word) te inspekteer; en

(b) monsters te neem, in dié hoeveelhede wat. hy i
vir proefdoelemdes redelik nodig en voldoende -
ag, van enige lot van die. volgende stowwe of

materlale —
(1) teenslolimgsoplosmng, ;
(n) mensbloed;

(111) preparate van. rﬁenabloed of van bloed m'

* enige stadium van ‘bewerking tot dIE
| preparate;

~ (iv) proef- of chagnosnese mlddcls of preparate. "
. ‘daatrvan, soos deur die vereniging of labo{.

“ratorium by die toets van mensbloed of
z preparate van mensbloed gebruik;
(v) enige: ander vcrbrumsmatenale deur die
- Vereniging ‘of laboratorium gebruik of

verskaf ten opsigte van die bloedoortap

_ pingsdienste wat hy ]ewer
3 Die lisensichouer moet, op skriftelike versoek van

die lisensiéringsowerheid, onderstaande onverwyld

aan laasgenoemde verskaf:—"

" (@) monsters, in dié hoeveelhede wat die lisensié:

_ rmgsowerheld redelik nodig en voldcende ag
vir proefdoeleindes; en}of

__'.'-(b) volled1ge protokolle van die’ prbewe wat dem,-_

- of vir die lisensiehouer ultgevoer is en wat in
- die toepaslike Bylae vir dié stowwe voor
geskryf is, ten opsigte van—

clke Iot, of dié lot of lotte wat die - hsenswrmgs

 owerheid spesnﬁseer, van enige -sodanige stof of -

. materiaal wat in paragraat (2) (b) van hlerdle regu
: lasne genoem word :

- enige rekords wat deur die lisensichouer ten



3 =7 . GOVE‘KNMENT GA.ZBTI‘E E}CTRAORDINARY 30 NOVEMBER Ibﬁz

(4) If the hcensmg authority so . dlrects the Ticensee |

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. | :
preceding paragraphs of this regulation until a |
certificate has been issued by the licensing authority .

penmttmo the supply of such substance or material.

- (5) The licensee shall, on bemg informed by the licen- |

sing authority that any part of any batch of the
. aforementioned ‘substances or materials has. been
~ found by the latfer not to conform with the stan-
dards 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 licensee shall then dispose of such |

. withdrawn or recalled batch in a manner which
has been approved by the licensing: authonty

(6) The licensee shall not supply for the treatment of

human beings any container of human blood or of

a preparation of -human blood, or any other sub-
. stance or material for use in connection with the

treatment of human beings after the expiry date

of such blood, preparatxon substance or material. |

(V)] Tl_le licensee shall, should _he_relmqmsh his post as
the medical officer in charge of a blood donor
- society -or a blood processing laboratory, notify the

- licensing authonty forthwith ‘md in. wntmg of such_

relinguishment.-

. (8) The lncensee shall comply with all the provnsmns‘.

of these regulations including those of the relevant

~ Schedules and he shall also comply with such

~ further relevant requirements; if any, as may be

- prescribed in- any regulations ‘which are made

under the Medical, Dental and Pharmacy Act, No,

13 of 1928, relatmg to blood transfusion and of

~ which the licensing authority has given him not
“less than one calendar month’s notice:

KEEPING OF RECORDS OF PRE- TRANSFUSION COMPATIBILITY |

TESTS: COMPLETION OF CERTIFICATES OF COMPATI-

BILITY: RETENTION OF PrLor TUBES AND- SAMPLES OF |
THE PATIENTS’ BLOOD AND THE FORWARDING OF THE.
. SAME FOR INVESTIGATORY PURPOSES IN RESPECT OF -

' UNTOWARD REACTIONS ANI) DEATHS

© 9, (1) The medlcal practitloner who is responsible ..for

the performance of a pre-transfusion compatibility test in |

uitvoer van ’n verepigbaarhei

(4) Indien die hsensnenngsowerhe:d dit gelas ,moet die
lisensichouer nie - enige lot van enige stof of
‘materiaal waarvan monsters of protokolle mgevolge
die twee voorafgaande paragrawe van hierdie regu-
lasies ‘verskaf is, vir die. behandeling van of vir

_aanwending in verband met di¢ behandeling van
mense verskaf nie voordat n sertifikaat deur die
lisensiéringsowerheid | vir ¢ die verskaﬁ‘ing -van
- sodanige stof of materiaal uitgereik is.

(5) Die lisensichouer moet, nadat hy deur die lisensié-
ringsowerheid mﬁeged,bel is. dat daar deur laas-

~ genoemde gevind is:dat enige geécelte van enige
lot van voornoemde. stowwe of maferiale nie aan

die standaarde van gea’alte suiwerheid of veiligheid,

soos in die toepashk 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 uitvoerbaar is,
alle uitreikings wat reeds uit- di¢ lot gedoen: is,
terugroep. Die lisensouer moet dan oor di€é lot
‘wat teruggehou of teruggeroep is, beskik op-'n -
- wyse wat deur: die hsens:ermgsowerhcld gosdgekeur
].S. -

(6} Die hsensxehouer mag nie enige houer met mens-
‘bloed of met ’n preparaat van mensbloed, of enige
ander stof of materiaal vir aanwending in verband
met die behandeling van mense na die verstrykings-
datum van dié bloed, |preparaat, stof of materiaal
vir die behandeling van mense verskaf nie,

) Die lisensichouer moet indien hy sy betrekkmg as
verantwoordelike med;ese beampte van. 'n bloed-
skenkingsvereniging of ’n - bloedbewerkmgslabora-
torium neerlé, die IISe'nswrmgsowerheld onverwyld -

_ en skriftelik van dié nIerleggmg in kennis stel.

(8) Die lisensichouer moet aan al dle bepalings van
hierdie regulasies met inbegrip van dié van die
toepaslike Bylaes voldoen en moet ook voldoen
-aan dié verdere, toepas!llke vereistes, as daar is, wat
in enige regulasies wat mtgeVaardig is ingevolge
‘die Wet op Geneeshére Tandartse en Aptekers,

. No. 13 van 1928, mct betrekking tot bloedoortap-

ping voorgeskryf word, en waarvan die lisensi€rings-
- owerheid hom mmste s een kalendermaand =-kennis
- gegee het. it

DI.E HOU VAN REKORDS VAN VERENIGBMRHEIDSPROEWE

VOOR OORTAPPING; DIE INVUL VAN VERENIGBAARHEID-
SERTIFIKATE; DIE BEWARING VAN PROEFBUISIES EN

- MONSTERS VAN DIE- msnim-g SE BLOED EN DIE STUUR
DAARVAN VIR ONDERSOEKDOELEINDES- TEN OPSIGTE
VAN ONGUNSTIGE REAKSIF.S EN 'STERFGEVALLE,

paly (I) D1e -geneesheer - wat| vcrantwoordehk is vir die
Llsproef voor oortapping ten

respect of a partlcular container of ‘blood mtencled for |
infusion into a pamcu]ar patient shall— -

-~ before ‘such contairer -of blood is ﬁ.nally lssued by h:m
for infusion into the patlent :

opsigte van ’n bepaalde houer met bloed bedoel vir toe-
diening aan 'n bepaalde pas@nt moet—

voordat "dié¢ houer met bloed finaal deur ‘hom u1tgere1k
word vir toediening aan dlefpaswnt,

(a) ensure that a record of the test (showmg the 1dent1- .

fication mark of the container, the name of the

patient, the name of the doctor in charge of ‘the

case, the name of the hospital in which the patient

is being treated, the date on which the test was
- performed and the signature of the person respons-
- ible for the pertormance of the test) is kept

(b) ensure that the certificate of compatlblllty on the
label of the container [as provided for by regula-

tion 40 (5) of the First Schedule to Part II of thcse_

‘regulations] has been completed, .
after the test has been completed,

RG] refain, at a temperature of 4° to 10“ C. and for a

period of not less than ninety-six hours from thc ]

completion of the test,

(i) the pilot tube (attached to the container as

provided for by regulation 18 of the First

Schedule to Part I of these regulations) with
such residual blood that has remained therein

and with the. ongmal Tabel . intact; and

(a) verseker dat ’n rekord van die proef (waarm die

identifikasiemerk van ‘il‘ne houer, die naam van die
pasiént; die naam van die geneesheer in beheer van -
die geval, die naam van die hospitaal waarin-die .
pasiént behandel wordl die datum waarop die. proef-
uitgevoer is en die h ndtekening van die persoon

* wat verantwoordelik was -vir die ‘uitvoer . van dle
proef aangedui word) gehou word;

-'(b) verseker dat die vere gbaarheldseruﬁkaat op die

etiket van die houer [soos bepaal by regulasie 40
(5) van die Eerste Bylae van Deel II van hierdie
~ regulasies] ingevul is; | - 2
. nadat die toets voltooJ is, S
(© dlc volgendc by n tempcratuur van 4 tot 10°C. en
vir ’n tydperk van minstens ses-en-negentig uur na
die voltooiing van die toets bewaar—

(i) die proefbmsw (aan die houer ‘geheg 5008
bepaal by- regulaéle 18 van die Eerste Bylae
van Deel II van hierdie regulasies) met die
bloed wat daarin porgebly het en met die oor-
spronkllke etlket pngeskonde en
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= (11)a sample of tzl'je_f-;ij'ati'en_'t"s blb_od',"of an amount

‘which is adequate for testing purposes, in a |

. suitable - sterile, stoppered tube labelled with

.~ the patient’s name, the name of the hospital | .
.in which the patient is being treated, the name |

.. of the medical practitioner in charge of the case

- and the date of collection of the sample; and
if so directed during this ninety-six hours period of |-

storage by— (..

the label of the container);or -

) the Regional Director of State Health Services
" ... of the region in which'the patient was treated;
i (d) forward, promptly, the above-mentioned pilot tube
* °”_and sample of the patient’s blood to: whomsoever
and -wherever directed for the purpoese of investi-
gating the cause of anyuntoward reaction or death

.+ -of this part of these regulations.
0

_ practitioner who was responsible for the- performance of
_the pretransfusion compatibility “test from aseptically

removing portions-of the residual blood remaining in the

patient’s blood for independent investigations provided

)

]

~ to allow of such testing as may be required by
‘regulation 13 of this part of these regulations; and

" iy (b},,nq delay"océh_ts in the f‘o_rwat_&ing of these tubes to
.. whomsoever or wherever directed by the licensee .
or Regional Director of State Health Services as -

provided for in paragraph (d) of sub-regulation (1)
of this regulation.

 RESPONSIBILITY OF THE MEDICAL PRACTITIONER WHO

o InFuses A PaTieNt with HuMaN BLooD TO ENSURE
WHEN INDICATED THAT A SUITABLE PRE-TRANSFUSION

. THE PATIENT HAS BEEN SATISFACTORILY IDENTIFIED.

" 10. The medical practitioner who is responsible for fhe |

.;.\ actual infusion of a patient with humian blood shall—
‘immediately before such blood is infused; .
. (@) verify that the  certificate of compatibility on the

completed; and

s (b) satisfy: himself that the Iia.tienf,has'heen.:satis'fac-
- - torily identified and is the correct patient for whom |-
‘the "blood in each container ‘to 'be: infused is |

ended.

v+ INFUSED  PATIENT WiTH HUMAN BLOOD OR A PREPARA-
"t rpoN oF HumiaN BrLoob To ENSURE THAT EAcH CoON-

TAINER USED 15+ RETAINED FOR INVESTIGATORY |

i - PURPOSES. IN. RESPECT .OF UNTOWARD REACTIONS OR

the intravascular infusion -of a patient with human blood

. or a preparation of human blood shall— -

* {4y ensire that each’ container from which the human.
blood ‘or preparation of human blood has been

. ‘infused (with such residual contents that has

container intact) is retained, together with the used
. “giving set”, at a storage temperature of 4° to
'10°..C. for a period of not less than twenty-four
hours from the completion of the infusion; and

“(@) the Ticensee of the blood ‘donor socicty which |
~originally supplied the container of blood (the -
- ‘name and address ‘of which society appears on

which has been reported in terms of regulation 12.

This regulation shall not preclude the _-ﬁiéaicél :

) sufficient amounts of blood are left'in these tubes

'COMPATIBILITY TEST HAS BEEN PERFORMED AND THAT | e

st . label of the container in respect of such test and as |
" provided for by regulation 40 (5) of the First:
- Schedule of Part. I of these tegulations. has been

- “RESPONSIBILITY * OF THE ‘MEDICAL PRACTITIONER WHO

11. The medical practitioner .who s responsible for | : _
' vaskulére toediening van mensbloed. of ’n preparaat van
_mensbloed aan 'n pasiént moet— ' '

remained therein and with the original label on the :

" (i) 'n monster van die pasiént se bloed—’n hoeveel-
- heid wat voldoende is vir proefdoeleirides—in
’n geskikte, steriele, bepropte buisie voorsien
van n etiket met die pasi®nt se naam, die naam

van die geneeshesr in beheer van die geval en
. die'datum van die tap van die monster; en~
indien aldus gelas gedurende hierdie opbergings-
tydperk van ses-en-negentig uur deur— .
“(i) dic lisensichouer van die bloedskenkingsver-
* eniging wat oorspronklik die houer met bloed
verskaf het (d.w.s: die vereniging wie se naam

'e‘;l adres op die etiket van die houer voorkomy;

é 3 o e )

(ii) die Streeksdirektenr: Staatsgesondheidsdienste
“van die streek waarin die pasiént behandel is;
-(d) onmiddellik bogenoemde proefbuisie en monster van
die pasiént se bloed stuur aan wie ook al of waar-
- heen ook al gelas vir di¢ doel van ondersock na die
. oorsaak van enige ongunstige reaksie of: sterfgeval
wat ingevolge regulasie 12 van hierdie deel van hier-

die regulasies aangegee is. i ' W

) -_(2) Hie_r@ie--reéhlésic be}st nie. die- gcneesheér wat_ver-
antwoordelik was vir die uitvoer van die verenigbaarheids-

: g}'o‘ef voor oortapping om gedeeltes van die ‘bloed wat in
TemOoV: MOns Ot L. o1 Bal & _ € | die proefbuisie en/of die buisic met die monster van die
pilot tube and/or the tube containing the sample of the | pasignt se. bloed oorbly, vir eie ondersocke asepties te ver-
~wyder nie; mits— - : s . :

(@ voldoende loeveclhede bloed in hicrdie buisies gelaat

~word vir dic uitvoer van die procwe wat by regulasie
13 van hierdie. doel van hierdie regulasies vereis
word; en © . ;' :

(b) hierdie buisies onmiddeliik gestuur word aan wie ook
- al of waarheen ook al gelas deur die lisensichouer

- of Streeksdirekteur: Staatsgesondheidsdienste soos

" bepaal in paragraaf (d) van sub-regulasie (1) van
hierdie regulasie. ' ¢ e g R

VERANTWOORDELIKHEID. VAN DIE GENEESHEER WAT MENS-

BLOED AAN 'N PASIENT TOEDIEN OM TE VERSEKER DAT,
 WANNEER ' NODIG, 'N GESKIKTE VERENIGBAARHEIDS-
PROEF VOOR OORTAPPING UITGEVOER IS EN DAT DIE

PASIENT OP 'N BEVREDIGENDE WYSE GEIDENTIFISEER

10. Die geneesheer wat verantwoordelik is vir die werk-
like toediening van mensbloed aan 'n pasient moet—

' bmniddel_lik:voof die bloed toegedien word—

_(a) vasstel dat. die verenigbaarheidsertifikaat op die
' “etiket van die houer ten opsigte van die proef en

" soos bepaal by regulasie 40 (5) van die Eerste Bylae
vai Deel IT van hierdie regulasies, ingevul is; en

(b) hom daarvan vergewis ‘dat - die  pasiént op- ‘n
bevredigende wyse geidentifiseer is en dic regte
pasiént is vir wie die bloed in elke houer wat toe-

- gedien moet word, bedoel is. "

" VERANTWOORDELIKHEID VAN DIE GENEESHEER WAT MENS-

" 'BLOED . OF "N PREPARAAT VAN MENSBLOED' AAN- DIE ,
" PASIENT TOEGEDIEN HET OM TE VERSEKER DAT ELKE
HOUER 'WAT GEBRUIK IS, BEHOU WORD VIR ONDERSOEK-

DOELEINDES TEN OPSIGTE. VAN ONGUNSTIGE' REAKSIES
OF STERFGEVALLE. iR T

fl

1 1. Die g'encesheér‘wa;t verantwoordelik s vir die ih_tra—

(a) verseker dat elke houer waaruit die mensbloed of
preparaat van mensbloed toegedien is (met di€
inhoud wat daarin oorgebly het en met die oor-

" spronklike etiket op die houer ongeskonde) behou

“word, tesame met die' gebruikte “ toedientoestel ”,
by 'n opbergingstemperatuur vaan 4-10° C vir ’n tyd-

perk van minstens vier-cni-twintig vur na die vol-
" tooing ' van die toediening;.en - i
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(b) forward prompﬂm t}us coﬁtamer and gmng set’
o ifso directed during this period. by— .

] (1) the licensee 6f the blotd doner, %ocmty or'
- blood processing labo":l'ory ‘which originally’

' supphed the "blood ‘or preparation: (and the
‘namg¢ and address of whwh appﬂars ‘on -the
“{abel" of the‘container); or - ol

(u) the Regional Director of State Health Sorwccs

“(State - Health™ Department} keis t_ho reglon m_ ;

which the patient was-treated,

1o whomsoever or wh-erever dlrccted for the purpose;
. of investigating the cause of any untoward reaction
- or death which followed upon the infusion and

" which has been reported in térms. of reaulatnon 12
" OF th[s part“of these regulattons !

i REPORTING BY MEDICAL PRACTITIONERS OF UNTOWARD

.. REACTIONS OR DEATHS FOLLOWING UPON INFUSIONS'

U oF HuMan
' BLooD.

12, (1) Every med1cal practmoncr who has mfosed af
pauent intravascularly- mth human blood or a preparatzon 5

of human blood— -

(1) if the patient suffcrs an untoward react:lon to the :

_infusion: or-

(u) if the patlent dies and. the mfuslon aPPears to have":;' i

“_caused or contributed to the death:”
- shall report such untoward reaction or death, w1th

~all relevant_pa_mctﬂars and by the qmokest means ’

. practical;

- (iii) to the ltcensoe of the blood donor soc:ety or of -

‘the blood processing. laboratory which originally

supplied the blood or preparation (the address of

which appears on the label of the container); or

(1v) to ‘the-. Rﬁgnonal Director of State Health Services
{State Department of Health) of the region in which:
the patient was treated if the blood or preparation | .
~was not supplied by a hcensed b]ood donor socwty |

or blood processing laboratory

(2) Any report made by a medical’ practltionor in terms

o of this regulation, if not orlgmally made in writing, shail '
be confirmed by him in wrltmﬂr as. soon ‘as 1t is reasona‘bly_

3 practical to do 0.

(3} For the purpose of - Ih.l' regulatlon
untoward reaction.”’ shall mean. all. instances.
the infusion is followed by evidence of— . .

(a) a blood stream infection; or- .. ,:' i i
(B mtravascular haemolysis; or- -
{c) any other severe reaction of 1llness Wthh is’ subse-

in which

quont to the mfusmn and appears to be. attnbutable' :

L torit,

,(4) Thc roports m connectlon w1th deaths which follow._':.

tipon infusions: with “human - blood - or’ preparations * of
human blood and which are tequired-fo'be made by this
regulation; - shall be made by the: -medical ‘practitioner
concerned -quite ‘apart from any other reports concerning
the death which ke may be required to make under. the
. Births, Mamages /and Deaths Registration: Act (Act No.
~ 17, of 1923) or’ thc Inquests Act (Act No 58 of 1959)

AN UN‘IOWARD Rmcrtow OR DEU*H

] ."'Upon recolpt of a report as provided for in regula-
tion 12 of this first part of thess

following upon an intravascular infusion of' human blood

or a“preparation of human blood, the licensee or the
: -Reglonal Director of - State Hea‘lth Serv;cos, to whomsoever.

the report'was made—
(1) shall direct, if he deems it neoossary for mvestlgatory
purposes—-'-‘ A

infusion, and Jor

‘the term __

| uitdrukking ** ongunstige reaksie ™
toedienmg gevolg word deur, tekcns van—. .-

: regulations, from a
medical practttloner ‘of an untoward reaction ‘or death |

~{a) the medical | pracntioner wh admlmbtered the_ s

(b) onmiddellik Hierdie houer en “
< dien aldus gelas geduretide h

(i) dle lisensiehouer i
eniging of die bloedbcwerkmgslaboraionum
. wat oorspronklik . die. bloed: of spreparaat ver-
- gkaf het*{waarvan' die naam-en adres op die
etiket-van die houer voorkom) ‘ofzs

\n‘) die Stresksdirektenr: Staatsgesondheldsdlenste-._'
(Staatsdepa:tement van Gesondheid) van dac
streek waarm _dlchpaslenti.bohandcl 835, 11

) ongunstlge reaksxe “of ‘ster
.diening gevolg. het en W
~van hierdte doel van hierdie”

DIE AANGEE DEUR GENEESHERE VAN ONGUNSTIGE .R AKSIES.- 2
OF STERFGEVALLE WAT VOLG op DIE TOEDIENING VAN S

MENSBLOED OF PREPAR

1‘2 (1) Elke geneeshecr wat pri
- van mensbloed mtxavaskuler aan’n pas;ont toegcd:en het,
moet— '

- (i) indien 'n ongunst;ge reaKSie na dze toedlemng by d:o :
~ pasiént ingetree het; of -

(i) indien die pasiént sterf en die toednonmg blykbaar . 7
“die dood veroorsaak het of een van dle aanletdende :
. oorsake daarvan was; ;

dié ongunst:gc reaksie of sterfgeval tesame, met alle loe- _
xpashke besonderhedo en op die spoedlgstc uitvoerbarc-'
wyse ‘aangee—

(m) by dle hsensxehouer van die bloeds}(enkmgsver-

eniging of * die bloedbewerkmgslaboratorlum wat *

~corspronkiik die bloed- of - ‘preparaat verskaf het
(waarvan die adres op d1e etiket van.die. houer___‘i
. voorkem};: of ", - - ;

(w) by ‘die Streeksdarekteur Staatsgesondho:dsdtooste;-

: (Staatsdopartemoot van Gesondheid) van

- waarin die pasiént behandel.is indien die b
. preparaat nie deur’n gehsonswcrdc bloedskenkings-
veremomg of bloodbcworkmgslaboratorm verskaf
is-nie, -

(2} Enige- aangltte deur ’n geneesheer mgevqlge hiordne _
‘regulasie, indien nie oorspronkhk skriftelik gedxen nie,.

“moet so spoedig as wat redehk moonthk is. d r hom skrif-

telik bevestig-word..”

(3) Vir die toepassmg van hlordio regulasae bctoken dle_;. e
sadle-gevall waarm dle

(@) ’n bloedstroombesmetting; of .. R
(b) mtravaskulore hemolise; of

{c) enige ander heW1ge reaksnc of mektc Wat'o

diening volg en blykbaar daaraan toe te skryfiis. :

 (4) Die aangifte in verband ‘et sterfgevalle wat volg. op L
toedienings ‘met mensbloed of: preparate: van mensbloodf

en wat ingevolge hierdie regulasie ing word, -

moet deur dic betrokke geneesheer inge en_ word afges'.wr[':
. van enige ander aangifte betreffende. dle do

volge die Wet op Registratie van Geboort
en Sterfgevailen (Wet No. 17 van 1923} of

 Geregielike Doodsondersockc (Wet No. 58" vai 1959) moet ;
| mdien ' '

£ ACIION 70 B TAKEN FOLLowmo UPON THE REPORT OF L

STADPI:"WAT NA DIE AANGIFTE V.-\N N O\GUI\STIGE
" REAKSIE OF STERFGEV AL GEDOEN MOET WORD.

13." Na ontvarigs ‘van o aangifte, soos. bepaal by regu-
Iasw, 12 van hierdie eérste degl van ‘hierdie regulasies, deyr:
'n geneesheer in verband met 'n ohgunstige reaksie of iy
sterfg‘wal wat op “n intravaskulére’ toediening van mens-

_bloed of 'n preparaat van mensbloed volg, moet die: liser
“siehouer of die Streeksdirekteur: Staatsgosondheldsdlenstc 5
"by wie ook al die aaogxft_ _mfredzen s,

(1} gelas -dat, . indien’ hy (it vir,. orsdersoo'_

sonodigrag; v shes Nl g

(a) die cenoeshoer wa.t dae toedxenm ngovoc het.
en/ of 2 ; ;
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--:-(b)-'the mleldlcal practxttonet who ‘was: respons:b]e

LY t . g

mp_atlballty test . -

_.to deliver; respectxve]y—' R ey

' (i) the original contamer(s) f:om whlch the blood
T OF prepara’tlon for mfuswn was obtamed

. andforcy i arany

o (n) the ptlot tube(s) and--sample ef the anents

: loed. S

med out forthw:th,
S an’ investtgah n
aboratoryi-‘. ests,

'preparanon ‘in " question  was ‘the cause of the
‘reaction or contrlbutedt  the death; and :

(3) shall make a written recor of the investigation cnd -
in the Register for Untoward Reactions

" First Schedule-in respect of reactigns and deaths
following upon infusions with human blood and by
- regulation-22 of the Second ‘Schedule. in respect of

reactions and deaths following upon mfusnons w:th ;

P -.prepatatlons of human blood

ACTION TO BE TAKEN WHEN A Ba’mx—x OF HUMAN BLOOD
. ORQF A PREPARAILON oF HU MAN, BLOOD Is SUSPECTED-_ _

TO BE: UNSAFE.. |

14, (l) If at any tlme the iicensee has any reason 1o |
suspect that the ‘batch of human blood or a preparation | -
of human blood is unsafe “for- the therapeutic or pro- |

phyiactlc' 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=‘ bemgs, is- -unsafe for such. purposes, he shall—

; 'mp the 1ssue of ali..-blood preparatlon,:
' '_ng to sut:h batch |

! clearly provcs that the .batch in. ques on is safe, the

: L) not issue it-but
o DY the Latter '

WITHDRAWAL SUSPENSION QR REFUSaL '1‘0 ISSUE
LICENCES R

.'b'lo'u

ply; effectively  with:
"iattons ;

(2) The hcensmg ah thonty ‘may
- bleod donor Society ‘of a blood processing laboratory
' licénce “when an:

he- relevant pro mons of these regu—

these regulauons

formance of the pre transfusxon g g

the' reacuo Jor death' and whether the blood or |

.and ‘Deaths” ‘provided for by I:egula.tlon 38 of the |-

tory ftests as appear ‘approptiate. and as. circum- |
- stances wﬂl allow to ascertam whether or 1ot the-j-'

lcensee may authortse 1ts 1ssue in: ;the usual way,-_i i XN e . ; ,
' g : Gl : A e (a) dl.ﬁde],l_k bewys dat dle betrokke Iot velllg 13, kan dxe

' ' N i : -"”.(b) nie bewys dat die 'betfokke lot ve1 g'_'ls “nie, 'moet;
nform ‘the Censmg authonty in wntmg as. soon'__. i i B :
18 reasonab]y posmble ef the rGSults ‘of ithe! |~

ut- dlspose of zt in a manner approvecl'

.'.5-::1'-5'.--_.-_(1) The hcensmg authonty may refuse to 1ssue a'_-
“donor society.or a -blood, processing laboratory.-;'
- Hicence if -he considers that the. apphcant is unable to com-

,sw vir 'n bloedske
laboratorium uit te reik indien hy meen dat .
~nie in staat is om doeltreffend aan die toepasllk bepahngs ;
‘van hlerdle regula51es te. vo]doen me : :

wnhdraw or suspend a
“skenkingsvereniging “of ‘- bloedbewerhngslaboratoﬁm‘l
intrek of opskort wanneer iemand.in verband met die’
van die vereniging of laboratorium enigeen van die toepas-
- like bepalings van hierdie-regulasies oortree het oﬁ ver-
| ‘suim het.om daaraan te voldoen. Gl

Tson- has, in" connection: with ‘the |
‘operation of ‘the society or laboratory, contravened or
; Ompky wnh -any. of the relevant prOVISIOHS of

: (b) dle geneesbeer wat verantwoorde];k Was vn' dle 1
- witvoer van' die - veremgbaarhe‘dsploef voor_

oortappmg, : N .
ondersketdehk—— =

' "'_._\_(1) dt 00 pr nklike: houer /s waarult d;e bloed of:-- 5
e i 'medienmg verkry is en/of; T
_(_11) die proefbmsw:/s en monster- van che pament .

- sebloed;. ..
caan n. gespesrﬁseerde persoon of plek moet"'
‘aflewer; 2 o e

(2) onverwyld n ondersoek lnste} of Iaat mstel_ wat -_al]e' i

- betrokke bloed of preparaat die reaksie veroorsaak

het of een van d1e aanlendende oorsake van die dood S

was e’ o
(3) n sknftehk antekenmg van dle onder en die
" 'bevindings in ‘verband ~daarmee maak in die

" Register vir Ongunstige Reaksies en’ Sterfgeva]le-
s00s bepaal by regulasie 38 van die Eerste Byla ae
" ten opsigte van reaksies en. sterfgevalle wat vol
- toedienings met mensbloed en by regulasi :
~ die Tweede Bylae ten opsigte van' reakmes en- st _
“gevalle wat volg op toedxenmgs van* preparate van
mensbloed : . -

STAPPE WAT GEDOE OJ:T WORD WANNEER DAAR : VER-' '
- MOED WORD-. DAT ‘N LOT. VAN MENSBLOED OF VAN N
- PREPARAAT VAN MENSBLOED ONVEILIG IS : ;

_ S (1) Indien cl1e llSensuehouer te. emger tyd rede het'
om te vermoed. dat *n lot van mensbloed of van ‘n prepa-
raat van mensbloed onveilig is vir die terapeuuase of. proﬁ-'
laktiese behandeling van mense, of dat 'n lot van enige

stof of materiaal wat vir aanwending in verband met die
|" behandeling van: mense deur dié vereniging of labora-
'tonum tutgerelk 15, .wr dlé doelemdes onvejhg 13, meet

(e) onmxddelhk dle uxtreikmg van al]e hIoed preparaat
©.stof of materiaal wat tot di¢ lot behoort en wat: nog.
_-in voorraad -is, st0p51t en moet hy, vir sover ‘dit
 uitvoerbaar i is, enige gedeelte van dié lot Wat reeds--._'
ultgereak 18, terugroep* en . et

(b) onverwyld met 'n ondersoek begin, of daarm e laat
~ begin, w_at__ a11e laboratorxumpreewe mslul

. lisensichouer die wtrelkmg daarvan op die gewone
WYSse magtlg, maar . ! : .

die lisensichou :
(i) die hsenmermgsowerheld 'so spoed -
redelik moontlik is, skriftelik: verw1tt1g van dte'-
s resultate van die: 0nderseek e
(n) dit nie uitreik ‘nie, maar daaroer besklk op n
T wyse! deur I.tasgeneemde goedgekeur _

INTREKKING OPSKORTING OF WEIER{NG OM LISENSIES
: uIr TE REIK : ad

15 (1) Die lisensiéringsowerheid. kah weter'o" : Bm |
kingsvereniging of 'n blo bewerlgngs- _
pplikant

(2) Die- hsenmenngsowerhend kan n hsensw vn‘ n bloed-'

I vasstellmg van’ d1e 00r§ k" 'van 'dte ongunstlge-'
" reaksie of sterfgeval; en ‘om wvas te stel of die .
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© (3) The licensing authority shall, if he refuses to issue,

or withdraws, or suspends a biood donor society or a
blood processing laboratory licence, promptly inform the
. ‘medical practitioner concerned in -writing. of the reasons
for refusing to issue, or for withdrawing, or suspending
the licence: : . ", " e T

" PENALTY FOR CONTRAVENTION OF THE REGULATIONS. -
© 16. Any person who contravenes or. fails to comply

.. with any relevant provisions of these regulations shajl be
- guilty -of an offence and liable on conviction to a fine

not exceeding one hundred rand (R100).
,  PART IL

——

| FIRST SCHEDULE.

" ProvisioNs RELATING TO BLOOD DONOR SOCIETIES.
Making Companies.

i L-A.lioeﬁee' fo Ope_ra'le a blood :doﬁof society shall not
be issued to a medical practitioner unless such society is

Blood Donor- Societies to be Registered_as Non-profit

registered as a non-profit making company in terms of
~section #wenty-one of the Companies Act, No. 46 of 1926.

 Appointment of a jMedian Oﬁ?cer in Charge.

© 2. (1) Every blood donor society shall appoint a medical

practitioner as the medical officer in charge of the blood"

- transfusion services that it renders. .. =~ . '
(2) This medical practitioner shail be the licensee,

2 A?poimmeﬁtf aof.j'a"Députy Med;'ta! Officer and of

© Assistant Medical Oﬁ‘icvrs. 4 ot

3. A blood donor society may appoint—

(@) a medical practitioner as a deputy medical officer to

" - the Yicenseg; and : T s BT

(b) medical practitioners as assistant medical officers to

 Functions of the Licensee.

4, (1) The licensee shall e in overall charge of, and

responsible ‘for. ensuring the proper performance of all

~ medical, technical, administrative and. clerical procedures -
which are carried out by the society and its ‘branches, if -

any, in respect of the biood transfusion services which it
rrenders and which are prescribed in this Schedule and he
shall also be responsible for ensuring that all the relevant
-requirements of ‘Part 1 .of these regulations and of - this
Schedule are fully complied with. -~ . .
" “(2) The licensee shall forthwith ~advise the licensing
“authority, in writing, of— -~ 7 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

as his deputy; or

~ {ii) any change which has been made in the appointment

- of such a deputy. _
._(3).{a)  The Ticensee shall notify the licensing authority,

* in-writing, of -any changes which have been, or are about.

to be, made by the society in—, b e
@ the designation, business, postal or - telegraphic-
“addresses or telephone numbers of the society;
{ii) the articles of association of the society; and
5 (jii) the ‘plan. of organisation of and the methods and

~procedures adopted by the society in respect of the |
blood  transfusion services that it renders and |
sscriptions of which are required by regulation :

" - of this Schedule.
) __:_-.l{i :

_(3) Die lisensiéringsowerheid moet, indien hy weier om
'n lisensie. vir 'n bloedskenkingsvereniging of ’'n bloed-
bewerkingslaboratorium uit te reik, of dit intrek of opskort,
die betrokke geneesheer sonder versuim skriftelik verwittig -

‘van die redes vir die. weiering om die lisensie uit te reik
of om ditin te trek of op fe skort. b

: STRAF VIR OORTREDING VAN DIE REGULASIES. - b
16, Temand wat enige toepaslike bepalings van hierdie-
regulasies oortree of versuim ‘om dadraan te voldoen,
begaan 'n misdryf en is by skuldigbevinding strafbaar met
’n boete van hoogstens enhonderd rand (R100).. -~

CDEELIL

EERSTE BYLAE.

' BEPALINGS TN VERBAND MET BLOEDSKENKINGSVERENIGINGS.
 Bloedskenkingsverenigings moet as maatskappye sonder

. - winsbejag geregistreer word.
1. 'n Lisensie om n bloedskenkingsvereniging te. dryf
word nie aan ’n geneesheéer uitgereik nie tensy dié ver-

‘eniging ingevolge artikel een-en-twintig van die Maat-

skappywet, No. 46 van 1926, as "n maatskappy sonder

- winsbejag geregistreer is.

_Aanstelling van 'n verantwoordelike mediese _beam,zire.
2. (1) Elke bloedskenkingsvereniging moet *n geneesheer
aanstel as die mediese beampte verantwoordelik vir die

_bloedoortappingsdienste wat hy lewer..
' (2) Hierdie geneesheer is die lisensichouer.

Aanstelling van 'n adiunk-'mediese:beampré. en van P
g assistent-mediese beamptes. -
*3.’n Bloedskenkingsvereniging kan—. .~
(@) ’n geneesheer as 'n adjunk-mediese beampte vir die
.- - lisensichouer; en, .. - .. o ool wnons
~ (b) geneeshere as. assistent-mediese beamptes - vir, hom
. . - aanstel.. .. . SRS NG CINE I S T

_ Funksies van die lisensiehouer.

14 ('_1_).';I}ie--'liscqsi'choucr_.'oe_fe_n:_'_algeﬁ_e:_l:_: ;béhacr. I.llI en is -
- verantwoordelik daarvoor om toe te sien dat alle mediese, .

‘tegniese, administratiewe en klerklike prosedures wat deur

| die vereniging en sy takke, as daar is, behartig word ten

‘opsigte van die bloedoortappingsdienste wat hy lewer en

‘wat in hierdie Bylae voorgeskryf word, behoorlik uitgevoer
‘word, en is ook verantwoordelik daarvoor-om toe fe-sien

‘dat daar aan al die toepaslike vereistes van Deel I.van

hierdie regulasies en van hierdie Bylae ten volle voldoen
~word. B wF S : i T

(2) Die lisensichouer moet die lisensi€ringsowerheid
onverwyld skriftelik verwittig van— <
() 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 vereniging
as sy adjunk-mediese’ béampte aangestel is; of
(ii) enige verandering wat in die aanstelling van die
" adjunk-mediese beampte gedoenis.

(3 (a) Die lisensichouer inoe’t -dic-..'li_sensiéﬁngsowerheid'
skriftelik in kennis stel van enige veranderings wat deur

" die vereniging aangebring is of wat . aangebring staan te
e s _ VALY .

() dic benaming, besigheids-, pos- of telegramadres of
telefoonnommers van die vereniging; - :
© (i) die statute van die vereniging; en

_ (iii) die organisasieplan van, of die metodes en prose-

" dures gevolg deur, dic vereniging tenopsigte van
die bloedoortappingsdienste wat hy lewer en waar-
van beskfrywings ingevelge regulasic '8 van hierdie

* ‘Bylae veréis word. - T o

ool
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(b)Y 1n. the ‘case whén changes are to be made in the |

methods and procedures which require, under the relevant
regulanons of this Schedule, the approval of the licensing
-authority, the contemplated ‘changes ‘shall be ‘notified to
h%lm before they are made and they shall not be put into

- operation until his approval has been received by the

licensee.  Other changes of which notification to the
_ licensing authority is requu‘ed shiall be notified to him by
__the licensee as 00D as 1t 1s e ‘sonably pracuca] to do so.

(4) The hcensee shall furmsh ‘the llcensmg authouty

vwnh :a copy. of the annual report of the society as soon as.

is reasonably ‘possible :after its ‘publication.

Funcf:ons of the Deputy Medrcal Oﬁ?cer

5 (1) The deputy medical- oﬁicer shall be under the
admlmstratwe control of the licensee and shall undertake

and be responsible for such blood transfusion duties as-

are delegated to him by the latter. The deputy medical

officer shall also be the understudy to the licensee and.

shall have full powers to act as such ‘whenever the latter
is temporarily not available for duty. The deputy medical
. rofficer shall then be responsible for carrying out all the

duues of the licensee as prescribed by these regulations.

L@ Should the licensee permanently rel_mq_ulsh_ 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

durmg whlch appllcatlon may be made for a new licence. |

: The Lscemee or rhe Deputy Medxca! Oﬁice; a!ways 10 be

A vwlable

LIS |

_ by the society

Functions of the. Assistant - Medical Oﬁ%‘ers

i 7:The " assistaiit medical officers shall be . under the'
admmlstranvc control of the licensee, shail undertake such |-
“Blood transfusion duties as are delegafed to-them by him
and shall be responsible to him for complying with all the'

prowsxons of thls Schedulc wh1ch relate to such dutles

Appkcanons for Blood Dc}ncir Soc:e!)’ chences

“4'blood donor' society @ the medical officer in charge of.

“the blood transfusion ‘services rendered by it shall forth- |

“with: apply, in ‘writing, to- the licensing authority for a
“blood donor society licence and:shall furnish w1th hlS
ﬂpphéat{on thc follomng mformauon — :

(a) His surname ‘christian names, poslal address and}
medical qualifications. are registered by the South-

" ‘Alfrican Medical and Dental Council. :
' gb) The demgnat:lon the busmess posta] and telegraphlc

donor somety,
x Society stating that—~ .

porarily appointed by it as the medical officer
[in:eharge of “its. blood. transfusion. servmes

: ' take c’ﬂ:‘ect and

_ (iti). if . the appomtment is a tcmporary one, the
peraod_;_ for . wh;ch the. appomtment has been
made. .. . - i

I';:‘(d) ‘A_oopy of the Artncles of Assocxatxon of the society

. and 1o, ¢ _
them, a certificate to this “effect from the ‘public
officer of the society.,

A Every mcdr.cal practﬁroner who is. appomted by |-

~addresses and the. telephone numbers of the blood |

4 ﬁ:i Ry Sigen bY ﬂle pﬂlbhc olﬁcer of the blood |~ "

e £} the applicant has™ been permanently or' tem-'--_

laté: from whlch such appomtment is to R g

cor, if such'a copy. has been ‘previously furnished |
s have subseqaenﬂy ‘been made in

(b) In die geval waar verandermgs aanoebnnu moet word

‘in"die metodes en. prosedures wat mgevolore die¢ toepaslike

regulasies van hierdie Bylae die goedkeuring van die lisen- -

-siéringsowerheid . vereis, moet die beoogde veranderings
~aan hom mccgeaeel

word voordat dit aangebring word en
moet dit nie in werking gestel word voor sy gavdkeurmg
deur die lisensichouer ontvang is nie. Ander veranderings
waarvan die lisensiéringsowerheid in kennis gestel moet
word, moet deur die: lisensichouer aan hom meegedeel
word so spoedlg as wat dit redehk mosmlzk is om dxt te

- doen:

'(4) Die lisensichouer moet aan die lisensumvsowerheid
'n eksemplaar van die jaarverslag van die vereniging besorg
en spoedig as wat redehk moontlik is na die publikasie
daarvan. :

Fzm.-’ésfes van die ad funk-mediese beampte.

5.(1) Die adjunk-mediese beampte stazn onder die
administratiewe beheer van die lisensichouer en moet die
bloedoortappirgsdienste wat deur laasgenoemde aan hom
opgedra word, onderneem en ‘daarvoor verantwoordelik
wees.. Dic adjunk-mediese beampte neem ook in die plek

van die lisensichouer waar en het volle bevoegdheid om

as die. hbensmlwucr op te tree wanneer ook al laas-
genoemde tydelik nic vir diens beskikbaar is nie. Die
ad;unk -mediese beampte is. dan verantwoordelik vir die
uitvoer van al die pligte van die hsenmehouer 8008 in

- hierdie regulasies voorgeskryf.

(2) Indien .die lisensichouer sy phote as dle medlese-

“beampte verantwoordelﬂc vir die bloedoortappingsdienste -

wat deur die vereniging gelewer word, permanent neerlé,
kan die ad]unk-mcdlese ‘beampte as die lisensichouer op-
free vir 'n tydperk van hoogstens 30 dae waartydens aan-

s | soek om ’n nuwe Lisensie gedoen kan word.
. 6. Either the hcensee or the deputy medlcal officer in Lol .

charge shall be available at all reasonable times for the:
proper control of the blood transfusmn serwces rendercd_‘

Die hsens:ehoaer of die adjunk-mediese beampte moet
: altyd beskikbaar wees.

6. Of die hsens:ehouer of die verantwoordehke adjunk-
mediese beampte moet op all redelike tye beskikbaar, wees

'om behoorlik beheer it te oefen cor die bloedoortappings-
dienste wat deur die _:veremgmg gelewer word. '

- Funksies van die assistent-mediese beamptes. .
7. Die assistent-mediese beamptes staan onder die

- administratiewe beheer van die lisensiehouer, onderneem

die bloedoortappmgsdlenste wat deur hom aan hulle

| opgedra word en is aan hom verantwoordelik vir die vol-.

doening aan al die. bepahngs van, hlerdle Bylae wat op
dle pligte bctrekkmg het.’

Aarwt)eke om hsenszes wr bloeds!{enkmgsveremgmgs :
8. (1) Elke geneesheer wat denr n bloedskenkmgsver-

‘cmgmg aangestel word as die mediese beampte verant-

woordelik vir die bloedoortappingsdienste wat deur: die

| vereniging gelewer word, moet onverwyld by die lisensié-
'-rmgsowerheid skriftelik aansoek ‘doen om 'n lisensie- as
"’n bloedskenkingsvereniging en moet. dle volgende mllgtmg
‘saam.met die aansoek verstrek——" . -

(a) Sy Van, voorname,, posadres.en- mechcse kwahﬁkasws-

" s00s deur die Suid-Afrikaanse Geneeskundige.en

.. - Tandheelkundige Raad geregistreer, .

(b) Die benaming, die besigheids-, pos- en telcgramadres

.. en die telefoonnommer van die. blaedskenkmgs-

.. vereniging,

(c) 'n Brief deur dtc skakelbeampte van die bloed- -
. skenkingsvereniging onderteken ‘Waarin gemeld
word dat—

(i) die apphkant pennanent of tydehk deur die
vereniging dangestel is as die mediese beampte
“verantwoordelik vir sy bloedoortappingsdienste;
(i) die datum waarop dle aanstcllmg van krag
word; en .
(m) indien dit n tydehke aanstellmg is, die tyd-

_perk waarvoor die aanstelling gedoen is.
N (d) n Afﬂknf van die statute van die veremgmg of,
“indien so 'n afskrif voorheen verskaf is en geen
~ veranderings later daarin aangebring is nie, 'n
sertifikaat met dié strekkmg van dJc skakelbcampte

van die veremgmg. _

“n



v

12 L GOVERNMENT GAZETI‘E EXTRAORBiNARY 30 NOVBMBER 1962

(e) A ,short descr:phon by the apphcant ofs i
‘the plan of organisation of and the mcthods and |

procedures to be adopted by the socu:ty in respect _'
" of the blood. transfusion services which it will

~ render and with special reference to those methods

and procedures for which, under the relevant

...~ regulations of this. Schedule, the approval of the
- licensing -authority is reqwred o

This description shall mclude a]l the fol!owmg
pamculars -

(1) An outlme of the scope of the blood trans-
fusion services to be rendered by the socrety

< (11) A descnption of the general plan of organisa-
tion to be adopted by the society in order to
prowde these services. : ;

(m) An outlmc ‘of the geographlcal boundaries of
the region Wthh is normally to be served by
the society.. . :

(w) A hst of the branches of the society, their |
" postal and telegraphic addresses and telephone |

numbers, the scope of the services to be pro-
~vided by, and an outline of the area nor-
mally to be served by, each branch.

(v} A descnptlon of the system fo be employed

- by, the society ‘for the keeping-of all records
which are prescribed in the relevant regulatlons
of thJs Schedule ,

fies” (w) A s:;atcment— ;

"~ asto what extent the blood transfusion equip- |

* ment, which is referred to in regulation 17 of
this Schcdule is to be of a disposable or of a
non-disposable nature and. as to what extent
this equipment and any antlceagulant solution

U is to be prf;pared ready for use and supplied

to the society by a commercral organlszrtlon,.

-e.g. a local manufacturer Or importer.
: If any of this equipment is to be prepared
_ ready for use, or re-use, or if any dnticoagulant

‘solution. is to be prepared for use, by the |

- society, a description of all: the technical
_methods and procedures which are to be

employed by the society to ensure that all such. |

~ equipment and anticoagulant solution is safe
- for- blood. transfusion-: purposes: and will not
“render the blood toxic, nor: pyrogemc and will

(e) n Kort beskrywmn depr dle apphkant van

._die ‘organisasieplan +;a11 _die - vereniging. en ¢
mctodes en. prosedure. wat deur hom gevolg. sal.

' derhede insluit—

word in verband met| die bloedoortappmwsdaenste

wat hy sal lewer en ﬂ*liet spesiale verwysing na die

- metodes -en - prosedure waarvoor, - ingevolge. .die
toepaslike regulasies van. hierdie Bylae. die goed-
‘keuring' van. dié: hsenclermgsowerheld vereis-word.,

Hierdie beskrywm_cr moet al dle volgendc beson-

(i) 'n Aanduiding van d _'\.,_'mvang van dlc bieed-.
b 8 er)rrap;‘:n:ngsdienst«Pa wat dsur dle veremgmg
gelewer sal word. - ;

“{ii) 'n’ Beskrywing van die algemene orszamsasw-:
' plan wat deur die vereniging gevolg: sal word :
ten einde hierdie dienste te: verskaf:

(ih) 'n_Aanduiding van die:geografiese grense van'
die streek wat normaalweg deur die. veremgmg ;
“bedien sal ‘word. i

' (iv) 'n Lys van die takke van che veremgmg, hulle

pos- en telegramadresse en telefoonnommers,
~ -die omvang van die drenste wat deur elke tak_

verskaf sal word en 'n’ aanduxdrng van die
~ gebied wat nor aiweg deur elke tak bedien
* sal word. :

“(v) ' Bcskrywmg van dle stelsei ‘wat deur die

vereniging. gebrulfk sal word vir di¢ hou van
al die rekords WETt in die toepaslike. rcgulasws
van hierdie ‘Bylae voorgeskryf word.

(v)) 'n Verklaring—

betreffende_dic“mate waarm die bioedoortap-
pingsuitrusting wat in regulasxe 17 van hierdie

_ Bylae gencem word afskafbaar of behoubaar
sal wees, en betreffende die mate waarin hierdie
u1trustmg en emge teenstellmgsoplossmg deur
n - kommersi¢le goamsasre, by, ’n. plaaslike
“-vervaardiger of invoerder, gereed vir gebruik
berei sal word en. aan dle veremgmg verskaf
gal Wordy el + o b, :
- Indien van hm;rdie u1trust1n0 deur d1e, wer-

* eniging vir:+ gebruik . of - hergebrulk ‘gereed-
gemaak moet word of indien 'n 1eenstollmgs-
oplossing  vir - gebruik berei moet word, ‘n
beskrywing ‘van jal ‘die tegniesc metodes en

~ prosedures wat deur die vereniging gevolg sal
‘word-om te verseker dat al dié uitrusting en

~ teenstollingsoplossing velhg is vir bloedoor-
tappingsdoeleindes en nie. die bloed toksies of

* i pirogeen sal maak nze e d : s’terll’iteit daatvan

| mamtam its sterility. :
© K any of this equipment or antscoagu]ant

-solution is to be prepared ready for use by a . )

sal behou, 1 =

; Indien van hie:
oplossing deur ’

dle urtrusting of teenstolhngs-
kommersi€le organi: asie vir.

commercial organisation, a statement as to the |

- ‘name ‘and address of the organisation which
- is ‘to be responslble for the supply of each
dtem to the society. _

~-as is required by the releyant regulations of

- this Schedule. If any of these prescribed tests |-

“are: not to be carried out by the society but
by some independent institution on its behalf,
a statement as to the name and address of the
institution which the society proposes should
carry ‘out these tests. . _

é) It shall h0wever, not be necessary for the apphcant .
(2) Dlt is egter nie nodig dat di

'-hsensne vir 'n bloedskenkmgweremgmg bogenoemde. inlig-
ting verstrek nie indien di¢ infigting reeds verstrek en die’
lisensiéringsowerheid in kennis gestel' is van al:die ver-
' andermgs wat later daarin aangebring s, mits—

(a) die applikant in sy ‘aansoek spesnﬁek verwys na al

' Eor a blood donor society licence to furnish any of the

‘information listed- above if such information has already

been furnished and all subsequent changes notified to the
‘lloensmg authonty provided that—- :

(a) the apphcant in his apphcatlon refers spcc1ﬁca‘lly

‘to- all such prevrous]y furmshed mformatlon and'

(b) he cernﬁes that no- other changes ha:ve smoe been ]

made,
R

-;“(V“) A descnptmn of “all the techmcal methods | -
. and procedures which are to be employed by Jrotes
the society in respect to the testing of blood |

(b) hy sertifiseer dat gee_n \-,%l__tf_lg

" gebruik gereedgemaak of berei mo )1
verkiaring ten opsigte van die naam en adres
van die organisasie wat vir die verskaffing van
-glke ifem aan die. varenlgmg vcrantwoordehk
- moet wees. . L i :

: (vu) n Beskrywmg van al dlc tegmesc meto es en

prosedures wat deur die vereniging gevolg sal
word ten opsigte van die toets van bloed scos

_ vereis ingevolge |die toepasllke regulasms van
" hierdie Bylae. Indien enigeen ‘van hierdie
~_voorgeskrewe proewe nie deur de"veremgmg
self vitgevoer sal word tie, ;maar vir hom deur

"1 onafhanklike 1111'1gt1ng,I n verk]armg ten
opsigte van die naam en adres van ‘die inrigting
wat deur die vereniging voorvrestel word om

** hierdie proewe ‘tlt te voer; '

applzkant vir die

-~ di¢ inligting wat voor. heen verstrek 157

aangcbrmg is nie.
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(3} The hoensee sha,il also furnlsh m the hcensmg_

authonty such  other written * information as ‘may - be

“required by the latter in respect of the orpanisation of and
‘miethiods and procedures adopted by the :society for the

-:"tendermg of 1ts b]ood transfusmn semccs

"fNorfﬁcaIzon by- the Pub!:c Otﬁcer
7% Licensee-has Ceased to Acta
Charge of the Society's: ‘Blood T ransfusxon Services.

9. Should the Ticensee for a

- of the society 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 medical ofﬁcer in charge has been appointed
by the society. - e

'Orgmumnon of Btaod Donor. Societies into European and
e 4 Norz-E.wOpean Dms:ons '

10 Blood donor societies or branchos of such societies
_whnch recruit both European and non-European blood

_donors shall be organised into separate European and |

non-European divisions: so. that—

(a) European:and non-European blood donors are bled
on separate premises or are bled on the same
- premises but are suitably separated; and

(b) the records of European a.nd non-European .donors |
and of thcn‘ bIood donatlons are kept separate

) Reg:stratxon of Biood Dorors..

(i) All persons who donate: their blood o a blood

donor society shall be' registered by that society in a

marnaer approvcd by the hcensmg authonty, as blood |-

:-'donors ;
.|(2) On TCngtl‘dt]Oﬂ all t,he - particulars. - which = are

.r]oqulred by regulation: 37 (1) of this Schedule in respect

of each donor ‘shall be recorded.in-a manner approved
by the licensing authority except that the: particulars’ in

respeet of the blood group of the donor shall be delayed

“until: thé: necessary blood tests have been completed

. Donations.”

e 12 (I) Blood donors shall bc not less than elghteen' _

_years’ of age.

w dn any one occaswn and

elghl weeks.

'(3) On the day of the 1ntended w}thdrawa] of the blood &

. donahon from ‘a- donor ‘and before such blood ‘is with-
d:awn ‘the following procedure shall be carried out:—

{a) The blood donor shall be adequately identified as |

a partlcular ‘person. who is registered or is bomg
 registered by the society-as-a blood donor.

~ practitioner- and by a method which has been
' appmved for this purpose by the licensing authority.

.-} Females. with a haemoglobm level of less than

1 oo 1205 grams and.

(i) males with a haemoglobm level of less than s

13-5 grams

ol haemoglobin per 100 millilitres of blood shall
not be bled for blood donations. .

44 {c) The physical fitness of- the donor for giving a blood_
- _donation shall be assessed by a medical practmouer.
.+ .who shall base his opinion upon the donor’s medical | -

“history .and: upon..such clinical examination and

.., tests that the practitioner conslders to be necessary

"'under the ctrcumstanoes. MO

,tke Soc;ety that the.
the Medical Oﬁ%cer in

. any ‘reason relinquish - ]ns_ -
post as the medical officer in charge. of the blood trans-
- ‘fasion services rendered by ‘the society, the public officer

-.fond:t:ons under whu:h Blood Donors may make Blood ;

: = | wees.
1 2) (@) No blood donor shall have more than 500 mﬂh--.-_'
< litres of blood  withdrawn from h:m as. a blood dOnatxon 3

® A determination of the haemoglobin level of his |
. blood shall 'be made under the conirol of a medical | -

(3} Die llsenmehouer moet 00k "dié. andcr skmftellke

__mhgtmg aan’ die: hsenswrmgsowcrhcld vetstrelc wat’ deur
: laasgenoemde vereis word fen opsigie van die organisasie
| van die vereniging en die metodes en- prosedures ‘wat deur
‘hom gevolg word “vir die. lewermg van sy bloedoor-

tappmgscllenste

' Kenmsgewmg deui die. Skakelbeampre van: d:e vereniging

~ dat die lisensiehouer opgehou het om as die. verant-
- woordelike mediese-beampie van d:e Vereniging se
B!oedoortappmgsdaensre opte tree..

9. Indien die lisensichouer om enige rede sy betrekkmg

neerlé, moet die skakelbeampte van die vereniging die
hsenswrmgsowerheld onverwyld skriftelik van ' dié feit in
kennis: stel en laasgenoemde verwittig van die. nzam van
die ad;unk-medlese beampte wat die diens ‘sal voortsit tot-

{ dat ’n‘nuwe verantwomdehke medles beamptc deur die
“vereniging aangestel is.

Indeling van bioedskenkmgsver emgmgs in maAe en
nie-Blanke afdelings.

10. Bloedskenkmgsvelemgmgs of takke van-dié vereni-
gings ‘wat sowel Blankes as nie-Blanke b

- werf, moet in afsonderlike Blanke en nie-Blanke

ingedeel word sodat—

(a) bloed van BIanke en nie-Blanke bloedskenkers op

- afsonderlike persele getap wordof op dieselfde
perseel waar huIle behoorhk van mokaar geskei is;
en - :

~(b) die rekords van Blanke en’ me-BIanke skenkers en
'di¢ van hul bloedskenkmgs apart géhou word,

Reg:sn asie van bfoedskenkers

‘(1) Alle persone wat- hulle bloed aan ’n bloed~
skcnkmgsveremgmg skenk, ‘moet- deur daardie vereniging,

~op.’n wyse deur die 11scnsxermgsoWerheld goodgekeur as
" bloedskenkers geregistreer word.

(2) By registrasic moet al die besonderhede wat mge-

volge regulasie 37 (1) van hicrdie’ Bylae ten ops;gte van
elke skenker vereis word, aangeteken word op 'n wyse deur
| .die llsenmeungsowerheld goedgekeur, behalwe dat die
besonderhede ten opsigte. van die bloedgroep van die

skenker weggelaat -moet. word totdat dze nod:ge bloed-
proewe voltooi is..

Voorwaw‘des waarop bloedskenkers b!oed kan skenk
12 () Bloedskenkers moet mmstcns agnen jaar oud

(2) (1) Geen: bloedskenlcer mag by een cnkele gclcentheld

“mieer as 500 ‘mililiter blood van hom laat trek as ’n-bloed-
i skenkmg nie;.en -

5 ' (ii) The interval bctween any two' consecutive blood 1
donanons from any one donor shall be not: less than

(i) die. tydpcrk tussen emge twee agtoreenvolgende
bloedskenkmgs van. een enkele skenker moet mmstens

-agt weke wees. - :
(3) Op die dag: van dro 'voorgenome tt;ekkmg van d:e £

bloedskenhng van ’n skenker en voordat die bloed getrek
word, moet die volgende prosedure gevolg word.: —

- (@) Die bloedskenker moet voldoende geldennﬁseer
‘word as 'n bepaalde persoon wat deur die vereniging
; as n blocdskenker gcregstreer word of gereglstreer

by Dle hemogloblengehaltc van sy bloed ‘moet vas-
gestel word onder die beheer van ’n geneesheer en
. volgens n metode wat' vir hierdie doel deur dxe
l:senmermgsoworheld goedgekeur is. :

- Bloed mag nie van—

(i) vrouens met 'n hemogloblengehalte van mmder
as 12- Sgram en "k

(if) mans met ‘n hemogloblengeha]te van mmder as
135 gram

hemoglobien per 100 mﬂhhter bloed vir bioed-
-skenkings getap word nie.

(c) Die liggaamlike gesklkthead van dle skenker Vir
bloedskenking moet deur ’n geneesheer vasgestel
“word wat sy mening moet baseer op die skenker se

- mediese geskiederiis en op dié kliniese ondersoek en
- proewe wat di€ geneesheer m dle omstandlghede
5 nodlg ag. ’

? S el »

_as ‘mediese beampte - verantwoordelik - vir die bloedoor-
: tappmgsdlenste ‘wat' deur die vereniging. geiewer word,

¥
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- No person who does not appear to be physically

fit to give a blood donation and oaly a person who |
appears to be free of diseases transmissible by’
blood transfusion shall have blocd wuhdrawn for-|

this purpose
“except that— s = :
(i) persons _with a prewous hlstory of malana.

‘which, at the time that they offer their blood; |

appears to be quiescent may be bled—-—
for human biood
provided that— :
- such blood shall only be 1ssued as human blood

under such conditions as have been specnﬁca]ly
‘approved by the licensing authority, or

. for blood to be pmwssed into preparations
of human blood i

prcmded that—

g each contamer into which the b]ood is received
is ‘labelled in accordance with' the prowswns
“of regulation 31 (2) of this Schedule and

(ii) persons with- posnwe “serological tests: for

syphilis may be bled for blood to be 1ssued as |

~ ‘human blood
- provided that—

their blood ‘is stored in aocordance ‘with Tegu- |

lation 24 M (ii) of thJs Schedule before it is
90 lssued :

(d'} No person shall make a blood donat;on, elther for
issu¢ as human blood or for processing into a
eparation of human blood, if he has a history of
ﬁlz.wmg suffered from m‘al hepatitls at any time.

except- that—

" if such a person is conmdered by a medical prac-

titioner to be physically fit for such bleeding, he

may be bled for the purpose of obtaining blood'

< “for the: preparation of - spemﬁc tcstmg serum.

- Premises on which Bfood Donarzons are. made,

" 13. The premises on which blood donations are made
by blood donors shall be smtable and -adequate for this
-purpose

Operatzon of W:thdrawd of B!ood )‘or Bload
s Donanon Purposes

14, (i) {0) The operatlon of withdrawal of blood from

a blood donor. for blood denation purposes shall be |
catried out in conformlty wnh aoceptable methods of

_ asepsrs and -

(b) the operauon Gf msertlon of the naedle into the
vein of the donor shall be made by a ‘medical practitioner -

‘who shall either complete the: operauon of .withdrawal of
the blood himself or shall supervise its completlon by a
smtably tramed technician, -

() The container” iiito whjch the blood donatlcn is)

received shall contain blood from one donor only and this

contamer shall be the same container in which that dona-
‘tion is Jssued as human, blood or is forwarded to a blood -

' “processing laboratory for,processmg into a preparatlon of
human blood.

(3) The amount of blood which is received into the
‘container ‘shall exceed 75% of the total volume of the-

contents of the container’ made up by the bIood and the
) antlcoagulant solution.

Ia‘enuﬁcanan Marks of BZood Donatcons

15. Every container of a blood donataon shall be ‘marked

in a manner- whxch shall—

. (a) allow of the prompt and accurate identification of 1

that particular blood donanon and

(b) have been approved for this pufpcse by the

i llcensmg authonty
5 14 -

1 op 'n wyse wat—

Van geen persoon wat nieklaarblyklik hggaamhk :
geskik is vir bloedskenking nie en slegs van ’'n
persoon wat blykbaar vry is van siektes oordraag—
baar deur 'n bloedoortapping mag bloed vir h1erd1e
doel getrek word, behal\'Te dat—

(1) bloed van persone met ’n vorige geskiedems
van malaria, wat
"' bieding, in.’n b]y
getap kan word—

vir mensbloed
mits—

dié bloed slegs as mensbloed ultgerelk word op
die” voorwaardes wat spes:ﬁek deur die hsen-
s;ermgsowerheld goedgekeur is, of ;
vir bloed " wat tot preparate. van mensbloed '
bewerk moet word ; . '

mits—

- elke houer waarin dle bloed opgevang word
van 'n etiket voor51en word ooreenkomstlg die-
bepalings' van regulasic 31 (2) van  hierdie -
Bylae; en

(i) _bloed van persone met posztxewe -serumprocwe
vir lues getap kan |word om as mensbloed uit-

. gereik te word ' :
. mits—

hul bloed ooreenkomsug rcgulasxe 24 (D (i)
van hierdie Bylae opgeberg word v_oordat dit
aldus ultgerelk word. ; b

lfn tyde van Tl bloedaan-
baar rustende toestand is,

(d) Niemand mag bloed skunk nie, Of vir u:trelkmg as
mensbloed Of vir bewerking tot 'n preparaat van
mensbloed, indien hy volgens sy geskiedenis op
enige tydstip aan vmlshepat:ltls bely het behalwe '
dat—indien s0 'n persloon deur ’n geneesheer ‘lig-

gaamlik geskik geag word vir di¢ bloedtapping,

~ bloed van hom' getap 'kan word vir die doelom
‘bloed te verkry vir d}e bereldmg van spemﬁpke '
proefserum ' :

Perse!e ‘waarop. bfoedsiaenkmgs gea'oen word. '

13. Die persele waarop - loedskﬁnkmas deur: bloed—
skenkers gedoen word, ‘moet gebklk en doeltreffend vir
die doel wees L \ ; gty

- Die bfoedtrekproses vi:; lrfoedskenkiﬂgsdoeféindes,

14. (D) (@) ch trek van bloed van 'n bloedskenker vir

_bloedskenkingsdoeleindes moet in ooreenstemming met

aanneemlike aSepsmmetodes ultgcvoer word; en’

(b) Die insteek van die: nalf.i in 'die aar van die skenker'
moet deur ’n geneesheer ger:ioen word wat Of self die

_bloedtrekproses moet voltooi| 0f toesig moet hou oor dic
voltooiing daarvan deur 'n behoorlik: opgelelde tegmkus

(2) Die houer waarin die bhoedskenkmg opgevang, word
moet bloed van slegs een skenker bevat en hierdie houer
moet dieselfde houer wees waarin daardie skenking as

‘mensbloed ultgerclk word of na ’n. bloedbewerkingslabo-
ratorium vir bewerkmg tot. n prepafaat van mensbloed

gestuur word. 5 ! S

(3) Dic_hoeveelheid bloed | wat in die houer opgevang
word, moet meer wees as 75 ersent van die totale volume
van die inhoud van die houer wat uit dlc bloed en dne
tecnstolhngsoplossmg bestaan :

Idenaﬁkasremerke van b!oedskenkmgs. :
15. Elke houer met 'n bloedskenklng moet gemerk word

(a) onmiddellike en noukeunge 1dent1ﬁka51e van daarche
bepaalde bloedskenktrg moontlik maak; ‘en

(b) vir hierdie doel deur die hscnswnngsawerhmd goecl-
gekeur is.

Lr



BUI’I‘BNGEWONE STAATSKOERANT 30 NOVEMBER 1962 wa g it 7 gl

2Ll Blood Batckes

16 (1) A batch of blood shall consist of all the con-

tamers of blood donations which are made at any one
.bleedmg session..

) A]l conthiners of blood donatlons belongmg to a

particular batch shall be identifiable as belonging to that

batch by a method  which 1s approved by the hcensmg .

' authonty

Blood Tmmyfman Equzpmenr

17 (l) The blood transfusion équ(pment whlch is

covered by this regulation shall include—

(a) the apparatus used by a blood donor society to
withdraw blood for blood donation purposes from
“a blood donor, ie. “taking sets”, = -

(b) the blood containers used to receive the blood
. - donations ‘upon. thelr w1thdrawal from the donors-

~and
(c) any. apparatus which is used or issued by the somety

to admimster ‘blood infusions to patlents e

“giving sets ™

(2) Every ‘blood. contalner shall ‘be suﬂicwntly trans-
_parent to allow of its contents to be seen readily and shall
have a hermetic closure which shall effectively protect the
contents of the container from contamination with micro-
- organisms and which shall also reveal whether the con-

tainer has been opened or entered after the bleod donation

has been’ mtroduced

{3) The whole apparatus for thc w1thdrawa] of a blood
donatlon from a donor, i.c. the “taking set” and the
_blood container, shall, when connected, from either a
closed system or a vented system and, if the latter, the air

- vent shall be such that it will effectively protect the con- !
tents of the container from contammatlon wnh micro- |

orgamsms _ _
(4) “ Taking sets " used by and ° lemg sets ™ used or

issued by a blood donor socmty shall be packed in-a.

manner approved by the. licensing authority, in individual
sealed packages which shall protect the sets from con-
tamnatlon with micro- orgamsms ;

" (5) (a) Blood transfusion equlpmenl in whole or in
part shall be either-— . -
(@ .ofa dzsposab;e nature and mtended for use once
on}y, or

(11) of. a non d}sposable namre and 1ntcnded after e

suitable preparation, for re-use..

. 1. (by Disposable eqmpment :shall be used once m]y for
___;blood transfusion purposes.”

: ll (6) (a)- Blood transfusion eqmpment and amlcoagulant

solutions may be prepared ready for use aﬁd in the case

Jl}f equipment, for re-use hy el,thcrw
@) the society or . " " A
(n} a ‘commercial orgamsatlon for suppiy to thc somety

(b) Any blood transfusion eqmpment which is prepared
for use or re-use; and any anticoagulant solution which is
“prepared for ‘use, by'a blood donor society shall be

“prepared by methods and procedures which will ensure the

safety of the equipment and the ant:coagulam solution for
blood transfusion purposes and in _particular shall not

render the blood toxic nor pyroge'uc and" shall maintain

its sterility. _
; Such methods and procedures shall be— "

(1) in conformlty Wwith the" ‘pl‘OV]SlO”lS ‘of any Sc:hedule

; relative to blood transfusion equipment and anti-
i+, coagulant. solutions which may be promulgated
! .,._-under the Therapeutic Substances Regulations

© " Act (Act No. 13 of 1928); and * _
- (ii) approved by the hcensm‘g authority. ,

" framed under the Medical, Dental and Pharmacy i

. Lotte bfoed

16 (1) n Lot bloed bestaan uit al die houers met b!oed-
skf:nkmgs ‘wat by een bloedtap‘pmgsgeleenthmd gedoen
word.

2) Alle houers met bloedskenkmgs wat tot n bepaa]de
lot behoort, moet geldentlﬁseer kan word as behorende tot

-daardie lot deur ’n metode wat deur die lisensi€ringsower~
.held goedgekeur word. :

P Bloedoartappmgswtrustmg :
17. (1) Die: bloedoortappmgsuﬁrustmg wat deur hlerdle
regulasie gedek word, moet -uit die volgende bestaan—

(a) Die apparaat wat deur ’n bloedskenkingsvereniging

: gebrulk word om van ’n bloedskenker bloed te trek

vir d.w.s. *trektoe-
stelle

(b) die. bIoedhouers wat gebrmk word om die bloed- |

P skenkmgs Op ‘te vang" nadat dit van die skenkers-

getrek is} 'en

(o) emge apparaat wat gebruik word of deur die vereni-

ging uitgereik word om bloed aan pasnente toe.te

dien, d.w.s. “ toedientoestelle 7.

bleedskenkmgsdeelemdes,

" (2) Elke bloedhouer moet deurskynend genoeg wees
sodat die inhoud daarvan maklik gesien kan word en moet
'n hermetiese versegling hé wat die inhoud van die houer

" op doeltreffende.- ‘wyse teen besmetting deur mikrotrganis-

mes beskerm en wat ook toon of die houer oopgemaak of
oopgesteek is nadat die. bloedskcnkmg daarin gesit is.

(3) Die hele apparaat vir die trek van ’n b]oedskenkmg.
van ’'n skenker, d.w.s. die “ trektoestel ” en die bloedhouer,
moet wanneer dit verbind is, Of 'n geslote stelsel uitmaak

of 'n stelsel met n lugopemng, en, indien laasgenoemde

moet die lugoperning van so 'n aard wees dat dit die inhoud
van die houer op doeltreffende wyse teen besmettmg deur

- mikrodrganismes beskerm.

(4) “ Trektoestelle” - wat deur - - bloedsken'kings— K
veremgmg gebruik word en “ toedientoestelle ” wat deur
n bloedskenkmgsveremgmg gebruik of uitgereik -word,

moet verpak word, op 'n wyse deur die lisensiéringsower-

heid" goedgekeur, in. afsonderlike verseélde pakkette wat
die stelle teen besmetting deur mlkroorgamsmes beskerm.

) (a) Bloedoortappmgsultrustmg, geheel of gedeeltehk
moet wees of— - -

(i) van 'n afskafbare aard en bedoel om slegSEeen maal
- gebruik te word; of =,
(u) van 'n behoubars -aard en bedoel na ges]gkte.
- gereedmaking, om weer gebruik te word. ;
(b) Afskafbare ‘uvitrusting moet slegs een maal vir
bloedoortappingsdoeleindes gebruik word. o |
(6) {(a) Bloedoortappingsuitrusting- en teensto]lings-
oplossings kan gereed vir gebruik berei word en, m dle
geval van uitrusting, vir. herﬂebruik deur of—
(i) die vereniging; of : '

(i) 'm kommersncle orgamsasle vie verskafﬁng aan dle
. vereniging. s x '

- (b Emgc b]caedc}ortalgaplngsmtrus{tmﬂP wai deur n bloed

__sken!{mgsveremgmg gereedgemaak  word - vir gebruik of
‘hergebruik en enige teenstollingsoplossing wat vir gebruik

berm word, moet volgens -metodes en prosedures ‘berei

word wat die veiligheid van die vitrusting en die teen-

stollmgsoploqsmg wir bloedooriappmgsdoelemdes verseker

-en veral nic die bloed toksies of . plroae\,n mazk mc en

die steriliteit daarvan behou.
Die metodes en prosc&ures mo"'t-'—'

(@) in 00reenstemmmg wees met die, bepalmgs van

: enige bylae wat betrekking het op bloedoortappings-

uitrusting en teenstollingsoplossings ‘wat uitgevaar-

dig kan word ingevolge di¢ Regulasies op Terapeu-

tiese Stowwe opgestel kiagtens die Wet op Genees-

- here,  Tandartse en Aptekers (Wet No 13 van
1928} en. -

(i) deur die hsens;enngsowerhcld gocdgekeur word
s
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- )] "I_?h.j:__"l_'1’1:-:_361'1?,331‘:.j of a blood 'd('mor'so;iety”shall_'—’
(i) when he assumes duty as the medical officer in
charge of the blood transfusion services rendered
by the society, promptly forward to the licensing
authority samples of ail blood {ransfusion equip-
- ment (“taking “sets”,  blood containers and

.. issuing and -+ oo : 4

* (ii) when changes are to be made by the society in such

equipment, - promptly forward to the licensing i

* authority samples of the néw ‘types of equipment

‘which are to be used or issued in future by the | 2

. society. s _
."(3}1.(3_;) The formulae of any anticoagulant solutions to

b prepared or sed by a blood donor society in respect |
of

food to be issued by it as human blood shall be

approved by the licensing authority. = _
_(b). Any: changes. to be made by the society.in respect of

such formulae shall be approved by the licensing authority.

wh " Pilot Tubes. . .
- {18. (1) A sterile pilot tube to contain a sample of the
donor’s blood obtained  at ‘the time the donation was

made, shall be securely affixed in a mdnner approved by

the licensing authority to cach container of blood which
is;to be issued ‘as human bloed. . . .
~ "(2) This pilot tube" shall contain ‘an adequate sample

of the donor’s blood for the performance’of all pretrans--
fuision "compatibility tésts' as may- be necessary and -as
" referred to by regulation 10-of Part I of these regulations.

(3) Fach pilot tube shall have securely affixed to it a |

* label which shall bear the same identification mark for the.

~ donation as does the container of blood and as is provided |-

for by regulation 15 of this Schedule, or in the event of

the pilot tube being an integral part of the container, it

should -have securely. affixed .to it, or printed on it, an
identification mark by which it can be positively identified

with the __pa-ren_t' "'_cﬁnta_iner. .

Broop Group TESTS To BE PERFORMED IN RESPECT OF
- ALL Broop DONATIONS INTENDED FOR - ISSUE AS
. HUMAN BLOOD. o o e e
19. (1) (a) A blood donation which is intended for issue
" as human blood and which has been obtained by a blood
donor society for the first time for this purpose.from a
particular blood donor, shall not be issued by the society

as ‘such unless at least-two separately collected samples |

of the -donor’s blood have each been independently
~ subjected “to ' blood group ftests “as provided for in
regulation 20 of this Schedule. - = 3
(b) (i) The first sample of blood taken for these tests
shall be obtained from the donor before he makes his.
blood donation. The test on this sample shall be known
as the “ donor group test ” in respect of that particular
donor and the result of this test shall be recorded by the
_ society in - accordance with regulation 37 (1) of this

Schedule as the blood group determined in respect of that

- donor.

(ii) The second sﬁmple' of blood taken for these tests

shall be obtained from the donor when he makes: his

‘blood donation. The test on this sample shall be known -

as the *“ donation group test”” in respect of that particular
donation and ‘the result of this test shall be recorded by

the society in accordance with regulation 37 (2) of this |

Schedule as the blood group determiried in respect of that
donation. =~ - : i o

S (2} In t_hosf?_ caseg, however, in which it is not practical
to. obtain a sample of blood from the donor before he
makes his donation, the donation may still be issued as
human blood " e

(g the first sample for the *“donor group test’ is
~ obtained when the donor makes his donation; and-

16~

“ giving sets ') which the society is then.using or |

owerheid goedgekeur word.. -

. | mensbloed vitgereik word 0 °

(1) Die: .lisenéichoué: van .’-1|F ' bl‘ocglskej:tkjngsverénjg'_ing

moet— -

(i) wanneer hy diens aanvaar as die medigse beampte
verantwoordelik  vir die_ bloedoortappingsdienste
 wat deur die vereniging gelewer word, onmiddellik
.. _aan die. lisensiéringsowerheid . monsters van alle’
. bloedoortappingsuitrusting (** trektoestelle ”, bloed-
- houer en_ *“toedientoestelle”’) wat die vereniging
- op daardie tydstip.gebruik of uitreik; stuur; en
(i) wanneer veranderings in:dié uitrusting .deur die
vereniging aangebring word, onmiddeliik aan die
lisensiéringsowerheid monsters van die nuwe tipes
~uitrusting- wat in die toekoms deéur die vereniging
~ gebruik of uitgereik gaan word, stuur.
.8. (@) Die formules van enige teenstollingsoplossing wat

“deur ’n bloedskenkersvereniging berei of gebruik gaan

word ten opsigte van bloed wat deur hom as mensbioed

“uitgereik moet word, moet i.de'i.lur die lisensigringsowerheid

goedgekeur word. -7 bl D L .
(b) Enige veranderings ‘wat die veréniging ten opsigte
van die formules aanbring, moet -deur- die: lisensiérings-

g = o . 'Pi‘oefbicsfeg._-_-
18.(1) 'n 'Stefiele-_proefbl,_iisiél.wat n-monster moet bevat -

‘van die skenker se bloed verkry toe die skenking gedoen -

is, moet stewig aan elke houer met bloed wat vir wit-
reiking as bloed bedoel is, geheg word op 'n wyse deur die

lisensiéringsowerheid goedgekeur. - ... o oo
" (2) Hierdie proefbuisie moet n voldoende menster van

die skenker se bloed bevat vir -die uitvoer van. alle ver-

-enigingbaarheidsproewe voer- cortapping wat nodig is en

wat- in- regulasie 10 van- Deel-I van ‘hierdie regulasies
genoem word. - L A ENE (o N B (NS 8
(3) Elke proefbuisie ‘moet Tn stewig: aangehegte etiket
daarop hé met dieselide identifikasiemerk vir die skenking
as die houer met bloed en $oos by regulasie 15 van hierdie

. Bylae bepaal of in .die geval waar:die proefbuisie 'n .
| integrerende deel van die houeris, moet dit "nidentifikasje- |
“merk hé wat stewig aangeheg is of daarop gedruk is
| waardeur dit positief met di¢
“kan word. .

moederhouer geidentifiseer

BLOEDGROEPPROEWE WAT UITGEVOER MOET . WORD TEN

OPSIGTE VAN ALLE BLOEDSKENKINGS A WAT: VIR UIT-
REIKING AS MENSBLOED BEDOEL IS, | . 4t

. 19. (1) (@) 'n Bloedskenking wat bedoel is vir uitreiking

as mensbloed en wat deur 'n bloedskenkingsvereniging as -
die eerste skenking vir-hierdie doel van 'n bepaalde bloed-
skenker verkry is, mag nie deur die ver¢niging as sodanig
uitgereik word nie, tensy minstens twee ‘afsonderiik getapte -
monsters van die skenker se|bloed elk onafhankiik aan
bloedgroepproewe soos in regulasie 20 van hierdie Bylae

bepaal onderwerpisi: . e [0 e L e b Wk
(b) (i) Die eerstc monster bloed wat vir hierdie proewe
geneem word, moet van die skenker verkry:word yoordat
hy sy bloedskenking ‘doen. Die proef .op ‘hierdie .monster
staan bekend as die ., skcnkerfoe_pprpef_ ” ten opsigte van

dié bepaalde skenker en die resultaat van hierdie proef

moet deur die vereniging aangeteken word ooreenkonistig
regulasie 37 (1) van hierdie Bylae as di¢ bloedgroep wat
tenopsigte van die skenker vasgestelis. = " .

(ii) Die tweede monster bloed-wat vir hierdie proewe
geneem word, moet van die skenker verkry word wanneer
hy sy blcedskenking doen. Die proef op hierdie monster
staan. bekend -as die . skénk-i,ngsc,‘pr(befgmep_’-?- ten  opsigte
van dié bepaalde skenking en die resultaat van, hierdie
proef moet deur die vereniging aangeteken word ooreen- -
komstig regulasie 37 (2) van hierdie Bylae as die bloed-
groep wat ten opsigte van die skenking vasgestelis. * .

*(2) Tn di¢ gevalle waarin dif riie praktics moontlik is om
’n bloedmonster van' die skenker te verkry voordat hy sy

skenking doen, nie, kan die 'skenking egter nogtans as

(@) die eerste monster vir die “ skenkergroepproef ”, ver-
kry word wanneer die skenker sy skenking doen en
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(b) l:hc scconci sample for the * donation ‘group test ”’

is obtained from the blood in the pilot tube |

... attached to the contarncr

and thai—m-. e : : :

(1) durmg the mterval between the performance of the
i donor group” test”

0 the hccnsmg authority
'-?'-..prmted in red thereon
f4 - (Caution: Blood ‘Group Not Conﬁrmed-—

 Waarskuwing: Bloedgroep Nie Bevestig Nie a

-'"-"the' * donauon group test” is performed in- con-

““carried -out at the time the blood is to be- 1ssued
for infusion into a- particular patient:
i) ‘both of ‘these tests (group '
- performed by the labonatory which is under the

! control of the licensee or by that independent
« institution which has been approved, in accordance |

- with regulation 23 (2) (i) of this Schedule; for the

performance of these blood tests ‘on behalf of the |

society; and.

(iv) the results of the * donor group tests ” and - the‘
el ,-as thus determined, are | -
"+ i recorded- in accordance with the relevant provrsrons_

“donation group tes

of. regulation 37 of this Schedule.
(3) Every blood donation, which is intended for issue as:

human blood-and which has been obtained by a blood

dpnor society from a pamcular blood . denor subsequent
- 1o his first donation to that society, of blood and in respect
- to which donation a .“donor group ‘test” has been

performed shall only be issued by the society as such if— |

(a) a sample of blood has been obtained from the donor

- at the time he made this particular blood donation; |
(b) this sample has been submitted to a- blood group |
~test, the “ donation group: test”, for thls partlcular. i

dohation; and

'"(c) ‘the® result of thrxs test-has - bcen recorded by ‘the .
. . society. .in! accordance with regulation. 37 (2)- of |
“this-Schedule “as the blood group determmed An |

respect of that donation.
Blood Group Tests.

20 (13 Every samplc of a denor’s blood, which is to. be
subjccted to blood group tests in accordancc wzth regula- i

tion 19 of this Sohodule, shall be tested— -

o oiand

(b) to determine. wheiher 1t is Rh posmve ot ncgatwe
'_ -(i.e. whether or. not it posrcsses ‘the. Rh

ant:gen) .

- except that

it 'shall not be neoessary to carry ou: thls iattcr test 1f—~'

L) two! samples of blood obtained from the donor on

that he is Rh posmve), and®

1

(u} it has ‘been noted in .the record kept in respect of

the blood group of the doror in accordance with
reguiation 37 (1) of this Schedule that it has been

confirmed by the sec:ond test that he is Rh positive.

(2} ‘The tests which are used to delerrmne whether a
blood donor is Rh positive or negative shall be sufficiently
sensitive to detect variants of the Rh,, i.e. D antigen and

bloods possessmg such varlants shall be recorded as Rh-

posnnc

) it the donor is found not to pOaSEQS the Rh, or D'

antigen or a variant of this antigen, a sample of hrs biood

shall aiso be” tcsted at the earliest occasion which is

: praclical to do so, for the R’ (C) antigen and Rh” (E)
4 antzgen - Any blood found to contain either or both of
these antigens shall be regarded 'as Rh positive and the

blood group in respect of the blood ‘donor Shall be
<-such “inthe records ‘which ‘are kept in

recorded” as
accordance wuh regu]ahon 37 (1) of thls Schedule.

~and ‘the * donation group |°
test . ‘a yellow label is conspictiously and securely
attachod to the container by a-method approved by
1th the ioliowmg words_

‘junction with the pretransfusmn compatlbrhty test.

‘and mpatlbrllty) are-'-'

(a) to dctcrmme 1ts' pnmary biood group (ABO syste-n) .

01D'

““separate occasions and indepéndently tested have
" proved him to possess the Rh or D antzgen (1e 1 %

-~ (b) die. twecdc monster ir. dro skenkinasoroopproof .
van die bloed in die proefbmsre wat aan d'e houer
- oehog 1s, verkry word

en IllltS—— ’

D gedurende die tydper.r tussen ihe vitvoer, van die
“skenkergroepproel ” en die. skenlc-ncrsgroep-

< proef” ‘n- geel’ étiket opvaﬂend en stewig aan die -
houer geheg word op ‘n.wyse wat deur.die lisen-
sigringsowerheid -goedgekeur is met dig volgende

woorde i in rooi letters gedruk daarop —

“Caution: _ Co
Waarskuwing: Bloedgroep Onbevestig.”;

(i) die “ skenkingsgroepproef ” uitgevoer word tesame

“met die verenigbaarheidsproef voor oortapping wat"
uzlgevoer word’ wanneer- die bloed” ultgerelk moet
- word vir toedlenmg'aan n. pasiént;
(iii) albei proewe (groep- en veremgbaarhejds ) uﬁgevoer
_ word deur die laboratonum wat - onder die beheer -
~van- die ‘lisén houer Staan ‘of déur daardie. onaf-_ '
hanklike in; goedgekeur, ooreenkoms_ 21
- lasie 23 (2) (11) van hierdie Bylae, vir die Lutvoer
- van hierdie bIoedproewa vir die- \mremgmg, en

(w) che resultate van die skenkergroeporoewe - en.die
skenkmgqgroepproewe ", sco0s-aldus vasgestel, aan-
geteken . word: ooreenkomstig die toepaslike bepa-
lings van regulasie 37 van hierdle. ‘Bylae. B

(3) Elke bloedskenkmg wat bedoel is vir- uitreiking as.

- mensbloed en wat deur.’n. bloedskonkrnGSVeretlsglng yan ’'n
‘bepaalde bloedskenker verkry is as sy-eerste skeukmg aan ;
--;daardlo vereniging van bloed en-ten opsigte waarvan 'n.
: skenkergroepproef “-uitgevoer is, kan slegs deur die ver-

eniging as sodanig uztgerem word indien—

(@ ’n monster bloed van die skenker verkry is foe hy
hierdie bcpaarde bloedskenkmg ‘gedoen het; :

(b) hierdie monster aan ‘n bloedgroopproef die “sken--
Kingsgroepproef ” vir hrerdlo bepaalde skenkmg
onderwerp is; en. =~ -

(c) die resultaat van h1erd1e proef’ deur die’ veremg,mg_
_aangeteken is ooreenkomstig reguias:e 37°(2) van

van die skenkmg vasgestel is.

Bioedgroepproewe :
20 (1). Elke monster van ’n skenker se¢ bloed, wat 0or-

-eenkomstig regulasie 19 van hierdie Bylae aan bloedgroep-

proewe onderwerp moet word, moet getoets word—

(a) om die primére bioodgroep (ABO-stclsel) daarvan-
. .- vas'te stelyen ;
(b) om- vas_té stel of dit Rh—posrtlcf of -negancf is

(d.w.s, of dit die Rh, - of D-antrgeen bcvat of me) -
behalwe dat

dit nie nodlg is om iaasgenoemdc proef uit te voer me

| indien—

{1) twee monsters bloed wat by afsonderlike geleem- .
“hede van die skenker verkry is en ofhanklik getoets
is, bewys. het dat hy die Rh,- of D- antlaeen het
_ (d.w.s. dat . hy Rh-posmef agpems s :
(i) dit in die rekord gehou ten opsrgte van dre blood- iz
groep van die skenker ooreenkomstlg regulasre.
37 (1) van hierdie Bylae aangeteken is dat dit by
die tweede proef bevestig is dat hy Rh- posrtref is.

(2) Die proewe wat gebruik word om vas te stel of n
bloedskenker Rh-posmef of -negatief -is, moet sensitief

gencez wees om afwykings van die Rh,-antigeen, dws.

D-antigeen, aan die lig te bring en bloed wat dié afwy--

kings bevat, moet: as Rh- posmef aangeteken word

3) Indien daar ge\rmd word dat die skenker nie dne
Rh,- of D-antlvoen of ’n afwyking van-hierdie antigeen

“het 'mc ‘moet 'n monster van sy bloed ook so spoedig

moonth}: getoets word vir die Rh™ (C) antzgoen en- die-
Rh” (E)-antigéen. Enige bloed waarin een van of albei-

| hierdie antigene aangetref word, word as Rh-positief

beskou en die bloedgroep ten opsigte van die bloedskenker

moet as sodanig in die rekords wat ooreenkomstig regu-

lasie 37 (I) van h_lerche Bylae gahou word aangeteken'
‘word. v o o

e

BIood Group Not CTonfirmed.—

hierdie Bylae as die bloedgroep wat fen opSIgte_
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" Tests for !so-dggh;tfﬁ_fns‘ and Isohaemolysins. - |
21. (1) If it is intended to issue a donation of blood as

human blood and if the donor is proved. to belong to
biood group O, a sample of his blood obtained at the time-
‘he made the donation in question shall be tested, to deter-

mine whether— o SE e S e
- (a) the iso-agglutinin titre is low or high andfor .
(b) iso-haemolysins are present. S R

~ (2) The level above which

be regarded as high shall be that level which has been

- approved, for this purpose and in respect to the particular
_type of test used, by the licensing ‘authority. : '

~ Serofogfc_qi Test for _Syphi!fs.i -

22, ¥ it is-intended to issue a donation of blood as.

human blood, a sample of the donor’s blood obtained at

the time he made the donation in question, shail be sub-

jected fﬁ-"';';_i"‘séfolog'ilcal' test for syphilis. =+ -

" Methods of Performance of L&bgramry Tests.

.23. (1) Samples of the donor’s blood, which are required |
for the various blood tests prescribed ‘in the relevant
regulations of this Schedule, shall be collected in adequate
- amounts for testing purposes in suitable specimen con- |

tainers which are labelled with the same identification
mark for that blood -donation as is-the container mto
which fhat donor’s blood donation has been received and
as is provided for in regulation 15 of this Schedule.

"(2) (i) The laboratory tests which are prescribed by the

relevant regulations of this Schedule shall be carried out

either— 5

" (@) by a laboratory which is under the control of the

 licensee or : .
- (b) by an independent institution which has been
: approved by the licensing authority to perform any

of the prescribed laboratory tests on behalf -of the .

- society. _ _ _
(i) If laboratory tests are carried out on behalf of a

blood donor society by an independent. institution, all the

relevant regulations of this Schedule shall, mutatis

mutandis apply to this institution. 8 i
" '(3) The laboratory tests, which are prescribed by the

relevant regulations of this Schedule, shall be carried out.

by medical - practitioners . or by - suitably trained . and

adequatély experienced technicians who -work under the

supervision and at the responsibility of a medical practi-
tioner. : : N i

(4) The methods used for the 'perfon'hahpe of all the
tests which are prescribed ‘in the.

various ‘laboratory _ 1t
relevant regulations of this Schedule shall be carried out

by methods which have been approved by the licensing
. ‘authority. ) . ol v o P

" (5) The cl'ia'g'tj_ﬁs.tic antisera employed in the blood group

tests, as prescribed in regulation 20 of’ this ‘Schedule, shall -
- comply with such standards as have been approved by
 the licensing authority. . o Lk

. .ﬁ'pbl.icat-fon of the Blood I‘esté.. i

24. (1) Before a blood donation is made available =b§'-a'_

‘blood donor society for isstie as human blood— _
" (a) the result of the “ donation group test™ for that

particular blood doration [as defined in regulation
19 and as performed and recorded ‘in_ accordance |

with regulations 20 and 37 (2) respectively of this

- Scheduie] shall be checked by a responsible officer

~ of the society with the result of the ** donor group

- "test” for thal particular blood doner [as defined

in regulation 19 and as performed and recorded

in accordance with regulations 20 and 37 (1) respec-
 tively of this Schedule}: and - ;

(b a record shall be kept of this check by the licensee
+  and in a manner which has been approved by the |

licensing authority. . -

he iso-agg}uiiﬁiﬁ ,'t'it__té- shall

proewe soos in regulasie

. Proewe vir Tsoagglutiniene en Isohemolisiene.
~21. (1) Indien dit die voorneme is om "n skenking bloed
as mensbloed uit te reik en indien daar bewys is dat die
skenker tot die bloedgroep behoort, moet 'n nionster
van sy bloed wat verkry is tog hy die betrokke skenking
gedoen. het, getoets word om vas fe siel of— = .
" (a) die isoagglutinientiter Jaag of hoog is; en/of

(b) daar isohemolisiene _..-aadmsig.-.- g

g3y, Die  peil waarbo die -lisoagglutiniéntiter- 'as‘--'j'*-hcog"-
“beskou word, is dié.peil_._wat_;dﬁ:m:;:d_ie_-:Ii,__sgns_i_éringsowefheid

vir hierdie doel en ten opsigte van die bepaalde tipe proef
wat gebruik word, goedgekeur is, W siaga L F

. Serumproef virlues. - . ..
_22. Indien dit-die voornemé is om ’n skenking bloed as

'n}cnsblogéd uit te reik moet 'n monster van die skenker se
‘bioed wat verkry is toe hy die betrokke skenking gedoen

het, aan ’n serumproef Vvir iues onderwerp word. -
. Metodes vir die uitvoer van'laboratoriumproewe.
23. (1) Monsters van dic skenker se bloed wat nodig is

vir die verskiliende bloedproewe in die toepaslike regu-

lasies van hierdie Bylae voorgeskryf, moet in voldeende
hoeveelhede vir proefdoeleindes in geskikte. proefhouers

getap word miet dieselfde identifikasiemerk vir di¢ bioed- =
| skenking as die houer waarin die bloedskenking van die
{ skenker opgevang is, en sooi bepaal in regulasic 15 van

hierdie Bylae. e ¥ g T 8

(2) (i) Die laboratoriumproewe wat in die toepaslike
regulasies van hierdie Bylae voorgeskryf word, moet wit- .
gevoer word of— L I .

' (a) deur ’n laboratorium wat. onder de beheer van die
" lisensichouer staan; of - e et g R

(b) deur 'n onafhanklike inrigling wat deur die lisen»
siéringsowerheid goedgekeur is om enigeen van die
voorgeskrewe ]ab0r3t$riumproe_we vir die vereni-
giﬂg“itte\r(_}er. T e s i . o3 U e

(il) Indien laboratoriymprpewe Vir "ig.'.-_bloedskehkihgs_-
vereniging deur ’n onafhanklike inrigting uitgevoer word,

van toepassing.

is al die toepaslike regulasics van hierdie Bylae mutatis
‘mutandis op hierdie inrigting S

~ (3) Die labOraioriumproqwc. ‘wat in ;-die,;-.tdépés;ﬁke

regulasies van hierdie Bylae voorgeskryt word, moet deur
geneeshere of deur tegnici et behoorlike opleiding en
toereikende ondervinding wat onder. die regstreckse toesig
werk van ’'n geneesheer wala‘ die. verantwoordelikheid dra, -

- uitgevoer word. .

(4) Die metodes wat gevolg’ word vir die witVoér van
al die verskillende laboratoriumproewe wat in die toepas-

like regulasies van hierdie Bylae voorgeskryt' word, moet
 uitgevoer word volgens m’eto'r:lcs wat-deur die lisensicrings-

owerheid goedgekeur is.

- (5) Die diagnostiésé’aniis’érums ‘wat in dzebIOedgroep-
1 20 van -hierdie. Bylae' voor-
voorgeskryf, gebruik word, moet aan di¢ standaarde wat
deur die lisensiéringsowerheid goedgekeur is, voldoen.

Toepassing:van|die bloedproewe.

| 24.(1) Voordat ' bldedskenking -deur ’n” blded-

skenkingdvereniging vir uiteiking as mensbloed beskik-
baar gestel word— : S
(@) moet die resultaat van die * skenkingsgroepproct ”
" vir daardie bepaalde| bloedskenking (soos -omskryf
in regulasic 19 en scos uiigevoer: en -aangeteken
- ooreenkomstig onderskeidelik regulasies 20 en 37
. (1) wan. hierdie Bylae, .deur-'n verantwoordelike -
.~ beampte van die vereniging gekontroleer word met
= die resultaat van- die . skenkergroepproef ” vir
- daardie bepaalde bloedskenker (soos ~omskryf in
regulasie 19 en soos uilgevoer en aangeteken cor-
eenkomstig Qndetske;ide'lik regulasies 20 en 37 (1)
van hierdie Bylae); e .0 oo
(b) moet 'n rekord van hierdie kontrolering deur die
- lisensiehouer gehou word op 'n wyse wat deur di¢
lisensicringsowerheid| goedgekeur 1s. '
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(2} Indnen bogeuoemde kontrolermg toon dat die |

resultate van die “ skenkmusgroeppmef = ooreenstem met

die resultate van die skenkergroepproe ’, word die
betrokke skenking as veilig beskou vir uitreiking deur die
~vereniging, ten opsigte van sy bloedgroep, as mensbloed.

' (3) If the above-mentloned check shows that the results. |

of the “donation group test” and the * domor group

test” are not in agreement, the donation in question shall
be deemed not safe for issue by the society as human

blood and the fellowmg ‘action’ shall be taken by the
hoeusee e

(a) ‘The - contamer s’hail be 1mmedlate1y

“accordance with regulatlen 31 (2) of thls Schedule

. and

(b) an’ mvestigatlon shall be commenced .as-soon as is
~ reasonably possible, by him to ascertain the cause
~of  this dlsagreement in the results of the blood
‘) vo-group tests. S
' In this investigation—

= (i) the blood group of the blood donation shall |

be checked by sub}ecung at least two separate

samples of the blood in question, one from the -

*container and-the other from the pilot tube,
e to independent. tests carried out by dlﬁerent
|~ observers and also,

if md:cated~

(n) the bloed group of the donor shall be snmlarly
checked by independently testing at least two
separately coliected samples of the donor’s

ST blood; and
S (i) the 1dent1ty of the donor shall be verified to
- ensure that the blood donation in question was
* in fact obtained from the correct donor.

]

(4) ‘If ‘the above-mentioned investigation indicates that
the disagreement in the results of the group tests was due
to a mistake in the identity of the donor, the possibility

"that similar’ mistakes in identity of the donors, who con- |

tributed to the batch of blood to which the donation in |
C i e | die skenkers wat bygedra het tot die lot bloed: waartoe

- dxc betrokke skeriking behoort, ten volle ‘ondersoek word.

‘question belongs, shall be fully investigated.

(5). If the cause of the disagreement in the results of the
blood group tests is resolved by the above-mentioned

vaesugatlons and the 1dennty of the donor, his blood .
étoup and the blood group of the donation are firmly |

established,” the container of blood in question shall be
‘deemed safe for issue, in respect of its blood grOup, as
" human blood, provided that—

(1) all necessary correcnons have: been- made to the.

= . _ records kept by the society in accordance with the

“b " relevant - provisions' of tegulation 37 of this | -

Schedule,
f ~blood group in accordance with regulatton 40 (2)
... of this Schedule, and *

: '(111) the conditions ‘of regulation 27 of this Schcdule

are complied with.

| ]Othermse the blood in question may ‘be forwarded to |

~a jblood processing’ laboratory - for processmg mto a pre-

| _tlon of human blood.

(‘D and having a high iso-agglutinin titre or showing the
presence of haemolysins shall be issued with a caution
-printed .on the label to the effect that this blood is to be
used only- for the infusion of patients belonging to blood
group 0.
J (7) A contamer of blood whnch has gwen a positive
etolc)glcal test for. syphlhs shall not be 1ssued as human
blaood except that— -

' (1) if the blood is required in an emergency and the
et result of the test has not been reported, the con-
fh tainer may be issued; provided that a yellow label'
by is conspicuously and securely aflixed to the con-
S tainer by’ a method approved by the licensing

‘thereon—:

“ Caution:
Reporfed

of the * donation group test”

_resultate van die *

Iabelled in

(11) the. confainer is correctly labelled as regards the -

(6) A container of blood which beiongs 10 blood group.

*-authority with the followmg words printed in red ;

Serologlcal Test for Syphnhs not. |-

(2) If the above-mennoned check shows that the results
are m agrecmcnt ‘with the
results of the ““donor group test™, the donation in

' question shall be deemed safe for issue by the society, in

respect of its blood group, as human blood."

(3) Indien. bogenocmde ‘kontrolering tocn dat che
skenkmgsgroepprocf 7 en die “ skenker-
groepproef ” nie ooreenstem nie word die betrokke sken- .
king nie as veilig vir uitreiking deur die vereniging as
mensbleed beskou nie en moet dlc volgende' stappe deur

_dlf: lisensichouer gedoen word—

“(a) die houer moet ‘onmiddellik van ’n etiket voorsien
word - ooreenkomstig regu]as:e 31 (2) van hiérdie
Bylae; en

() hy moet so spoedig as wat redelik moonthk is met
'n ondersoek begin ten'einde die oorsaak van hier-
_die verskil in die resultate van dle bloedgroep-

_ proewe vas te stel.

In hierdie . ondcrsoekw-_

(1) moet die - bloedgroep van die bloedskenkmg'
gekontroleer word deur minstens twee afson- -
derlike monsters van die betrokke bloed; een
uit die houer en die ander uit die proefbulsle
aan onafhanklike proewe wat deur verskillende
‘waarnemers uitgevoer word, onderwerp word
en ook, indien dit nodig blyk;

_ (i) moet die bloedg oep van die skenker jnsge. -

“  lyks gekontroleer word deur minstens - twee

afsonderlik getapte monsters van die skenker'

. se bloed onafhanklik te toets;en .

(iii) moet die identiteit van die skenker vasgestcl

il word ten einde te verseker dat die betrokke

bloedskenking werklik van die regte skenker
verkry is.

(4) Indien dit vit bogenoemde ondersoek blyk dat dle

verskil in die resultate van die groepproewe te wyte was .

aan. 'n fout in die. identiteit van d;e skenker, moet die
moontlikheid dat soortgelyke foute in die identiteit van

(5) Indien die ocorsaak van die verskil in die resultafe

van die b}oedgmepproewe deur middel van bogenoemde

ondersoeke bepaal is en dic identiteit van die skenker, sy
b!oedgroep en die bloedgroep van die skenking definitief
vasgestel s, word die betrokke houer met bloed veilig -

geag vir uitreiking, ten op51gte van sy bloedgroep, as mens-

bloed mits—-

‘(i) al die nodige aansumenngs aangebring is in dle_
rekords wat-eofeenkomstig die toepaslike. bepalmgs

_ van regulasie 37 van hierdie Bylae deur d.le verenl- L

ging gehou word; :
(ii) die houer ooreenkomstig regulasie 40 (2) van hlerdle
- Bylae op die regte manier van ‘n etiket voorswn is
. wat betref die bloedgroep: en
© (iii) daar aan die voorwaardes van regulasw 2? van
hierdie Bylae voldoen wcrd

Die betrokke bloed kan anders na’n bloedbewerkmgs-

: '-labora’conum Vi bewerkmg tot n preparaat van mens-

bloed gestuur word.
(6) "n Houer met bloed tot bioedgroep 0. behoort en 'n

| hoé isogglutinientiter het of die aanweszgheld van hemo-

lisiene. toon, word uitgereik met ’n waarskuwing op die -
etiket gedruk dat hierdie bloed slegs gebruik kan word

| vir toechemng aan pasiénte wat tot bloedgroep O behoort.

(7) 'n. Houer met bloed wat n positiewe serumproef vir

lues gelewer het, mag nie as mcnsbloed uitgereik word

me behalwe dat—

* (i) indien die bloed vir.’n noodgeval nochg is en dle
resultaat van die proef nie gerapporteer is nie, die
houer uitgereik kan word, mits 'n geel efiket op-
vallend en stewig aan die houer geheg word op 'n
wyse wat deur die llsensxenngsowerhexd goedgekeur

- is met die volgende woorde in-rooi letters daarop
* Cautlon‘ Seroioglcal Test for Syphilis not
Reportcd
19
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Waarskuwmg Serumproef wr Lues nog Onbe-'.- e

kend,” or,

(n) ifthe blood has been contlnuously st@red ata tem-
perature range of between 4° and 10° C. for a

period .of not less than 96 hours, it may be issued |

‘without any spe(:lal caution in respect o the result
‘of the semlog‘lcal test.

Storage 03‘ Blood

=25 (I) Every contamer of a blood donation shall :
vnthm four hours of its being made by a blood donor, be

: placed and . there afterwards continually “kept; in an
environment with a temperature range of -between 4° and
10° C. until ‘issued as human blood or forwarded to a
blood. processmr laboratory for processmc mto a prepa-
rationi.of human blood, _ ;

_except. that—

& container of blood ‘may be kept at room terﬂperature

gver a.single -period.not, excesding sixty.minutes as may -
be deemed necessary for testing or for transfer purposes. -

(Z) Blood donatlons shall. not. be frczen at any time.
THE et . Transporranon 0}' Blood

26 Durlng transportatlon all containers of blood which .
'are to-be in transit for-a penod exceeding two hours shall
" be maintained, by a means approved by the heensmg 1

authority, w1thm a temperalure range of 4 to 10 C

Opemng of Contamers of Human Biood Prmr 0
: Infusion’ mto Patients..

2‘7 A contamer of human blood whlch is to be infused .
: :-mto a patient shall not be opened nor ‘entered, as by
* piercing the hermetic closure, for the purpose of preparing |
a_suspension of packed red cells, or removing a sample"

for testing or for any other purpose unless_-_
(a) the opening or entering of the container is carried

. out under conditions which are in conformlty w:th

_acceptable methods of asepsis;

(b) the container with the. blood thcrem 15 kept con-
tinuously as' far as ‘it is practlcal ‘to.do so, at a

temperature range of between 4° and .10° C. from |

‘the time of opening or entering the container uniil

:mmediately bef’ e the blood is mfused into-the | -

. “patient; and

(c) the infusion into the panent 1s commenced within"| .-
. four hours and completed within_six hours- of the | -

container bemg opened _or:_entered

‘ : Exprry Date for Blood to be Issued as Human Blood i

28 The explry date for a blood donation beyond which |
1r_sha11 not be issued ‘as human blood shall be the twenty- -

day after the day.on which the blood donatlon in
- question was made by the douor e’

Impectwn of Conramers of Human Blood Before Issue_ :

29. {1) Every container of human- blood 1mmedralely:
before it is issued by a.blood donor - soe;ety for infusion
.into -2 patlem shall ‘be: mspeeted for its smtab:hty for

'ISSUC

(2) No oomamer of human ‘blood. shall be lssued as'

- such unless ~on final inspection, it shows—
(a) no signs of clot formation in. its oontents

(b) there is a clear line of demarcation between the |
settled red. blood corpusc!es and the supernatant '

fluid; and
() the plasma is- free of signs. of haemo]ysls visible to

tion; - -
. exoept that—

in an emergency when- blood is urgent]y required |

for the treatment of a patient, a recéntly collected

- or received donation. may be issued without waiting.
Aor the red cells to settle and so allow of a proper

__mspectlon “of- the contents -of me ‘¢ontainer.

‘en daarna deurgaans daar ge
tium . gestuur ‘word-

~mensbloed. ;
| behalwe dat-—-." - b s i

 twintigste dag na die: dag
| skenking deur dle skenker ge :Ioen is.

the naked eye or of SIgns suggestwe of contamma- 5, 5

kend 7y of .

@iy mdlen die bloed Vir, ’n ydperk van mmstens 96 um‘
- tussen die’ temperatuurgrense 4° en 10°C. opgeberg
is dit sonder enige spesiale waar k_uwmg ten opsigte

- van die resultaat van-die. seru__ _oef ultgerelk kan

»Waarskuwmg Seruﬁnproei vir Lues nog onbe- '

- word. -

Opbergmg waﬂ Bloed B
*25..(1) Elke houer “met ’nl bloedskenking ' moet bmne

wvier uur vandat dit deur ’n: bloedskenker gedoen is, in.'n

plek ‘met temperatuurgrense’

en4° en 10°C. geplaas
iou word totdat dit as mens-
bloed ' uitgereik word of na "n bleedbewerkmgslaborato— _
Vir beweirkmg tot* 'n preparaat van

’n houer met bloed by kamerdemperatuur gehou kan word
oor een enkele tydperk van hoogstens sestig.minute so0s
vir proef- of oorbrmgdoelemches nodig mag wees,

(2) Bloedskenkmgs mag te | gener tyd bevnes word nie.

Vervoer an Bloed. .
26. Gedurende vervoer moet alle houers met bloed wat

. vir ’n (ydperk van meer as twee uur in fransitu moet wees,
tussen die temperatumgrenseléi en 10°C. gehou word op
'n wyse deur d1e llsenswrmgsowmheld goedgekeur.

Dze oo;;maak van houers met men:.bloed vOor roedzemng
aan pa.szenfe

97 n Houer rnet mensbloed wat bedoel s vir toe-
dlcmng aan ’'n pasiént, mag nie oopgemaak of oopgesteek
word nie, soos byvoorbeeld deur die hermetiese versetling

oop te steek, vir die 'd(jel om ’n suspensie van gepakte
-rooi selle te berei, of ’n moaster vir proefdoeleindes of
\_vn' enige ander doel te- verwydel tensy— :

(@ die . oopmaak of oopsteek van die hover u1tgev0er '
- word in toestande wat -in ooreenstemmmg is met
aanneemlike asepsmmetodes :
(b) die- houer miet die bloed daarin deurgaans, Vir sover
- dit moontlik is om dit te doen, tussen die tempera-
_ tuurgrens 4° en-10° |C. gehou word van die tyd
~van die oopmaak of oopsteek van die houer tot
~onmiddellik voor die bloed aan die pdsrent toe-
gedlen word; en 1 '
(c) die toediéning aan die pasmat binne- vrer uur nadat :
' die houer oopgemaak of oopgesteek i begm word
“en bmne ses uur daarna voltom word )

=Verstrykmgsdarum van bioeq' wat -as mensb!oed mtgererk-

. moet word.. e
28, Die verstrykingsdatum van ’n bloedskenkmg waarna
dit nie as mensbloed uitgereik mag word nie is die een-en-
waamp -die betrokke bloed‘_

Inspeks;e van houers met| mensbloed voor wtreakmg

29, {1) Elke houer ‘met mensbloed moet; voordat ' dit
deur ’n bloedskenkmgS\reremgmg vir: toediening aan ’n

pasiént uitgereik word, vir die geskiktheid van mtrerkmg

daarvan geinspekteer word. |
(2)Geen houer met, mensbloed maﬂr as sodamge mt-

gereik word nie tensy, by finale mspeksm—

(a) daar ‘geen tekens. van lf.tollmg in- die mhoud daarvan

is nie;

- (b) daar ’n duidelike ske[ldslyn 1s lussen die afgesakte
roorbloedhggaamples en die vloelstof wat bo-op
dryf; en

(c) die plasma vry is. vaq tekens van hemo]:se wat met
die ‘blote oog SIgbaar is of van flekens wat op
'besmettmg doi; o o

* behalwe dat— |

" in ’n noodgeval w 1neer: bloed drmgcnd nochg is
vir -die behandeling van ’n- pasiént ’n onlangs
‘getapte of opgevange skenking- uitgereik kan word

" sonder om te wag dat die rooiselle afsak sodat ’n
- behoorlike. mspekme vati dle mhoud van dle houer
gedoen kan word. ‘ 2 i it B 3 -
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1(3) ‘A’ record of the results ‘of the impcc'tlcns of con-
. tamcrs of human blood before issue shall. bc kcpt by the

--person respon51b1c for their issue.:

(4) Contamers of blood ° donanons which on mcpcctlon _:
itable for issue shall be labelied in accor-.

; do ‘not appear suitabl
" dance with regulation 31 (2) and be subjected to sterility

tests in accordance wnth rcgulat:cn 33, both of this’

' Schedule

| (a) thc origmal hermctlc closurc 1s mtact and thc con-

. tainer shows no evidence of having been opened '| .

- or entered since it received the blood donation;
ke
“blood. for pretransfusion testing purpcscs iS——

O staﬁ atiachcd to the- conialncr or.

1l _.contamcr

f (c) thcrc is sansfactory ewdencc that thc container has_

: becn contmuously stored at 4°—10°:C;

contcnts

, (e) 1t is rccordcd that thc ccntamcr is bclng rc1ssucd A

e & and: -
I 'f}_ the ccrtaﬁcatc of compatlbllity attachcd to thc con-

edte”

{2) A _container- of- human blood wh;ch has' bccn 1‘:sued
-._tmce by a biood donor society for infusion into a patient
r.-.shall not: agam bc_ 1ssued as. human blocd :

. Blood.

1ssuc as human blood unless.all the following regulations
of this Schedule have been complled with— "

-'.;f,f {a) Regulation:12:~The blood dcnauon shall have bccn |

I obtamcd from a person-—
i iy who, 4t 'the time he made the dcnatlcn was’

wwho ‘has been registered by the' society as:
bleod donor-in accordance with regulation 11

“malaria, ~unless prior ~dpproval = has

“-such blood as’ human blood;

i) whose blood, on testmg in accordance w;t‘h
_regulation 22, has not given a positive sero-

the donation has been labelled; or the donation

24 (7) (i); and

ol © O frGin viral hcpautls
.(b) Regulation 14.

; + (D) The blcod donaticn shail have, bccn ccl‘cctcd
L - under acceptable conditions of asepsis; '

(u) the container shall have received blood from

mtc whtch the donation was received; and -
Az the amount . of blood rccewcd into ‘the con-

and the antlcoagulant solution.

(b} the pilot tube, containing an adequate amount-.of |-

{n) it it has been dctached for any purpose 13_

reattached after it has been correctly identi-
' fied, by a responsible officer of the society,
ke as the pilot tube bclongmg to- that partlcular-

" (d) the container has been kept in quarantmc for such\. g
time as will allow of" the settlement of the red
~blood cells and so of a prcpcr mspectlon of the

talncr is canoelied and rcplaccd by a new ccmﬁ-

--}Blood Donat:cns‘ ncr Beemed Safe fa:r Issne as Human'

. ).:.A big 'c.d donation shail not be deemed safc for :

“satisfactorily identified as a particular- pcrscn :

";. (i) who has no history of havmg suffered from |
: L been | .
obtained-from the licensing authority to lssuc i

““logical ‘test for syphilis, or the container of

P “‘has been stored, in-accordance with. regulation |

(iv) 'who " has' no h;stcry ‘of- cvcr j}avmg suﬁcrcd'

-one: donor only and be the original container

tainer-shall have.exceeded 75 per cent of the | .
final" total: volume made up - by the :donation |

(3 'n Rekord van dic rcsultatc van die mspcksms van
houers met mensbloed  voor - uitreiking moet deur die

persoon wat vcrantwcca:clchk is vir d1c ultrclk-ng daarvan

gchou word.
'(4) Houers met bloedskcnkmvs wat by mspcksw biyk-'

baar ‘nie geskik vir uvitreiking is nie- moet van etikette

voorsien word. ooreenkomstig regulasie 31 (2) en aan |
steriliteitsproewe onderwerp ‘word ocreenkomstm regulasic .

i 33, albcl van hierdie Bylac

Hermtre;km" van fwouers met men.sbfocd ;
30, (1) a Houer met mensbloed wat rccds een kecr deur

1 blocdsxﬂnkmgsvcrcmgms ultgcrclk 15, ‘mag nie’ hcrmt-

gereik word nie, tensy—

@ die 00rspronk11kc hermctxcsc vcrsechng ongcsmndc_ o
is en die houer geen tekens toon dat dit oopgemaak

" Opgevangis nie; -
~{b) die. “proefbuisie met n voldocndc hoevcclhcld bloed
vir proefdoeléindes voor ocrtappmg—'*'-' Blis

- (i) nog aan die houer- geheg is; of - :
(n) indien dit vir enige doel afgehaal is, weer aan- ,
geheg word, nadat dit as korrek geidentifiseer.
' is, deur ’n verantwootdelike beampte van die
vereniging, as die - proefbuisie wat ‘tot die
- bepaalde houer behoort;

(c) daar bevredigende bcwys is dat die hcucr dcurgaans
© . by 4°-10° C opgeberg is; e
- {d) die houer onder kwarantyn gchou ig vir-'n: tydpcrk

waarin die rooibloedselle kan afsak en 'n behoor-

like . mspck51e van die mhoud dus gedocn Kan

- word: -

e daar aancctckcn wcrd dat die houer- l*crmtgea:clk :
' word; en

(f} die vc1cmgbaarhezdscmﬁkmt wat aan d1c “houer -

- geheg is, gckanscllccr word en deur n nuwe scrtlﬁ- o
. kaat ‘;cmang word.
(2) *n Houer ‘met thensbloed wat rceds IWee kcer deur

n bloedskenkmgsvcrcmgmg uitgereik is vir toediening ‘-
aan ’'n pamcnt mag nie weer as mcnsbloed uitgereik word

: -m_e_.

B!oedakenkmgs wat nie veilig gato word vir wn*e:kmg
: - as mensbloed nie. :

AL D Bioedsi(cnkmg word nie’ gcacr Velllf? te wees
vir uitreiking as nmensbloed nie tensy :daar aan’ al onder-
‘staande regulasie i

fl hlel’dl“ Bylac voldoen 125
(a) Regulasie” .—Dw blo skcnkmg cht vcrkry ’
gewees het van 'n pcrscon— :

(1) wat, toe hy die bloed iwcskcnk hct cp n.
bevredigend ~ wyse - gcxdcnnﬁsccr as-n-

. bepaalde . persoon wat deur die vcrcni ing .

oowenkomstlg rcgulasm 11 as’n blocdskcn et
geregistreer is; ; -

: '(ii) ‘wat volgens sy ge‘;kledems nie aan malaria gely " -

het nie, tensy goedkeuring vooraf van die
lisensieringsowerneid vcrkry i ‘om che blccd
o .as mensbloed uit te reik;.
(iii)- wie se bloed; nadat dit oorccnkomstig rcgulasnc
" 22 getoets is, nie 'n positiewe serumproef vir-
lues gelewér hct nie, of die -houer van die
skcnklrg wvah ’n ‘etiket voorsien is of die
* skenking opgcbcrg is ccreemkomstag regulasw
24 (7) (ii); en
(w) wat nie volgens sy gcskledcms ooﬂ aan vn‘us-
~ hepatitis gely het nie. .

(b Regulasie 14.

(i) Die bloedskenking moet ondcr aannecmhkc.
" asepsistoestande getap gewees liet;
(ii) die houer moet bloed van slegs een skenker
cpgcvancr het en die oorspronklike houer wees
- waarin die skenking opgevang is; en .
- (iii)..die.. hoeveelheid. bloed 'wat in dic houcr :
. opgevang is, moet meer ‘gewees het as 75
persent van: dle finale totale volume wat uit die
skenkmg en dle tecnstolhngsoplossmg bestaﬁn

21

- of oopgestcck is sedert die bloedskcmkmg daarm 5
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(c) Regu!anon 15 —'1"11‘a contamer of the donatlon shall
have been marked with an identification ‘mark for
_ that particular donation.
(d) Regulation 16.—The container of the donatlon shal]
be identifiable as’ be*ongmg toa particular. batch of
blood. -

(e Regulanon 17 .(2). Thc container of the donation- '

shall have an effective hermetic. ‘closure which shall
show no signs indicative of the container having

been opened or entered unless such opening or.

, entering has been carried -out in. conformlty with

Nk the provisions of regulat:lon 27.
_(p) Regulation 18.—A "pilot tube, properly labelled and
' containing ‘an adequate sample of blood for pre-

transfusion - testing purposes, ‘shall be securely | -

~attached to the container of the donation.

(2 Regutanons 19 and 20. —Blood group tests for the
primary blood group and the Rh factor, both in
respect of the donor and tlie donation, shall have
been performed and- recorded in accordance wn:h
the provisions of these rcgulat:ons

(h) Regulation 21.-—In the case of a bloed donatlon
belonging to blood group O, a test shall have been
performed ‘to determine the- iso-agglutinin titre of
the sertm and/or the presence of haemolysin and
if this titre is high or haemolysins are present, the
container shall have been labelled in accordance
with regulation 24 (6)

(:') Reguiat:on 23 —The methods employed for the per-
s formance of all the various blood tests, required

in respect of the donor and his donation, shail have
been carried out in conformlty with the provisions
of this regulation.

. Regalat:on 24 —As. prov:decl f.or in this regulauon,

the results of the " ‘donor group test” and ‘the’

““donation group test” shall have been checked,

- the results of this check recorded and -a proper
mvestxgatlon ‘iade in’ respeét of ‘any disagreement
which may have’ occurred in thc Tesults of these
tests. -

: (k) Regulations 25 and 26.—~T he blood donat:ton ‘shall
© " have been stored and transported in accordance
with the provisions of these regulations.

-0 Regu!anon 28.—The blood donation shall not havc'

- become time expired as defined by this regulation.

) :_‘_(m) Regulat:on 29.—The .blodd donation immediately |
. before its issue as human blood shall have be_cl"l '

lnspected and found fo be sultaﬁle for ‘issue:

(n) Regu!ar:on 30.—The donation, 1f it had been issued

once previously and then returned to cold store,

shail not be reissued unless the terms of this |-

‘regulation have been complied with.

(o] Regulation 40. —The container ‘shall - have been

- labelled in accordance w1th the prov151ons of this
' regu]atlon

@) Any container._ of a blood donation, which is not"
deemed safe, in the ferms of this reguldtion, for isste as.

human blood, shall, promptly on being so deemed, have

ye]low label - conspicuously. and securely affixed to it

inz a manner approved by the licensing authonty, with
; _‘.the following words prmted in red thereon:—

... mensbloed nie.”
(3) A blood donation which is not decmed safe for

gss‘ue as human blood may, nevertheless, be forwarded.

“to a blood “processing laboratory foi‘ processmg into a
prcparatxon of human blood, ~ -

Exp:ry Date for Blood to be Processed into Preparat:ons-
of * Human Blood and Condemnation . of Blood:

Donations.

32, (1) The expiry date for a blood donation, beyondf
whlch it shall not be received by a blood processing

laboratory for processing into a preparation of human

‘blood, shall be the twenty-eighth day from the day on

mch the donation in" question ‘was' made by the blood
or.
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“hierdie regulasie nie |

(c) Regulasze 15 Die h01|1er van dle skenkmg ‘moet

met ‘n 1dent1ﬁkas:em3erk vir daardle bepaalde
. skenking gemerk gewees het..

(d) Regulasie 16 —Die houer ‘van die skenkmg ‘moet
identifiseerbaar wees as bchorcndc tot n bepaalde
lot bloed. '

: (e) Regulasxe 17 (2).—Die IIoucr van die: ske'lklng moet
’n doeltreffende hermetiese versecling hé wat geen
“tekens: toon dat die houer oopgemazak of oopgesteek
is nie tensy dit oopgemaak of oopgesteek is ooreen-
- komstig die bepalings van regulasic 27.

() Regulasie 18— Proeibuisic wat behoorlik van °n

- etiket voorsien is en ‘wat ’n-voldoénde hoeveelheid
‘bloed vir proefdoelcmlklcs ‘yoor ‘oortapping: bevat,
‘moet stewig dan dre ‘houer Van die skenk.mg geheg
word.

(& Regu[as:es 19 en 20-,—Blocdgroepproewa vir- dle
primére bloedgroep en- die Rh-faktor, albei ten
opsigte van die skenker en die skenking, moet uit-
gevoér en aangeteken| gewees het ooreenkomstig

- die bepalings van hlerdrc rcgulames --

(h) Regulasie 21.—In die geval van ’n bloedskenkmg
behorende tot bloedgroep O moet 'n proef uitge-
voer gewees het om die isoagglutinientiter van die

~serum en/of die aanwesigheid van_hemolisiene vas
~ te stel en, indien hierdie titer hoog is of hemolisiene
aanwesig is, moct die .houer ooreenkomstig regu-

-~ lasie 24 (6) van ’'n etiket voorsien gewees het.

(;') ‘Regulasie 23.—Die metodes wat gevolg is vir die
uitvoer” van al 'die ‘verskillende- bloedproewe wat
ten opsigte van di¢ sk?nker en sy skenking nodig is,
~ moet ooreenkomstig die bepalings van hierdie regu-

: lasic uitgevoer gewees het.
() Regulasie 24.—Soos in l;uerdw regulasie bepaal, moet
die resultate van die “ skenkergroepproef” en-die
- * skenkingsgroepproef | 7 gekontroleer gewees het,
die resultate van- hlefdle kontrolering aangeteken
gewees het'en 'n behoorhke ondersock: ingestel ge-
. wees het ten opsigte van enige verskil wat moontlik

i ~in die resultat,e van. hu:rdlc proewe kon, voorgekom'
het. -

(k} Regulasres 25 en: 26 —h}nc bloedskenkmg moet oor-
eenkomstig die bepalings van hierdie regulasies op-
geberg en vervoer gewees het, :

" () Regulasie 28—Die verstrykingsdatu ] van dic bloed-
 skenking soos in h;erdle regulamc omskryf moet
nie verby wees nie. .

o (m) Regulasie 29.—Die. bloedskenkmg moet. onmlddclhk

voor. die u;trelkmg daarvan as. mensbloed gems;;ek-

i teer en geskik vir uitreiking gevind gewees. het
- (n) Regulasze 30: —lndien‘dxe skenkmg reeds een keer
- tevere u1tgcre1k is.en weer in 'n koelopbergings-
" plek geplaas is, moet | dit nie he};ultgerelk word nie
tensy daar aan die bepalmgs van hierdie regulasie

 voldoen is nie,

(0) Regulasie 40.—Die: hduer “‘moet ooreenkomsug die
“bepalings van hjerdle rogu-lasnc van- n etiket voor-_
sien gewees het 4 ;

@ Emge houer, moet n lb o_edskenkmg at,, ingeyol
L1 Lklf!g as mefisbloed veilig ge

word nie moet wanneer dﬂ. ldus gedg'is, sonder versuim

van ’'n, geel etiket voorsn:n q«ord wat. opvallend en stewig

~daaraan geheg is op 'n wyse. wat deur. die lisensirings-

owerheid goedgekeur is met die volgcndc woorde in rooi

| letters daarop gedruk—
“Not for use as human ‘blood—Nie vir gebrulk as. | -

“Not for use ‘as; human blood—-—Nle wr gebrmk as
mensbloed nie ™, | i

(3) n Blocdskenkmg wat 1]116 vir u1trclk1ng :as mensbloed =
veilig geag word nie kan nogtans na ’n bloedbcwerkmgs—

‘laboratorium gestuur’ wérd hr bewerkmg tot n preparaat

van mensbloed

Verstrykmgsdamm vir b!oed wat tot prcpar'we vcm Men.s-
bloed bewerk moet word en afkearmg van bloedskenkings.

'32. (1) Die verstrykmgs atum van “n. bloedsk
waarna die skenking nie deur 'n bloedbewerkingslabera-
torium vir bewerking tot ’n. |preparaat -van mensbloed ‘ont-
vang mag ‘word nie, is die agt- en*tmntigste dagivanaf die
dag waarop die betrokke skenkmg deur die bloedskenker.
gedoen is. :
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(2) (a) All blood donatlons wlnch have passed the
above mentnoned expiry date; and
(b) any -blood donatlon whlch ‘may . have been inad-
'.vertently obtained, contrary to regulation 12 (3) (d) of this
Schedule, from a donor with a history. of havmg suffered
at any time from viral hepatitis— 5 5
(i) shall be condemned; and =
~ (i) shall ‘not- “be’ forwarded to a blood proeessmg
' laboratory fot: processmg mto a preparatlon .of
" human’ blood

(3) The contamers of all donaﬁons of blood whlch have |

Heen condemned in accordance with this regulation shall,
promptly on- condemnation, have yellow labels: conspi-
cuously and securely affixed to them in a manner
approved by the licensing authority, with the followmv
words printed. in bold red type thereon: — _

S Condemned BIood—Afgekeurde ‘Bloed.”

LA ~ Sterility Tests.
33 (l) Every container of blood—
(a} which has not been deemed safe for issue as human -

blood - in -accordance with regulation 31 of this

Schedule, or i

I (b) which is forwarded to a blood processmg laboratory
' for processmg into a preparatlon of human blood,
or

(;;) which has been condemned in accordance with regu-
- lation 32 of this Schedule,

shall be subjected to a sterility test

(2) This sterility test shall -be carried out by a method
Wthh is- approved by the licensing authority,

(3) The test shaIl be carr1ed out by—:

(o) a laboratory whteh is under the “control of the’
.. . licensee -of the blood donor seciety, or-

b)-’an mdependent institution which has been approved |

in accordance. ‘with regulanon 23 '(2) of this Sche-
 dule to carry out'these laboratory tests on behalf
‘i " of the blood donor socnety, or- :

(c) the blood processing laboratory to, which the blood*
_donations have been forwarded for processmg into -
~ preparations of human blood,

14y If sterility ‘tests are-carried out by an approved

- independent institution or by -a- blood processing labora-
“toty, the officer in charge of this institution or laboratory
-shall ‘on completion of the tests, promptly: forward, to the

-'hcensee of -the blood dorior society which forwarded the
‘confainers of blood for sterility testmg, a wntten report
of the results of these tests,

(5) The licensee of the blood - donor society shall keep.
_-#n up-to date record ‘of the results of all sterility tests
carried out on containers of blood donations, whether the
tests were performed in the laboratory under his control
“or were performed in another institution or laboratory and .
; resuits were then’ reported to lnm '

'RI ht of Entry for Inspection Purposes of the Ltcensmg

“Blood is Stored.

a i 34 {@) The licensing authority. (or any oﬂicer of the
State Health Department who has been duly authorised
in wntmg by the llcensmg authortty to act on his behalf)

'.01‘ R

b). The hcens.ee (or any employee of the blood donor
somety ‘of which the licensee is the medical officer in
charge and who has been duly ‘authorised in wntlng by
the latter to-act on his behalf)

.;E;hau have the r1ght to enter, at all reasonable times and
“with ‘ot wlthout prior not:ce ‘any. hospltal mst1tutlon or
ther‘__premtses—- 2

:-- “human blood is stowd and -

Authority or the _Ltcensee to Place where: Human-

{;)" where, .in: the case ot the hceosmg authonty,_any :

2) (a) Alle bloedskenkmgs waarvan bogenoe*nde ver-
st‘r,ykmgsdatum verkry is; en

(b) Emee bloedskenkmg wat moontlik per abuis verkry
15, strydlg met regulasie 12 (3) (d) van luerd;e Bylae, van
'n skenker wat volgens sy geskiedenis op emge tydstip aan

- virus-hepatitis gely het—

(1) moet afgekeur word en

(11) mag nie na ’n bloedbewerkmgslaboratonum vir
bewerklno tot n preparaat van mensbloed gestuur
.-word nig. j :

komstig hierdie regulas;e afgekeur is, moet onmiddellik

‘na afkeuring voorsien.word van geel. etlkette wat opvallend

en stewig daaraan geheg word op ’n wyse wat deur die

_llsen51ér1ngsowerhe1d goedgelleur is met die volgende . :
‘woorde ‘in vetgedrukte rooi letters daarop sedruk—

i “_Condemned Blood.—Afgekeurde Bl__o_ed >

.S'ter:hrextsproewe
33 (1) Elke houer met bloed— -
(@) wat ooreenkomstig regulasie 31 van hierdie B}rlae nie
: - veilig geag is vir- u1tre1kmg as mensbloed nie; of

(b) wat na n bloedbewerk1ngslaboratonum vir bewer-
"~ king tot 'n preparaat van mensbloed gestuur word;
of -

(¢) wat ooreenkomstlg rewulasw 32 ‘van hlerdle Bylae

afgekeur is;
moet aan 'n stenhteltsproef onderWerp Word

~A(2) Dic stenhteltsproef moet .uitgevoer word volgens n -

metode wat deur dJe hsens:ermasowerhe;d goedgekeur
“word. s _

3 D'e proef moet ultgevoer word deur— -

(@) 'n laboratorium wat onder die beheer staan van d1e

~ . lisensichouer van die bloedskenkmgsveremg:mg, of

(b) 'n onafhanklike inrigting wat ooreenkomstlg regu-
“lasie 23 (2) van hierdie Bylae goedgekeur is om
hierdie laboratoriumproewe vir dle bloedskenkmgs-
vereniging uit te voer; of |

(c) die bloedbewerkingslaboratorium waarheen die

mensbloed gestuur is.

(4) Indien steriliteitsproewe deur ’n goedgekeurde on-

afhanklike inrigting of deur 'n_bloedbewerkingsiabora-

-torium mtgevoer word, moet die verantwoordelike beampte

van hierdie inrigting. of laboratorium -by voltooiing van
die proewe onmiddellik n skriftelike verslag van die
resultate van hierdie ‘proewe aan die lisensiehouer van
die bloedskenkingsvereniging wat dic houers met bloed
vir sterﬂlteltsproewe gestuur het stuur,

(5) Die lisensichouer-van die. bloedskenkmgsveremgmg'
-moet ’'n rekord byhou van die resultate van al die sterili-
teltsproewe wat op houers met bloedskenkings. uitgevoer

is, of die proewe in die laboratorium onder sy beheer uit-
gevoer is of in ’n ander inrigting of laboratorium uitgevoer
is en die resuliate dan aan hom gerapporteer is..

'D;e reg van die lrsem:ermgsowerhetd of die hsemzehouer

‘om’ plekke waar = mensbloed- opgeberg word. vir
inspeksiedoeleindes binne te gaan.

34. (a) Die hsensnenngsowerheld (of emge beampte van

'dre Staatsdepartement van Gesondheid “wat  skriftelik
‘behoorlik deur die- l1sensle1mgsowerhe1d daartoe gemagtlg
15 om namiens hom op te tree), of

(b) Die hsensaehouer (of emge werknemer van dle
bloedskenkmgsveremgmg waarvan die lisensichouer -die

behoorlik deur laasgenoemde daartoe gemagtig is' om

namens hom op e tree)
het die . reg om, op alle redehke tye en met of sonder

.voorafgaande kennisgewing, enige hospitaal, mngtmg of

ander perseel binne te gaan—

(i) waar, in ‘die geval van die hsenSlermgsowerheld ]

enige mensbloecl opgeberg word; en .

(3) Die hotters met al die bIOedskenkmgs wat. coreen-

bloed skenkings vir bewerking tot preparate van

| verantwoordelike mediese beampte is en wat sknfteltk :
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(n) wllere in the :gcalSe of the licensee, any human blood
; .whlch ‘has ~been” sup;ihed by the blood “donor
; -.mcle?ed of whrch he is:the med:cal oﬂioer in charge

“I5'sto

with: lhe objects oL |

inspecting the conditions . under whlch the' blood is
 stored and issued from storage for the treatment
hecking the . stocks. of -blood ‘which | -
e orage . and. ascertaining whether : proper |
. .records are being kept of all containers of human |
+ blood wluch are- taken into or. 1ssued from storage 1

of - patlents
. -are in st

Secrecy in Regard to Blood Donatrons

35 No employee of a blood donor socwty shall disclose

the ‘name of any ‘blood donor whose blood was used to
infuse a pa:rt:oular patient, or the name of any patient
who was infused with blood from a partleular blood
donor, . to -any -person who .is_not authorised by. the

- licensing authority or licensee to recewe auch mformatlon '

R Confidential Nature of Records.

36. All records in regard to blood 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 l1censmg authorxty or the licensee.

Records of Blood Donors and xhen‘ Donauons

37 “Every blood’ donor‘soczety shall keep records, in a
~ form approved by the licensing authority, of all blood
donors registered by it and of ali donations of blood made
by them. These records shall: include the fo]iowmg
partnculars — :

l\ (I) In respect of the ‘blood donor:—

(a) Surname and first Chnsuan name and mmals
" of other names _

() Sex. ,
(c) Race (Whlte Coloured, As:atlc or Bantu)
(d) Date of birth.

{e) Permanent postal address (whlch Should be kept :

up to- date)

& (f) The primary blood group (ABO system) and the -
Rh factor as determined by. the “ donor group-
test ” defined. in regulation 19 and as performed

in accordance with _regulatlons 20 and 23 of this
. ‘Schedule.  If the donor is found to be Rh
positive due to the presence of the Rh, or D

* @ntigen'or a variant of this-antigen in hxs bloed, |
it shall’ also beé recorded whether the result

" of this test has:been confirmed by a second. |-

. independent test. If a test has been performed
© for the RN (C)-or ‘the ‘Rh” (E) antigens, the:
- result: of this. test shall also be recorded.

,:Any relevant temarks’ifr respect of the blood
donor’s medical fitness for bleeding.

L Q) In respect of each and every. donauon of b]ood

made by the blood donors :—

(@) The identification mark ~of the. donation as|

appearing on the label -of the contamer

(b) The primary blood group (ABO system) and-
the Rh factor (if a test for the latter has been

: _performed) as determined- by the “donation

~group test” ~defined in reguiation 19 and as

. performed in accordance with regulauons 20
‘and 23 of this Schedule .

(c) The result of the serologlcal test. for syp]nhs

(d) Any further relevant remarks about the blood
donors medical ﬁtness for bIeec!mg '

(e) The, dafe of and the place where the blood was
" withdrawn from the blood donor. <

24

(n) waar. in die geval va';n dle lnsensnehouer, emge

mensbloed wat verskaf is deur die bloedskenkings-
' vereniging = waarvan ;hy .dig verantwoordehke
- mediese beampte is, opgeberg word |
met die doel om—

die’ toestande waaronder- cl1e bloed opgeberg en
van die opbergmgspiek uvitgereik word vir die
_behandeling van: pasmnte, te inspekteer die voor-
‘rade bloed wat opgeberg word, na te gaan en

vas te stel of behoorlike rekords gehou word van
- alle houers met mensbloed wat in voorraad geneem
of. van die opbergmgsplek ultgerelk word '

Gehetmhoudmg in verbaisd ‘met bfoedskenkmgs

35 Geen werknemer van 'n bloedskenkmgweremgmg
mag die paam van enige- bloedskenker ‘Wie ‘se'bloed vir
toediening aan 'n bepaalde pament gebrulk is, of dic naam
van enige pasiént aan wie bl 'van 'n’bepaalde ‘bloed-
skenker: toegedien is, aan enige persoon wat nie deur die
lisensiéringsowerheid of die lisensichouer daartoe gemagtig
is om sodanige inligting te onLtvang me meedeel nie.

: Verrroulzke aar van rekords.
36. - Alle rekords wat betrek ing het op bloedskénkers en
hulle bloedskenkings . moet as streng vertroulik beskou
word en niemand mag da.arln insae hé nie tensy daartoe

. gemagtig deur die hsenmenngsowerheld of dle !15611316-
‘houer. by .

" Rekords van bIoedskenkers en kulle skenfcmgs

37. Elke bloedskenkmgsvenemgmg moet rekords hou, in
n ovorm deur die hsens;ennlgsowerheld goedgekeur van
alle bloedskenkers wat deur die vereniging géregistreer is
en van alle bloedskenkmgs| ‘wat deur ‘hulle gedoen is. -
Hierdie rekords moet die’ volgende besonderhede insluit 1 —

(1) Ten opsigte van die bloedskenker —

(@) Van en gerste voornaam en voorletters van
: ander name. | _ 3
. (by Geslag. "+ RS
(¢) Ras (Blanke Kleorlmg, Asmat of Bantoe}
(d) Geboortedatum. . | _
(¢) Permanente posadh’es (wat tot op datum gehou
-moet word) |

" () Dic primére b}oedgroep (ABO stelsel) en. die *
: Rh-faktor soos Vasgestel deur die * skenker-
groepproef > in. regulasw 19 omskryf en oor-
cenkomstig regulasies 20 en-23 van- hierdie
Bylae uitgevoer: | Indien daar gevind word dat
die skenker Rh- positief is weens die aanwesig-
~-heid vin Rh,- of D-antigeen ‘of 'n afwyking.
_van hierdie antlgeen in" sy--bloed . moct aange-
teken word of die resultaay van hierdie proef
~ deur "’n tweede | onafhanklike proef bevestig
© 5. Indien ’n proef uitgevoer is ten opsigte van

die Rh’(C)- of .die" Rh”{E)-anhgeen moet die .

. resultaat - van " hierdie ‘proef ook aangeteken-.
cword, | B

(g) Enige toepaslike opmerkmgs ten ops:gte van die

- bloedskenker se} hggaamhke geskjktheld vn'
bloedtapping. . :

(2) Ten opsigte van elke en 1edere skenkmg bloed deur
die bloedskenkers gedoen —_
(a) Die 1denuﬁka51emerk van die skenkmg 5008 d;t _
op die etiket van die houer. voorkom.
(b) Die primére blobdgroep (ABOstelsel) e il
Rh-faktor (indien "n. proef ‘virlaasgenoemde.
ultgevoer is) | soos -vasgestel . deur:. die-
skenkmgsgroeﬁproef ” in regulasie 19 om-
skryf en ooréenkomstig regulas1es 20 en 23 vau
~hierdie Bylae uftgevoer o -
{c) Die resultaat van die serumproef vir. lues L "
(d) Enige verdere toepaslike  opmerkings oor: dle_-.-.-'
bloedskenker . s¢ hggaamhke gesklktheid Vir:
* bloedtapping.
(e) Die ‘datum: waarop en. dle plek waar dle bloeck
van die’ bloedslqenker getrekis. '
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“iwhich the operatlon of withdrawal of the blood
from the donor was camed out; ' i

“appeared |

L _the nature of these features)
--',.--.-(k) The mmals of . the _person. responszbie for

- at the ume it was 1ssued

- were complied with.

(m) The' name and addrésé of the medlcal practl- 3

tioner to whom the blood was issued,

: (n). The name of the pauent 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.)

E {0) If an untoward reaction or death was reported_
‘as following upon the infusion, the serial

_number of the entry in respect of this reaction

or death as recorded in the Register' of Un-
_ ‘toward Reactions and Deaths provided in
accordance with regulation 38 of. this Schedule.

X i(p} If the blood was forwarded to a blood process- :

-ing laboratory for- processmg into preparanons
_ of human blood— -

_{i) the name of the 1oboratory to wh1ch 1t was
forwarded;
%, (ii) the date it was forwarded e @
b (q) 1If the blood was condemned or- dxscarded—-

(1) ‘the date on wh1ch xt was condemned or
discarded: and

Or \ carded

tcstlng, y -
; (111) the result of the test

container of blood and: its chsposal

_[3 The

SR

respect of any cne donor or any onc donation of
- blood miay-be readily and: qmokiy traccd '

these reoords are always kept up to date

Register of U ntowm‘d Rea‘cnons and Dear?w

38 (1 A register of untoward ‘redctions of deaths

which have ' apparently ‘beén ‘caused by iniravascular |

infiisions of human blood shall be-kept by the licensee in
respect: of-all such- reaotlons and deaths whlch have been
repoﬂed toh;m"' : e e I T

(2) Thxs registcr shall be kept in a man er which has

. been approved by the licénsing authority, ‘'shall always be-
' keﬁt up to date and shall rocord the following information

in, rreSpect ‘of every" reaction or death WhiCh has been

reported tothe licensee: =4 . 0 S e
(a) THe scrial number of the’ entry :

{b) The name and address of the: medlcal pracuuoner

report wag ﬁrst recewed from him. .

rge --.the bleedmg session at:

: _(g) -The mark _for the 1dentlﬁca_ilon “of the batch to |

ntalﬁer and the bIood_ i
(Whether or'mot it .7
8¢ _for Jdssue ‘and, if any
unsansfactory features were present a note on |
: mspecxmg the container and the blood therem :

.(!) 1f the-container was reissuod, whether or not |
e the conditions of reguiatlon 30 of this. Schedule e

_ j(u) the reason for whic_h 1t ‘was condemned"

: R the aname and address of the medlcal '
o : laboratory which

) Any other relevant: remarks in respeet of the
ecords shall e kept in such a manner and"

such cross references that the particulars in |

'(4) Thé ‘licensee shall be responmble for ensunng that |

~imaking the-report and the date and time when the- L

= _(f) Dle naam van die ﬁeneesheer wat rcﬂsmreeks ver- -
- antwoordelik was vir die bloedtappingsgeleent-
heid rwaarby- die werklike onttrekkmg van die’
. bloed uit die skenker plaasgévind het. -
() Die merk vir die identifikasie van die lof waar-
- toe die skenking behoort. -
" () Die lotnommier van' die bloedhouer.,
_""i(iy Die datum en'tyd wanneer die houer. uitgereik is.
) Die toestand van-die houer en die bloed daarin
by uitreiking; < (Of dit beyredigend gelyk het
o “vir itreiking of nie en indien’ enige onbevredi-
" gende e1cnskappe aanwesig-was, 'n ‘aantekening
_ -oor die¢ aard van’ hierdie elenskaope) '
(k) Die voorletters ‘van die persoon’ wat: verant-

woordelik was vir die inspeksie van die houer ‘

© en die bloed daarin toe dit 'UlthrElk 18, :
‘() Indien die houer heru;tgermk is, of daar aan- d:e--’
voorwaardes - van regulasic 30 van- hterdle
. “Bylae voldoen is of nie. -
._._(m) Die naam en adres vad dle geneesheer aan w:e.:-'::
' ‘die bloed uitgereik is:

" (n) Die naam van d ie pas;ent vir wie se behandelmg
' die bloed uitgereik is. (Dit- moet van - die
geneesheer wat die bloed bestel het of aan wie

_ die bloed uitgereik is, verkry’ word)

(o) Indien daar aangegee is' dat -

" het, die reeksnommer van die inskrywing ten

" opsigte van hierdie reaksie of sterfgeval s00s
aangeteken in die Register van Ongunstige

-+ Reaksies en Sterfgevalle soos by regulasie 38

* . van hierdie Bylae- bepaal : ;
{p) Indien die bloed na 'n bloedbewerklngslabora--
- torium gestuur 1§ vir bewerkmg tot preparate

van mensbloed— :

(i) die naam van die Iaboratormm waar’ hcen::
dit gestuur is; ©
(i) die datum waarop dit gestuur is.

-_(q) Indien die bloed afgekeur of weggedoen is— .

(» die datum waarop dit afgekeur of weg-
gedoen is; en

(i) die rede waarom dit afgeket.r of weg-
_gedoen is; en

{#) Indien 'n stenhte;tsproef op die bioed mtoevoer e

is—

(i) die naam en adres van die oeneesheer of

~ laboratorium wat die proef ustgevoer het;
* (i) die-datum waarop die bloed weggestuur is
< om getoets te word; en. ;
" ity dxe resultaat aﬁ dle proef

- '.(s) Emge ander ‘toepaslike opmerkmgs oor die
houor met blced en die besklkkng daaroor. :

(3) Hierdie rekords moet. op $0.’n wyse gehou ‘word en

“ met sodanige kruisverwysings dat die besonderhede
-ten opsigte van enige enkele skenker of enige enkele

wordis, o

(4} Die hsen51ehouer is verantwoordehk daarvoot om
“s, = itoe te. siendat: hlerdze rekords altyd tot.op. datum
gehou word. - : i _

" Registeryan ongunsrzge reaksses en srerfgevaue.

38.()n Recrister van ongunstlge reaks1es of stcrfgevalle

- wat blykbaar deur intravaskulére toedienings van mens-

bloed vercorsaak is, moet deur -die lisensichouer gehou.
word ten opsigte van al dle reaks:es en, sterfgevalle wat by
hom aangegee Mo : .

_ (2) Hlerdie reglster ‘moet. op 0 wyse gehou word wat -
deur die. lisensieringsowerheid goedgekeur is, moet altyd
tot op datum gehou word en moet die volgende inligting

“ten opsigte van elke reaksie: of sterfgeval wat-by die lisen-

siehouer aangegee is, bevat:>— :
. (@) Die, reeksnommer van die mskrywmg sy B

(D) Die naam “en adres van die geneoshee: wat die
_.aangifte doen en die datum en tyd wanneer dic
" aangifte aanvankhk van h i ontvang is.’

n ongunstigc '-
reaksie of sterfgeval op die toediening gevolg

skenkmg bioed. makhk en, spoedlg opgespoor kan . '
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(¢) The identification mark(s) of the . donation(s) of
human blood which appears/appear to .-have been
“responsible. for causing the Teaction{s) or cop-
tributing to the death(s). WA

{d) The ident-iﬁé,atio-n particulars o’f.the' blood donor(s)

whose blood is suspected of being responsible for
- the reaction(s) or contributing to the death(s).

(¢) The marks for the identification .of the batch to~

which the donation in question belongs ~and the
batch number(s) of the centainer_(s_:)_;: :

P (f) The.p_rimary;;ﬁlood' group(s) and .the Rh facto_f(s) of |

' - the donor(s) and ‘donation(s) as evidenced by—
(i) the “ denor group tests ”’; and -
© (i) the * donation group tests *

(¢) The results of the serological tesi(s) for syphilis.

(/) The name(s) of the medical 'praéfit;oner(s} who waéf ‘
were in immediate charge of the bleeding session(s) -

at the time(s) the blood(s) was/were withdrawn

© from ‘the donox(s).

() The date(s) on which and the
blo‘_ogi was  withdrawn.

" () The date(s) on which the container(s) of the sus-

- pected blood was/were issued by the society and
the name(s) of the officer(s) jwh'o_ issued- it/ them.

®

registration number. :
(I) The age, sex and race of this patient, _
(m) (i) The date and the time of the infusion; and
(i) the total amount of bleod infused.
) primary .
. of the patient; and

ing compatibility test between the patient’s

container(s) of the blood infused.

(0) The name and address of the medical practitioner
responsible for carrying out:the blood group tests

on the patient and the pre-transtusion cross-match-|

0 ing compatibility tests.. o :
() Brief clinical notes on the nature and' the ‘severity
of the untoward reaction. | : '

-(g) The outcome of the untoward reaction.

" () The results of any special investigations, with special |
- reference to laboratory tests, which were carried

out to trace the causc of the untoward reaction.

" (i) the apparent cause of death; and _
(i) if a post-mortem examination was carried out,

The record and history
which was withdrawn
. same bleeding session as the blood under investiga-

~ tion and the results of any investigation carried.

~ out in respect of these containers.

e gy Aﬁy'bfﬁéf=‘fem'a-rks'r_ela:tiv_e'itbeiﬁihe pature and cause | .

‘of the untoward reaction or death.

of the reaction or death.

(v) The conclusion reached as to the nature and cause

wE Register of Monthly Statistics. 5
39: (1) Every blood donor sogiety shall keep a
in a special register of the monthly statistics in respect of

~ .all donations of blood made io it and as to the disposal
- of all containers of such blood. L, E

26

i}_lacé(s) ﬁhe_'rc this

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 hospital

{i) The primary blood group and the Rh factor
© . (ii) the results of the'pre-.tré-ns_quion cross-mafch-

blood and the blood in the pliot tube(s) of the

a summary of the main post-mortem findings. | '

of ‘other containers of blood |
from blood donors at the

record |

(c) Die identifikasiemerkie) van die skenking(s) mens-

bloed wat blykbaar die reaksie(s) veroorsaak het

~ of een van die aanleidende corsake van die sterf-
(d) Die identifikasiebesonderhede - van. ' die- - bloed-
skenker(s) wie se bloed vermoedelik -verantwoor-
delik was vir di¢ reaksie(s) of een van die aanlei-
dende oorsake van die sterfgeval(le) was.
(e) Die merke vir die 'ide_-.| tifikasie van die lot waartoe
die betrokke skenking behoort en die lotnommer(s)
. Vvan die houer(gy.. - et e Gt = E
(f) Die primére bjo'ed?g:fbiﬁ(e)? en di¢’ Rh-faktor(e) van
die skenker(s) en skenking(s) soos bewys deur—
(i) die * skerikergroepproewe”; en TR
(i) die ‘* skenkinggroepproewe ..." .

- (g) Die resultate van die serumproef(we) vir lues.

() '

Die naam(name) van die geneesheer(-here) wat reg-
streeks verantwoordelik was. vir die bloedtappings-
- . geleentheid(-hede) tog die bloed van die skenker(s)

getrek is. | VRN W
() Die datum(s) waarop en die plek(ke) waar dié bloed

(j) Die datum(s) waarop |die _hf‘)u'éif(s)..rﬁét die verdagte
~ bloed deur die vereniging uitgereik is en die naam

(name) van di bean?pte(s)._.wat dit ¢hulle) uitgereik

f (k) ‘Die naam van die pasiént wat dié toediening onivang

~ het en dic ongunstige reaksie ondervind het of
~gesterf het en die paam van die hospitaal of plek
waar hy die toediening ontvang het ‘en, -indien van
toepassing, sy hos;piﬁaal-registrasienomr_ne_r. '
() Die ouderdom, geslag en ras van hierdie pasiént.
(m) (i) die datum en_tyld' van die toediening; en
' (i) die totale hoeveelheid bloed toegedien;
“(n) (i) die primére bloiedgr'ocp en die Rh-faktor van
o Vg v e pasiSRtien o s Tl Liwe e
(i) die ‘resultate van' die verenigbaarheidskruis-
proewe voor oortapping, tussen die pasiént se
bloed en die bloed in die proefbuisie(s) van die
houer(s) met die bloed wat toegedien is. :
(o) Die naam en adres van die geneesheer wat verant- .
woordelik was vir die uitvoer van die bloedgroep-~
proewe op die pasiént en die. verenigbaarheids-
- kruisproef voor oortapping. . - )
(p) Kort Kliniese aantekeninge oor die aard en. die
“hewigheid van die u'[ngunst_ige reaksie. ) :
(g) Die gevolg van die ongunstige reaksie. )
(r) Die resultate _var'i.:%:;_ligc spesiale ondersocke, met
spesiale verwysing na laboratoriumproewe wat
ingestél is ten eit__:de[, die oorsaak van die ongunstige
reaksie op te spoot) .. U e f ST
(s) Indien die_"ong'unstiég- 'rg_;a_l_{_sig_ noqdl__q_gti_g'“\fvas—_i-‘jﬁ* S
(i) dic skynbare qorsg__z_gk van die dood; en’
(i) indien ’n lykskouing uitgevoer is,’ 'n’same- -
vatting' van | dic vernaamste Iykskouing-
: bevindings.” | . - ol Agtedy
(f) Die rekord en’ geskiedenis van ander houers mel
bloed wat van bloedskenkers getrek is by. dieselfde
bloedtappingsgeleentheid as die bloed wat onder-.
soek woid en die nlesult_ate-van enige ondersoek wat
ten opsigte van hierdie houers ingestelis. "~
(u) Eriige ander opmerkings wat betrekking het op die
" aard en oorsaak | van die -ongunstige reaksic of
Bl st_erfgeva‘l. g - het Skosariehan T
(v) Die gevolgtrekking waartoe geraak is met bhetrekking
" tot die aard en-oorsaak van die reaksie of sterf-
geval. o o mispt: Yo SR

A Regis_ier;. van )naandeh&sestaz‘zsrseke .i .
39. (1) Blke _bloedskenkingsvereniging moet in ’n
spesiale register- it rekord hou van die maandelikse statis-
ticke ten opsigte van alle bloed wat>aan ‘hom: geskenk is
en hoe daar oor alle houers met die"bloed_ beskik is.
|
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(2) This record shall be kept in-a form approved by
the licensing authority and it shall give the following infor-
mation in respect of all the withdrawals of blood from
blood doners and the issue of all contamcrs of blood by
the society over each calendar month — .

(a) The number of—"
(1) Wh:te donors; B
~ (ii) Coloured donors; =
1. (i) Asiatic donors; 8-
(iv) Bantu donors and

fv)-ihis. ‘total, rmber b Bipod donoes e o .
_human' blood or for bloed ptoc&ssmg mto-_

L preparauons of human blood.
- (b) The number. of contamers of human bloocl of—-
1 - (i) White origin;: S :
i) Coloured ongm, :
(iii) Asiatic origin;-
(w) Bantu 0r1gm ‘and :
* {(v) the ‘total aumber of contamers of such blood
; - which were issued. i _
%(c) The number of containers of biood nrsfw
| (i) White origin;
i (il) Coloured origin;. =
~ (iil) Asiatic origin; ;
. (iv) Bantn origin; and.

.\‘

- (v) the- total number. of . sach contamers Wthh-

- were forwarded to a blood processing. labora-
- tory for processing into preparations of human | -
‘blood and the name(s) of the laboratory/

- laboratories to which they were forwarded.

'?(d)"Thc number of  containers of blood which were |
. +.condemned or discarded and ‘the reason for which

-+ they were condemned or discarded.
(e) “The' number of contamers on which: sternhty tests

'.'.'twe results mdlcatwe of bacterial contamination.

.i(f) The number of untoward reactions or cleaths.

reported 1o the society as being apparently caused
by infusion with’ human blood and the serial
numbers for the entries of these untoward reactions

~and Deaths as prowdsd for in regulauon 38 of this
Schedule. bl

' (3) Thls ngtster shall be kept up to- date by the hoensee

: 1

N Labellmg of the C’onramers -
¥ .40 (1). Every container of human. blood shall have a

-.-iabcl securely affixed to it in a manner approved by the | -

hoansmg authonty and the size of the label shall be
such that it will not interfere w1th the ready mspectlon
'0[ jhe contents. of the contamer :

|(2) The. labels shall be approved by the hcensmg
_authomy :

th official languages.

y 4y The fo]lowmg mformatlon shall appear on' the
label: —

s{a) The proper name of the contents of the contamer_

Lt which is ¢ Human Blood ™

'(b) The type of the antlooagulant solution: used and the

volume of this sofution placed in the coniainer.

) j| (c) The name and address of the blood donor ‘society-
" responsible for the ‘collection and issuing of the:

.| blood donation.
' (d) ‘The licence number of the licensee.
(e) The 1dent1ﬁcat10n mark of the’ blood donation.

- to whlch the donatlon belongs. _

;ii”
1
5]

‘were performed ‘and the number: which gave p051-_

“or ‘deaths in the Register of Untoward Reactions

f3) The mformataon prmted on these labels shall be |

) The mark f:or the 1dent1ﬁcauon of the blood batch |

(2). Hierdie ‘rekord moet geﬁou word in ’'n vorm .wa't

deur die lisensiéringsowerheid ‘goedgekeur is en dit- moet

die volgende inligting ten opsigte van al die bloedonttrek-
kings van bloedskenkers en die vitreiking deur die vereni-

ging van alle houers met bloed v1r elke kalendetmaand v
 verstrek: — _

(a) Die getal— : e
- (i) Blanke skenkers;
- (ii) Kleurlingskenkers;
(i) Asiateskenkers;
~ (iv) Bantoeskenkers en )
bewerking tot preparate van mensbloed
(v) die totale getal bloedskenkers van wie " bloed
getap is" vir mensbloed of “vir bloed vn‘__
bewerking_ tot preparate van mensbloed. B
' {b) Dle getal houers ‘met ‘mensbloed afkomstlg van—
(i) Blankes;
/(i) Kleurhnge, g BB o § R
O Astatsr T T A L st
(iv) Bantoes; en- Rl )
(v) die totale gctal houers met sodamgc bloed wat
' uitgereik is. e '
(¢) Die getal houers met bloed afkomstlg van— oo
. (i) Blankes; e P At
_ (i) Kleurlinge; = '
(i) Asiate;
. (iv) Bantoes; en . '
(v) die totale geta] sodanlge honers Wat na ’11
~ bloedbewerkingslaboratorium . gestuur is vir -
" bewerking tot preparate van mensbloed en die
naam(name) van die laboratorium(s) waarheen
hulle gestuur is:

(d) Die gctal houers met bioed wat afgekeur of wegge-
doen is en die redc waarom hulle afgekeur of weg-
gedoen is.. :

- {¢) Die getal houcrs waarop sterlhtcitsproewe ultgevoer

is en die getal wat positiewe resultate gelewer het

‘wat op bakterigle besmetting dui. ' -

,(f) Di¢ getal ~ongunstige - reaksies of sterfgevalle wat

~volgens aangifte by dic vereniging skynbaar deur

toediening van meJ:aSbloed veroorsaak. is en die

-reeksnommers vir die mskxywmgs van hierdie

: naunstxge reaksies of sterfgevalle in' die Reglster

~ van Ongunstige Reaksies of Sterfgevalle soos by
regulasie 38 van hierdie Bylae bepaal.

(3) Hierdie register moet deur die hSenswhouer tot Op.

datum gehou word ; _

Etaketrermg var dxe houers.

lisensiringsowetheid goedgekeur is en die grootte van-die
etiket moet sodanig wees dat dit nie die geredelike inspek-

“sie van die inhoud van d:e houer belemmer ‘nie.

(2) Die' etikette ‘moet” deur d1e hsenszcnngsowerheld'
goedgekeur word.

-(3) Die inligting wat op hierdie’ ehkcttc gedruk is, moet
in albej amptelike tale wees.

() Die volgende mhgtmg moet op die ert:ket verstrek :

-werd —

(@ Dne regte naam van die mhoud van d:e houer, nl Qv

: “Mensbloed ”. " gL b

(b) Die tipe van die teenstollmgsoplossmg wat gebfwk
is en die volume van dié oplossmg wat in die hovet
geplaas is.

(c) Die naam en adres van dle bloedskcnkmgsveremgmg

wat verantwoordelik -was vit- dle tap en ultrelkmg i

van die bloedskenking.

" (d) Die lisensienommer van die lisensichouer.

(e) Die 1dennﬁkaslemrk van die bloedskenk:ng

toe die skenkmg behoort. i
: 2?

40. (1) Elke houer met mensbloed moet voorsien wees
“van ’n stewig aangehegte etiket 0p 'n wyse wat deur die

(f) Die merk vir die identifikasie van die bloedlot waar='
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"'.(g) The ramal origin. of - the donatnon whleh may be
mdlcaled by. the: followmg code letters el
i Wfor Whites; : i
K for Coloureds;
A for Indians or Asiatics; and .
B for Bantus.

"(h} The date of the w;thdrawal of the b]ood donanon e

i from the ‘blood donor, -

: (f) The' expary date of the blood iri- the container b‘eyorld

i which it shall not be used as human-blood. .

(ﬂ The primary blood group (ABO system) of the il

~ donor.
(%) The Rh factor of the donor."
) It the blood' donatlon belongs to blood group 0

‘a statement as to whether the. 1so-agglutimn titre is |

high or -low and whether iso- haemolysms are
~ present. If the iso-agglutinin titre is high or iso-
- haemolysins are present,
< -donation should be used for the mf.usron of bIood
+ group O patients o111\ R

(m) The total volume or ‘weight: of the contents of the

container -expressed in millilitres or grams except

‘in the case when the container has a colume scale
empossed.on it and the volume of the contents may
be reacllly read therefrom.. "

(n) The following cautlon—u‘* Store and transport at
4°-10 EY

'(5) 'The label shall also provxde a spaee of suitable size
and with ‘appropriate headings for a certificate of com-
_patlbrhty to be completed by a responsible officer of the
“society certifying that a cross-matching compatibility test

between a sample of blood obtained from the pilot tube

: attached to the container and a sample of blood from the
rticular patient whom it is intended to infuse with the

“This space shall provzde for the follewmg information: —

(1) The full name of the patient with whose blood
- the blood‘in the contamer has been proved to be |

i compatible

' '(11) A warning that the blood in the contamer should.

be infused into this patient only.

'(111) The name of the hospltal and the number of the |

ward where- the patient is being treated.

e (iv) The name of the medwal practltmner m charge of |

< -the patxent o
- (v) ‘The. date- on which the test was performed
":(vn} The signature’ of *the ‘responsible ‘officer of the

society certlfymg thst the test has: been satlsfaclonly

performed

f (i) The pnnnng of the: information given by paragraphs
(a) ©. (2); (W), @, (). (k) and () shall be in larger and
‘bolder-type than the remamder of the information printed
on the label. - e

: (m) "I'he prmtmg of the pnmary blood group shall be in
large black bold type ina rectangular space which is not
less than 1 inch by 2 inch in area and which is oéioured
in accordangce with the foliowmg colour code :—

- White for blood group O, blue for blood group A,
i yellow for blood group B and red for blood group AB.

(w) The prmtmg of the Rh- factor shall. also be in large -

bold type in a rectangular space Wthh is not less than
A1 inch by 3 1nch in-area and— -
(a) if the Rh factor is positive, thiS shall be punted in
_black .on a white ‘background; and .
(b) if the Rh factor is negative, this shall be prmted in
whlte on a black background.

. AD Tl:u:ee samples of each of the proposed labals ‘shall

~be submitted by the licensee to the licensing authority for
_approval-whenever application is first made for a licence

¥ ;)rbw]henever the socrety demdes to change the deslgn of the
Jabe
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a caution that this

‘blood in the container, has been satisfactorily performed.-

| ..
(g) Dle ras waarvan. dle skenkmg afkomstlg is wat. met
£ x x: die" volgende kodeletters aangedul kan word'

W ovir Blankes: | b
K vir Kleurlinge;

A vir Indiérs of Asrz}te en
B vir Bantoes

(h) Dxe datum waarop die bloedskenkmg van die bloed
' skenker getrek is. I
(f) Die- verstrykmgsdatum van die bloed in- dle “houer
~waarna dit nicas ménsb]oed gebrmk mag word
nie.
© (j) Die primére . bloedgrdep (ABO-ste]sel) van die
skenker. i ) ;
(k) Die Rh- faktor van dre‘ skenker el
(0) Indien die bloedskenking tot bloedgroep 0 behoort
’n verklaring of die is¢ agglunmentlter hoog of laag
is en of isohemolisiene aanwesrg is ’n waarskuwing
dat dié¢ skenking slegs vir die toediening aan
~ pasiénte van bloedgro!ep 8] gebrunk moet word.
(m) Die totale volume of gewig van die inhoud van
«die houer in. milliliter of gram uitgedruk behalwe
in die geval waar ’n volumeskaal op die houer
geémbosseer is en die. volume van  die mhoud
geredelik daarvan afgelees kan word.
(n) Die volgende waarskuwmg—“ Be_rg op. e_n vervoer
- by4°tot10 ] O

(5) Op die etiket moet éaar n. ruunte van geskikte

grootte en met gepaste. opskrifte wees vir n verenigbaar-
“heidsertifikaat wat ingevul
delike beampte: van dle verremgmg wat sertifiscer dat ‘m

oet' word. deur ’n verantWwoor-

verenigbaarheidskruisproef tussen 'n-monster bloed verkry

_uit die proefbuisie wat aan die houer geheg is en 'n mon-

ster: bloed ‘van die bepaalde pasiént aan wie die bloed in. -
die houer toegedien moet 'wiord bevredigend uitgevoer is.
In hierdie ruzmte moet die volgende inligting verstrek

word: —

. (i) D;e volle naam van d:e pa51ent met wie se bloed '
die bloed in die houeﬁ verenigbaar is.

() ’n .WaarSkuwmg dat 'die bloed in dle houer slegs ™

-aan hierdie pasiént toegedlen moet word.
(iii) Die naam van dic hospn:aal en die nommer van die

- saal waarin dié pasiént behandel word.

(iv) Die naam: van die. eneesheer _m__ _1e se sorg die

_pasiént is. : 4 o 8
(v) Die datum waarop d,le proef ultgevoer is.. -
‘(vi) Die handtekemng van die verantwoordehke beampte_

van .die vereniging (wat sertlﬁseer dat die. proef
bevredlgend uitgevoer s, i

(6) (1) Dle Ietters -0p die etlket moet duidehk wees en

I die groot.te van ‘die letters| moet sodanig wees dat hulle . -

(6) (i) The printing on the Iabe1 shall be in clear type-_-
and of a size that can be readily read by the naked eye.”

gereclel;k met dle blote oog gelees kan word _
(ii) Die letters van die mﬂlgtmg in paragrawe (a), (c) (g) '

'_{h) (@, (D (k) en(7) moet in groter en vetter druk wees as '
(die ander mhgtmg wat op- die etiket gedruk is.

(ii}) Die Ietters van die primére bloedgroep moet groot,
swart vetgedrukte letters wees in"n reghockige ruimte wat

‘minstens 1 duim by § duim groot 'is en wat gekleur is

ooreenkomstlg die. volgenqb kleurkode T

Wit vir bloedgroep O, ‘blou vir bloedgroep A, geel:
ovir bloedgroep B en rooi vir bloedgroep AB.

(w) Dic letters van die L faktor moet dok’ greot en vet-
gedruk wees in ’n reghockige ru:mte wat mmstens 1 dunn
by & duim groot is en— . :

(a) indien die Rh fakto posmef is, moet dlt met swart
; Jetters op 'n wit agfergrond gedruk wess; en

- (b) indien die- Rh-faktor negatief is, moet dit met wit .
. letters op 'n swart Lezgtergrond gedruk wees. !

AT Dme monsters van elk van <ie vootgesteide etikette
moet deur die lisensichousr aan die lisensi€éringsowerheid -

vir goedkeuring voorgele 'word wanneer ook al vir die
_eerste keer aansoek om n Jisensie- gedoen word of wanneer
ook al die vereniging. beslmt om di

. etiket te verander B o

van die
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Pampkfet of Infornwr:on 4

41 (l) A pamph}ct of information and pfmtcd in bo{h
official languages shall be issued w1th uvcry conta.mer of

human blood.

(2) This pamphlet shal! gwe thc follomng mformatlon
_ and; advice:— -« 1. :

_-(a) The name, - the " busmess
. addresses. of the . bioocl donor soc:lety and its
telephone number

- (B) The advice that t—he ‘medical practmoner, who. is
| responsible for the administration of the blood,

should always carefully inspect the container and

" the blood therein before he infases it so as to ensure

and shows no evidence of being ‘pierced after the
container was filled and that ‘the expn'y “date of
the blood has not passed )

'(é) Thé neccssxty ‘of: always stormg and’ transportmg the
- container at a temperature of 4°-10° C. untﬂ ]ust
“before the mfusmn 1s admmistcred '

-(d) ‘The dangcrs that may occur.to thc patient 1f the

' container is opened or entered before the blood
‘therein is infused and the requirements of regula-
“tion 27 of this Schedule i in r&apect of such openmg

Cor entermg of contamers

'(e) ‘The- requlremcnts of reoulatlons 9 10 11 and 12 of..:_-

Part I of these: rqgulanons in respect ot

(1) ‘the responmbxhty of the medical practltloner
.~ who carries out or causes to be carried out'the

' -prc«transfuslon compatlblhty tests’ to ensure-

‘that a record of the results of these tests is kept,

the certificate of compatibility on the label of

the container-is completed and that the pilot
tube an da’specimen of the- patient’s blood is

. ‘ -:.‘-z-.-.---_-\retalned for a period of not less than 96 hours

| and-is:forwarded. or delwefed to whomsoever

_or wherever . directed by the licensee or

"Regloml Director, State. Health Ser\uces, for

~ investigatory ~purposes  in- cases  in. which

¢ @n untoward -redction’. or death has been
reported.

(11) “Thé- responsibility of . the medlcal practllloncr
-+ ~who -infuses a patient with- human blood to
;- ensure-that, -when ncc¢ssary in the interests

of the patient’s safety, a pre-transfusion com-
_ patibility test has been ‘carried out and that

.. the patient'is’ satisfactorily -identified as the
cortect patient for whom each contamcr of
blood is intended.

if}y: The" tesponsibility of ‘the medical pract:tloner
" ‘who infuses 2 patient with human blood to
“ensure that each container and giving set used
....are retained for a period of not less than

|7 licensee or the Regional Director “of State
S Health Services for investigatory purposes in

“cases ‘in’ which an untoward reactlon or death \

; | has been reportecl
(iV) The rcspons:blhty of the mcdscai practltioner
who infuses a patient. intravascularly with

Director of State 'Health ‘Services any un-
4 toward reaction suffered by the patient as an
‘i apparent result of the infusion or the death

+appeared to have oontnbuted to the death. .

Any other mformailon or adv;ce that the hoensee
.may wish, to_convey to medical practitionets who

soc:ety

1
_ri_.
i% 1
!

stal and tclegraphlf"

that the hermeuc seal of the container is still intact

twenty-four hours _after. compietlon of the
.. infusion and are forwarded or delivered to |
whomsoever or whenever directed by the |

- human blood or a preparation of human blood |
* to report promptly to the licensee or Regional |.

<'.:of +any. patient . in. whom. the infusion has |

infuse human biood provaded by the blood donor 1

Inhgrmgspamﬂet, I N '
41, (1) 'n Inhgtmgs;:amﬁet wat in albei amptelike taie
gedruk is, moet saam met elke houcr met menshloed uit-
gerelk word. .

(2) Hierdie pamflet moet die volgende mhgtmg en advies
verstrek — .

(a} Die naam, die bemghelds- pos- en tclegramadres van
die bloedskenkingsvereniging en sy teiefoonnemmcr

(b) ch advies dat die geneesheer ‘wat- verantwoordehk”
is vir. die toediening van die bloed, voordat hy die
bloed toedien, die houer en die bloed daarin altyd

- sorgvuldig moet inspekteer ten einde te verseker dat
die hermetiese verseelmg van die houer nog-
- ongeskonde is en geen. tekens toon dat- dit oop-
gesteek is nadat die houer gevul is nie, en’dat die

_ versttykmgsdatum van die bioed nog nie verby is
nie.

(c) Die noodsaakhkheld daarvan dat che houer altyd
" by ’n temperatuur van 4° tot 10° C opgeberg en
~verveer word tot net voor die toedlenmg _

(d) Die gevare waaraan die pasiént blootgestel kan.
word indien die houer oopgemaak of oopgesteek
~word voordat die bloed daarin toegedien word, en’
die vereistes van regulasie 27 van hierdie Bylac
ten  opsigte van die copmaak of oopsteek van '’
houers.

(e) Die vereistes van regu!asws 9. 10 1l en 12 van Deel :
- 1.van hierdie regulasies ten opsigte van: —

(i) die verantwoordelikheid van die gencesheer.
~wat die veremgbaarheldsproewe voOr 0ortap- -
.pmg uityoer of laat uitvoer om te verseker dat

©°n rekord vaa die resultate van hierdie proewe . -

- gehou word, die verenigbaarheidsertifikaat -op .
die etiket van die houer ingevul word en dat
“die procfbulsle en 'n-monster van die pasiént

. se bloed vir 'n tydperk vap minstens ses-en- -

- negentig' uur behou. word en gestuur ¢ of afge-
~ lewer word aan wie ook al of waarheen ook
al dic lisensichouer of die Streeksdirekteur:
-;.Staatsgesondheadsdxcnste gelas vrr ‘ondersoek-
doeleindes in gevalle waar ‘n ongunstlge
* reaksie of sterfgeval aangegee is.

(u) Dic verantwoordelikheid van dle geneesheer_-

. wat mensbloed aan ’n pasiént toedien om te

. veseker dat, wanneer dit in die belang van die

- pasiént se veiligheid nadlg is, n: veremgbaar‘

- heidsproef- VOO oortapping uitgevoer is en. dat

- . die pasiént op ’n bevredigende wyse gerdcutzﬁ-

seer ‘word - as dic regte pasiént vir wic. elke
houer met bloed bedoel is.

(m} Die verantwoordehkheld van die geneesheer
wat mensbloed aan ’n pasiént toedien om e
“yerseker dat ‘elke houer en toedienstel wat
~ gebruik word vir 'n tydperk van minstens vieg-.
“en-twintig: uur gehou word na voltooiing: van
die ioedlemng en gestuur-of afgeléwer word .
aan wie. ook al of waarheen ook al deur die

- lisensichouer of die. Streeksduekteur Staats-
- gesondheidsdienste gelas vir ondersoekdoel-
. eindes in gevalle waarin 'n ongunstxge reaksne',
of sterfgeval aangegee is. -

(w) Die verantwoordehkheld van die gcneesheer
wat mensbloed of ‘n preparaat van: mensbloed
~ intravaskulér aan ’n pasiént toedien om
-onmiddellik enige ongunstige reaksie wat deur
die  pasiént - ondervind- word -as ’n -skyn:
bare gevolg van die- toediening, of die dood
. van emge pasiént- waarin die toedmnmg blyk
baar ’n aanleidende oorsaak van die dood was,
by die lisensichouer of Strecksdirekteur:
Ly -Staatsgesondheidsdlcnste aan te gee ;

M Emge ander. inligting of advies wat die- lisensichouer
wil meedeel aan geneeshere wat mensbloed wat:
deur die bloedskcnkmgsveremgmg verskaf word; '
toedlen. '
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(3) The licensee shall, when he first applies for a:blood
donor - society - licence, . and . thereafter whenever . any
changes arc made in
it to the licensing authority for approval.

~Form of Repérring Untoward -Reﬁzeéi’ém or Deaths.
~.42. (1) Every blood donor society shall pt_‘_ut_w.idé_a form,

printed ‘in both official languages, ‘in_the nature of a ques- |

tionnaire.to be com 1 by the medical practitioner who,
* in ferms of regulation 12 of Part I of these regulations,
reporis an untoward reaction or death so as to enable the
licensee to complete the relevant entries in the Register
of Untoward Reactions and Deaths as provided for in

pleted b

regulation 38 of this S_c_:hgadulf_:.__ :
(2 T he I_'licen's_ee shall issue a copy of this form—
“i). with every container of human blood; or.

this pamphlet, forward-3 copies of -

(11)0nly when an unfoward reaction or death s

reported to him.

@ The-‘IiCchfs:ee shall, when he first applies for a blood

donor society licence and thereafter whenever any changes |

are made in this form, forward thiee copies of it to the

licensing authority. = ;

PROVISIONS RELATING TO BLOOD PROCESSING

“LABORATORIES. -

" A. GENERAL PROVISIONS.

 Appoiniiment of-a Medical 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 as qualified

experience, as the medical officer in charge of its blood
processing laboratory. - : ; :

- (2) This medica] practicioner shall be the licensee.

: _ Appointment of a Deputy Medical Oﬁ‘icer_.
" 2. The ' organisation . which . is :csponéible for the
operation of a blood processing laboratory may appoint
a medical practitioner as a deputy to the licensee.

.__3. (1) The licensee shall be in 6v_era_l} chargé 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 fequirements of Part 1

" of these regulations and of this Schedule are fully com-
_pligdwith.: e B TR AT !

(2) The licensee shall” forthwith “4dvise the - licensing
authority in writing of — =~ a7

(1) ‘the _sumamé, full ! Cl'irfi'st'ién n_ﬁmés, 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

. ment of such deputy.
30 .

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

f

" Bylae bepaal.

| lisensiéringsowerheid stuur.

- - _ | T
. (3) Die lisensichouer ‘moet; wanneer hy die eerste’ keer .
‘om ’n lisensie as’ bloedskenkingsvereniging aansoek' doen -
en daarna wanneer ook al daar enige verandering in hier< -
die pamflet aangebring word, drie eksemplare daarvan

-aan die IiSensiéﬁngsowerheic} stuur . vir goedkeuring.

© Vormvir die '@ﬁéé"vafrz"onéumtige..feaksiés-’O)‘
"sterfg%vatle;- 0 R

verskaf in albei amptelike tale gedruk en'in die aard van

42. (1) Elke’ 'bloéﬂskenk%gsve:enigi:ng moet ’n -vorm
n  vraelys wat deur die geneesheer wat ingevolge regu-

lasie- 12-van Deel I van hierdie regulasies, 'n ongunstige

reaksie of sterfgeval aangee, ingevul moet word ten einde
‘die - lisensichouer in staat |te -stel om . die- toepaslike
inskrywings in- die Register van Ongunstige Reaksies en -
Sterfgevalle te maak soos |in regulasic 38 van hierdie

(2) Die- lisensichouer ‘moet "h ‘eksemplaar van hierdie

~ (i).saam met elke v'ii(_)ueri metmensblocdof 3
© (i) slegs wanneer 'p ongunstige reaksie of sterfgeval by -
: hom aangegee word. g ; :
- (3) Die lisensichouer moet, wanneer hy die eerste keer
om ’n lisensie as bloedskenkingsvereniging aansoek doen

| en daarna wanneer ook al enige veranderings in hierdie

vorm aangebring word, driﬁ cksemplare daarvan aan die
_TWEEDE BYLAE. -

.

- BEPALINGS IN VERBAND MET BLOED-
© -~ BEWERKINGSLABORATORIUMS. =~
I 3

s B ALGEME o |
Aanstelling van.’n. verdnt_ézqofdelfk-é medrefe beampte.- .
1. (1) Elke organisasic wat verantwoordelik s ‘vir-die

dryf van *n.bloedbewerkingslaboratorium moet:'n genees:

by suitable and adequate post-graduate training: and | heer aanstel wat, na die organisasie oortuig is, geskikte en

toereikende nagraadse opleiding en ondervinding gehad
het, as dic verantwoordelike medicse beampte ‘van” sy
bloedbewerkingslaboratorium. oo e

(2) Hierdie geneesheer is die. lisensichouer, . . . .
. Aanstelling van ’n-adjunk-mediese beampte. . ..
5. Die organisasie wat verantwoordelik is vir die dryf
van ‘n:bloedbewerkingslaboratorium kan. °n geneesheer as
'n adjunk-medicse beampte| van die lisensichouer aanstel.

* Funksies van die lisensi¢houer.
_ 3..(1) Die lisensichouer oefen algehele beheer uit oor, en
is verantwoordelik vir, di¢ behoorlike titvoer Van''alle
‘mediese, tegnicse. administratiewe en Klerklike prosedures
wat deur die bloedbewerkingslaboratorium behartig word
en wat in hierdie Bylae voorgeskryf word en hy is ver-
‘antwoordelik daarvoor om| toe te sien dat daar aan al die
toepaslike vereistes van Deel I van hierdie regulasies en
van hierdie Bylae ten volle voldoen word. .~

{2) Die lisensichouer moet die ligg;fsiéfin:gs{)wcphéid
onverwyld skriftelik yerwittig van— ' _

EIREL ST e

(i) die van, volle voorname, posadres en mediese kwali-

~ fikasies, soos deur $ie_ Suid-Afrikaanse Geneeskun-

. dige en: Tandheelkundige Raad geregistreer, van
cnige geneesheer wat deur die organisasie verant-
~ woordelik ' vir die dryf van die bloedbewerkings-
. laboratorium as sy adjunk-mediese beampte aange-
. 'stelis; of. - | - £ o

(i) enige _vei*éindér‘ing wat in die- .aané.télliné;_" an dié
adjunk-mediese beampte gedoen is:- iz :
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(3) The lacensee shall also promplly notify the hcensmg
authority of any changes which have been made, or are
about to be made, by the organisation. responsible for the

of—

(@) the desngnatlon or the busmess postal or’ tele-
graphic addresses or the telephone numbers of the
abovementioned orgamsanon, or

(i) the designation, or' the business, postal or tele-

graph:c address or the telephone number of the |

.blood processing laboratory; or

(m} the plan of organisation of, and. the methods and
“procedures adopted by, the laboratory in - respect

- _ﬁ! of the processing of -biood and which are requued :

by re«ulanen 6 of this Schedule.

(4) In the case when changes are to be made in the
methods and procedures which require, under the relevant
regulations of this Schedule, the approval of the ‘licensing

authority, the contemplated changes shall.be notified to

him before they are made ‘and they shall not be put into
operation until his approval has been received by the
Tlicensee. Other - changes of which notification to the
licensing authority is required shall be notified to him
by the lmensee as soon-as it is. reasonably practical to do
so.. - :

(5) The lcensee shall fﬁmish the licensing authl)rity

~ with a copy of the annual report of the laboratory as soon
as'it is reasonably possible after its pubhcatlon

Funcrion.é of i‘he Deputjr Medica_l Officer.

4. (1). The deputy medical officer shall be under the

administrative contro! of the licensee and shall undertake
‘and be responsible for such blood processing laboratory
. duties as are delegated to him by the latter. The deputy
medical officer shall also be the under-study to the licensee

and shall have full powers to act as such whenever the
latter is temporarily not available for duty. The deputy

medical officer shall then be responsible for carrying out
all the dutzcs of the licensee as prescnbed in this Schedule.

(2} Should the licensee permanently rehnqmsh his

dutzm as.the medical officer in charge of the blood pro-
cessing laboratory, the deputy medical officer may act as

the licensee for a period not ‘exceeding 30 days during

whlch application may be made for a new hcence
. T!te Licensee or the Deputy Medical Officer shall be avail-
able for the Proper Controi -of the Processing of Blood.

.5 Eltllet the Iicensee, or his Deputy. Medlcal Officer,
~shall be available for the proper control of the processing

of blood into preparations of human blood by the labora- |

t{)ry whenever such, promssmg is being carried out.

:Apphcat:om for Blood Processmg Labomtory Llcences

e (M Every med:cal practitioner who is appointed by
an organisation as ‘the medical officer in’charge of its
lood - processing laboratory shall' forthwith apply ‘in
writing to the licensing authority for a- ‘blood processing
laboratory licence and shall furnish w;th his appllcation
the following information: —

(a) ‘His ‘'surniame, full Christian’ names; postal address
and medical - qualifications as registered by the
‘Sauth: Afrlcan Mcd:cal and Dental Council.

(b). The deszgnation and the. busmess poslal and tele-
graphic addresses 'of the organisation responsible.
.for the opera,tlon of the bleod proccssmg labora-

(c) The designation, the busmess postal and telegraphw
17/ addresses and the. telephone number of the blood
L proc&esmg laVla(:ma.tciry.a ey, o

operation of the blood processmg laboratory in- respect__

. (3).Die lisensichouer moet ook die l_isensi_étings_bw_crhéid'
| onmiddellik in kennis stel van enige’ veranderings wat aan-
gebring is of aangebring staan te word deur die organisasie ¢

verantwoordelik vir die dryf van d1e bloedbewermngslabo-

ratorium ten opSIgte van—

(i) die benaming of die besigheids-, pos- of telegram-
adres of die telefoonnommer van bogenoemde orga-" -
~ -nisasie; of

{11) die benammg of die besigheids-, pos- of teleglam~

" adres of 'di¢ telefoonnommer van die bloedbe-
werkmgslahoratorium of

(iii) die organisasieplan van, en die metodes en prose-
dures gevolg deur die laboratorium ten opsigte van
die bewerking van bloed en wat by reoulasae 6 van
- hierdie Bylae vereis word.

' (4) Tn die geval waar veranderings aangebring moet .

word in diec metodes en prosedures wat ingevolge die toe-

_paslike’ regulasies van hierdie Bylae die goedkeunng van -
- die lisensiéringsowerheid vereis, moet die beoogde veraride-

rings aan hom meegedeel word- voordat dit- aangebring
word en moet dit nie in werking gestel word voor sy goed-
keuring deur die lisensichouer ontvang is nie. - Ander ver-
anderings waarvan  die lisensiéringsowerheid in..kennis

gestel moet word, moet deur die.lisensichouer aan hom

meegedeel word so spoedig as wat dit redellk moontlik . is.
om dit te doen. -

(5) Die lisensichouer moet aan die l:sensmrmﬂsowerheld
'n cksemplaar van die jaarverslag van die laboratonum
besorg so gou as wat redellk mocnthk is na die publikasie

' daarvan.

E unksies van die ad}unk-medrese beampte :
4. (1) Die adjunk- -mediese beampte staan onder d1e

_ adrmmstratmwe beheer van die lisensichouer en onderneem

di¢ bloedbewerkingslaboratoriumpligte  wat - deur laas-
genoemde aan hom opgedra word en is verantwoordelik
daarvoor. = Die adjunk-mediese beampte neem ook
waar in die plek van die lisensichouer en het volle
bevoegdheid om- as di¢" lisensiehouer ‘op te tree wanneer
ook al laasgenoemde tydelik nie vir diens beskikbaar is
nie. ‘Die adjunk-mediese beampte is dan verantwoordelik

‘daarvoor dat al die pligte van die lisensichouer soos in

hierdie Bylae voorgeskryf, uitgevoer word. o
(2) Indien die lisensichouer sy pligte as,die verantwoor-

"delike mediese beampte van die bloedbéwerkingslaborato-

rium permanent neerlé, kan' dic adjunk-mediese beampte
as die lisensichouer optree vir ’n tydperk van hoogstens

- 30 dae waartydens aansoek om ’n’ nuwe ltsens:e gedoen

kan word. -

Die hsen.}whouer of ad}unk-medww l)eamP!e moet 'altyd

. beskikbaar weesvir die. behoorlike beheer van die
bewerking van bloed. -

5. Of die lisensiehouer of sy ad]unk-medxese heampte
moet beskﬂ(baar wees vir die behoorlike beheer van :die

‘bewerking van bloed tot preparate van mensbloed deur

die laboratonum wanneer ook al dle bewerhng ‘uitgevoer
word. -

Aansoeke om lisensies as bloedbewerkmgsfaborarormm i

6. (l) Elke geneesheer wat deur ’n orgamsas:e aangemtel_
word as die verantwoordelike mediese: beampte vansy
b_loe_dbewerkmgslaboratonum moet onverwyld by die lisen-

siéringsowerheid skriftelik aansoek doen om ’n lisénsie as
bloedbewerkingslaboratorium en moet cllc volgende inlig-

ting saam met sy aansoek verstrek: —

(@) Sy van, volle voorname, posadres en mediese kwahli-
kasies soos deur di¢ Suid-Afrikaanse Geneeskundige

en Tandheelkundlge Raad gereg;lstreer

; (l;) Die benammg en die besughelds- pos- .en tclegram-
~ adres van die organisasic wat. verantwoordelik is vir
 die dryf van- die btoedbewerkmgslaboratonum

(c) Die benaming, die besigheids-, pos- en telegramadres
en die telefoonnommer van- d1e b]oedbeWetkmgs- :
* laboratorium. -

Ve
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(@) A letter signed by an appropriate official of the-

above-mentioned organisation stating -that —
(i) the applicant - has been  permanently ot

‘temporarily ‘appointed by it as the medi¢al |-

officer in charge of the laboratory; and
(i) the date from which such appointment is to
« - takeeffect; and 5 | :
i) if the appointment is a temporary one, the

‘petiod for which the appointment has been

~ made. _ _ :
(¢) A short description by the applicant of— -
" the plan of organisation of, and the methods and
procedures to be'adopted by, the laboratory. in

respect to the processing of preparations of human |

blood which it will .undertake and with special

réference’ to those -procedures and methods for |
‘which, under- the relevant regulations of this |
Schedule; the approval of the licensing authority |

is required..

This description shall in.cludc. a]l_;_th(:_ deowing. :

particulars: —

@) The d_e;sign_atibn / s and address/es of the blood |

donor society/societies which will supply the

laboratory with blood for processing into pre: |

parations of human biood. _
(i) A list of the types of preparation [
blood which will be processed by the labora-

tory. L : oy
* (i) A description of the system to be adopted by
" the laboratory -for the keeping of all records
which are prescribed

tions of this Schedule,

(iv) A ‘description of all the technical methods | -

- which are to be employed by the laboratory
~ for the processing of these preparations of
~* human blood and of the test methods which

. are 0 be employed routinely by the laboratory
" to ensure that the quality, purity and safety of

every batch of these preparations shall comply

with the relevant requirements of this Schedule
for these preparations. . L :

(v) A sketch plan of *the laboratory buildings
“showing their lay-out and relationship to

neighbouring buildings or laboratories.
shall, however, not be necessary for the applicant

IETRRG  J Ly . NOW!
e any -of the in
: , _has already been furnished, an
s tiotified (o the licensing authority

- to all 'such previously furnished information; and

(b certifies that no other changes have since been made..
. (3) The . licensee shall -also furnish to the licensing

authority such other written -information as may be

uired by the latter in respect of the organisation. of

‘methods and _proceduses adopted by the labora-
© tory in respect of the processing of preparations of human
blood. - = e s -

'N&tfﬁca_tio}; that the Licensee has Ceased to Act as the

 Medical Officeriin Charge of the Laboratory. -
7. 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-

e officer who. will “carry on. the laboratory until a new
medical officer in charge has been appointed. ;
Sources of Blood for Processing into Preparations of

© - . Human Blood. b 5

8. Only blood which has been obtained from a licensed

blood donor society may: be used by a blood processing

- laboratory for procéssing -info preparations of human

~ blood.
by

of human |

in the relevant regula- |

formation disied above if such,
d all subsequent |
. Qoo -t ‘provided that—
(@) the applicant in his- application refers specifically |

- (d) 'n Brief deur 'n gepaste amptenaar van bogenoemde
~ organisasie onderteken waarin gemeld word dat—
(i) die. applikant: permanent of. tydelik deur die.
~organisasie aangestel is as die veraniwoorde--
- like miediese beampte van die laboratorium; en
(iiy die datum waarop die aanstelling van krag =
.. wordien - _ e
-(iii) indien dit ’'n tydelike aanstelling is, die tyd-
B perk waarvoor diie-aanstelli_ng gedoen is.
(¢) 'n Kort beskrywing deur. die applikant van— ' ;
die organisasieplan van die vercniging en die
metodes en prosedures wat deur hom gevolg sal
word in verband met ‘die' bewerking van preparate .
~van mensbloed wat [hy' sal- onderneem ‘en” met -
spesiale ‘verwysing na die -prosedures en metodes
- waarvoor, ingevolge die toepaslike regulasies: van
+hierdie Bylae, die goedkeuring van die lisensiérings-
~owerheid vereisword. | " i, oo 5 0 T
Hierdie beskrywing moet a
derhede insluit; — L B R
(i) Die benaming(s) en adres(se) van die bloed-
skenkingsvéreniging(s) wat bloed vir, bewerking
tot preparate van'mensbloed aan die labora-:

nde beson-

. torium sal verskaf.. - - 7 e
(i} ’n Lys van die tipes preparaat -van mensbloed
__wat_deur die laboraterium bewerk sal ‘word.
(iii) ’n. Beskrywing van die stelsel wat: deur die
laboratorium gevolg sal word vir die hou van
alle rekords wat in die toepaslike regulasies
. van hierdie Bylae voorgeskryf word.
(iv) ’n Beskrywing van al die tegniese metodes wat
deur die laboratorium gevolg sal word vir die
bewerking van- hierdie preparate van mens-
bloed en van die proefmetodes” wat gereeld
deur die laboratorium toegepas sal word' ten
cinde te verseker|dat die gehalte, suiwerheid en
- veiligheid van elke lot van hierdie preparate
" voldoén aan die toepaslike vereistes van hierdie
. Bylae vir hierdie preparate. .

() ’n Sketsplan van die laboratoriumgeboue” wat -
' hulle aanleg en ligging 'met betrekking ‘tot
- nabygeleé geboue en laboratoriums toon. ..
(2) Dit’is egter nie nodig dat die appiikant bogenoemde

inligting verstrek nie indien die inligting reeds verstrek is
en die lisensiéringsowerheid in kennis gestel is van al die
veranderings wat later daarin aangebring is; mits—
 (a) die applikant in sy aansoek spesifick verw.

. (b) hy sertifiseer dat geen ander veranderings séde_rtdiéﬁ

~aangebring isnie. |

(3) Die lisensichouer maet ook dié énder.skr_iﬁ'eh_kc'-.“
inligting aan die" lisensiéringsowerheid verstrek wat deur

laasgenoemde vereis word ten opsigte van die organisasie
~van, en die metodes en prosedures gevolg deur die labora- -

torium ten opsigte van die| bewerking van preparate. van
mensbloed. b " :
Kennisgewing dat die lisensielouer opgehou het om as die
-~ verantwoordelike medigese beampte van die labora-
~torium op te tree. Iy v p :
2 Indien.die-.lisensiehoujz om enige rede sy betrekking -
as verantwoordelike mediese beampte van die labora-
torium neerlé, moet die |gepaste amptenaar wvan die
organisasie verantwoordelik vir die dryf van die bloed-

‘bewerkingslaboratorium. die lisensiéringsowerheid onver-
_with notify the licensing authority in writing of this fact | wyld skriftelik van di¢ feit in kennis stel en laasgenoemde

‘and advise the latter as to the name of the deputy medical “yerwittig van die naam van die adjunk-mediese beampte -

wat vir die laboratorium verantwoordelik sal wees totdat

’n nuwe verantwoordelike mediese beampte aangestel is.-

Bronne van bloed vir bleﬁ)é}'king' tot prepardte van

'8 Slegs bloed wat van ’n gelisensieerde bloedskenkings-

vereniging verkry is, kan deur ‘n bloedbewerkingslabora- -
torium gebruik word vir bewerking tot preparate van

-1 mensbloed.
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Coudmons under whzeh Blood may be Pr ocessed into
Preparaugns of Human Bfood

9. {l) Only ‘blood which has been collected, stored amd
transported in accordance with the relevant regulanons

. -of the First' Schedule of these 1egu]at10ns shall be used
§ fm processmg into preparations of human blood. "

. (2) The. blood shali be delivered to the Iaboratory wnh-. ;
in 28 days inclusive from the time: of xts mthdrawal from.

s the blood donors.

s

~ laboratory in clean,

- recorded ‘at the laboratory on . their receipt.
. tainers which have been maintained continuously at a
_ :temperature not “exceeding 10°C shall be used fer pro-.

(’%) The blood - shall be dehvered to the Iaboralory in :
the engmal contamers into which’ each domn was bled :

(4) The- oontamels of b100d shall be dehvered tor the:-
insulated or refrigerated shipping |
‘maintain them at a _sulla_bly Jow: |
been 1

hampers which will.

temperature  or by such - other. means_ as  has

approved by the ‘licensing authority. The temperature at

which the ‘containers' are «delivered ~shall be:checked and
Only con-

oessmg mte human antlbody globulm

(5) All containers of blood f;or proccssmg into prepara-' g
‘tions of human' blood-shall be maintained at the labora-
‘tory from the time of receipt until the time. that pro-
~ céssing is commenced at a temperature of 4 to 0% C.

{6) Only coniamers of blood of ‘wh1ch the hermet:c_
seals are intact'and Show no signs of puncturing shall be.
_used for processmu mto preparauons of human blood.

(?) Only contamers of blood ‘from donors who at the'

time. of w:thdrawal of blood from- them have been shown

- to have, negative serological tests for syphilis shall be pro-

cessed into preparations of human blood éxcept that blood- |

which has been stored conunuously 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
k shown to. be p051t1ve - ; 3

(8) After rece:pt at the iaboratory and ‘before proeessmg

s commenced, a sterility test shall be carried out, by a
- method approved by the llcensmg authority, on every con-
tainér ‘of blood for processing and only. containers - of
_which the contents have been shown to ‘be sterile by

“such tests may be used for processmg mte preparatmns
. of human blood : T i =t

(9} All pesmve stenhty tests on contamers ef blood.
shall be promptly reported in Wntmg on. their_completion
by the licensee to the medical officer in charge of the blood -

: lied the container ided |
Gt Service Whih JiNEH € P Tod | 'skenkingsdiens wat die houer verskaf het soos in regulasie -

_..33 (4) van die: Eerste Bylae van hierdie regulasxes bepaal.

for in regulation 33 (4) of the Flrst Schedule to these

- regulatlons

(10) The ﬁrst stage in. the. processmg of biood mto-'
- preparations of human blood whereby the plasma or serum
is separated from the red blood corpuscles or blood clot

shall be completed within 30 days of the w1thdrawal of

the blood from the blood donors. =

(11) Al plasma or serum separated from whole blood'

shall be kept under such conditions as are prescribed by

out.

(12) A r“cmd shail be Pept by the hcepsee of every
container of blood reccived by him for processing and |

this record shall reflect the following information: —

" (@) The identification mar}c of the. contamer as appeaung

‘on, i, labe}

(B the date on which the blood” m the contamer was’
: mthdr&wn from the - dcmor also as. Etppe:an'mor on

e v dtselabel; v T Sae

(r:) the date of rece:pt of the contamer ai the laboratory,

Bw32641 i8

the licensing 3uthor;ty ‘before. further pmcessmg is carrred-

Voo.f waara'es waamp bfoed tot prepam.e van membfoed :
bewerk kan word,

9 (I) Slegs bloed wat - ooreenkomst:g die . taepasl:ke'.

_-regulames van die Eerste: By!de van- hierdi¢ regulasies-
. getap, opgeberg en - vervoer: is, .mag vir bewelkmg tot -
: preparate van mensbloed gebrmk word.. e

(2) Die bloed moet bmne 28 dae met mslumng van dlﬁ.

datuni waarop dit van die- bloedsl’cnkcrs getrek is,’ by die
' laboratonum afgelewer word. o

(3 Die blocd moet in die oorspronkhke houers waann
dit - van elke skenker getap zs, by che laboratorium -

. :afgelewer word

(4 Die houers met- bloed ‘moet aan: dle Iaboratorlum .
afgelewer word in skoon, gelsoleerde of verkoelde versen-

dingshouers- wat hulle by 'n geskikic lae  temperatuur
~sal holrof op "n ‘ander wyse ‘wat ‘deur die hsenmermgs- o
-owerheid ‘goedgekeur is.
‘geneem woid, ' moet  die temperatuur ‘waarby - hulle
_afgelewer word, ‘by. die laboratorium- nagegaan en aan-

Wanneer. die houers'in ontvangs .

geieken word. - Slegs houers wat deurgaens by ’n tempera- . |

| tuur van- hoogstens 10° C. gehou is, mag vir: bewerkmg
- tot mens- teenstof- globullen gebm1k word g 4

(5) Alle ‘houers met bloed -vir bewerkmg ot preparate__‘

“van mensbloed moet vandat huile ontvang is totdat daar

met die bewerking begin word by die: laboratonum by
tempe1atuur van 4° tot 105-C. gehou word. - -

(6) SIegs ‘houers met bleed waarvan die hermetlese

verseglings ongeskonde is en wat geen tekens -toon dat
| hulle oopgesteek is nie. mag vir bewenkmg E(}t preparale.-
van mensbloed gebruik word. : )

(7) Slegs houers met bloed van skenkers ten 0p31gle van
wie, toe die bloed’ uit hulle getrek is, die serumproef vir

lues negatief geblyk het, mag tot preparate van mensbloed
bewerk word; -behalwe dat .bloed .wat- deurgaans vir
‘minstens 96 uur by ’n temperatuur van tussen 4° én 10°°C. *
- opgeberg s, vir sodanige bewerkmg gebruik kan word,
| ‘hoewel. daar geen serumproewe vir lues. u1tgevoer is nie
“of die’ proewe positief geblyk het. E

(8) Nadat die houers met bioed v1r bewerkmg by dxe

_laboratormm in ontvangs geneem is en voordat daar met.

die bewerking - begin word, mcet ’n steriliteitsproef op

- elke: houer u1tgev0er word voIgens 'n metode: deur die
_.:hsensmrlngsowerhe:d goedgekeur, en slégs houers waarvan:'__;':
die inhoud by die procwe: steriel belyk “het, -mag  vir
.bewerkmg tot . preparate van: mensbloed gebruxk word

(9 Alle positiewe stenhtertsproeWe op-houers met bloed'--_ -
‘moet na voltooiing van die proewe sonder versuim sknfte-'

lik deur die- llsen51ehouer gerapporteer, word agn die

verantwoordélike * mediese: beampte - van . die “bloed-

( 10) D1e eeiste stadium’in die bcwerkmg van bloed tot

'_preparate van mensbloéd waardeur die plasma of serum

van die rooibloedliggaampies of ‘stolsel afgeskei word, -
‘moet binne 30 dae vandat die bloed van dle bloedskenkers e

_ 'getrek is, voltooi word. -

(11) Alle plasma of serum wat van voibloed afgeskel

‘is, moet onder dié toestande wat deur di¢ lisensiérings- -
-owerheid. vomgesklyf word gehou word voorc!at verdere' B
‘bewerking geskied. . . o

(12) 'n Rekord moet deur dle hsenswhOuer gehou word o
van elke houer met bloed wat deur hom vir. ‘bewerking
ontvang is en hlerdle rekcrd moet dxe \«Glgende inligting.
- weergee: —

(ay Die 1de°1t1ﬁk351emerk van die houer 5008 cilt op sy -

atiket voorkom; '

(b} die datum waarop die bloed in die houer van die

 skenker - getrek is. ook S00S- dit. ep dre etu{et daar- o

yan- voorkom; :
- {¢) die datum waarop die houel: by dJe iaboratonum in
ontvanﬂs geneem is; s £ o
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() the _tel}'np'erathre'at which the contajner was delivered; |

(¢) the date on which the sterility test was set up; -

(f) the date on which the sterility test ‘was complet'ed;,
~(g) the resilt of the sterility test; ' =

(h) the date on which the plasma or serum "{w\as_ separa- |

“ted from the red blood corpuscles or bloed clot;

(i) the conditions under which the plasma or serum was -

stored before being finally processed.
" Premises and Equipment.
10. The premises on which blood is processed into

preparations of humaa blood and on which tests are carried
out fo ensure that quality and safety of such preparations

and the equipment used in connection therewith shall be -
le. and  adequate: for .the purpose, shall -allow of

stita)

proper aseptic.

precautions being taken and shall be to the
the licensing authority. No matetial which

es' in’ which preparations of human blood are

Methods of Processing. =

' Il (b)___T}jg methods used for processing
drawn from
blood, -

(b) the number of coﬁtaincrs of blood that may be

pooled for processing ‘as a
type of preparation, and
“{c) the methods of s

single batch for any specific

e s of cleansing and sterilising of apparatus
employed in the processing of preparation of human blood,

shall be approved by the licensing authority. .

: Batches of Prepw'aaon

" 12. (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
“(2) ‘Every “batch- of -preparation shall “be: given an
identifying batch sumber. -~ - . . T o -
(3) In the case of a preparation processed from non-

pooled plasma or serum, a serial number as well as a
batch number shall be given to every -container -of such

preparation.

Tests for Q-Hai:'tj_’_=_&}xd Purity. :

13, (1) The tests for quality and purity which shall be

“applied routinely to every batch of a- particular type of

: gt_eparétibﬁfshaﬂ._be-‘-'thO_Se__ tésts which have been approved
oy

he licensing authority as tests which-will ensure that the

batch ‘of preparation in question shall comply with those.
. standards for quality and purity which are prescribed in

.those regulations of this Schedule which apply to this
type of preparation. O R T S e, E
= (2) No-batch of preparation of human blood shall be

- passed the prescribed tests for quality and purity.

AT

" 14, (1) The safety tests (sterility, pyrogenicity, toxicity

or other safety tests) as shall be applied routinely to
batches of different preparations of human blood processed
: %-the laboratory shall be such tests as shall be prescribed
'by him in writing to the licensee.

licensing authority for the purpose.” =~ - i . |
- (3) No batch of preparation’of human blood shall. be
‘issued for use in human beings unless it has. succesfully

passed the prescribed safety tests,

' Records of Procelvsfng and Testing.
15. Detailed - protocols, in 'a form which has been

approv

-quality, purity and safety of each and every baich of

laboratory.
e 2 4

preparation ‘of human blocd which is processed at the

_ ssing: blood with-
human ' beings into preparations -of human

ied for use in human beings unless it has successfully

e to time by the licensing authority and notified

(2) The methods for the performance of all _s.afe_ty- tests |
shall be methods which have been approved by the { p

ed by the licensing authority, shall be kept by the
Ticensee in respect of the processing ‘and testing for |

(d) die temperatuur waarby die hoter .a_fg_a..elewei‘"i’s-;'
(e) die datum waarop daar met die steriliteitsproef begin -
lsx - g

(g) die resultaat van die steriliteitsproef; - i

(h) die datum waarop die plasma of serum van die rooi-
bloedliggaampies of stolsel afgeskeiis; .

(i) die toestande waaronder die - plasma of -serum
opgeberg is voordat finale bewerking geskied.

Persée! en 'uz'-tn_;st_‘fng. ;

-~ 10. Die perseel waar bloed tot plﬁ.@paratc___v-an-mensb_ljo;e.d

“bewerk word en waar proewe uitgevoer word ten einde te

-verseker dat die gehalte en veiligheid van di€ preparate en
die uitrusting wat in verband daarmee gebruik - word,. -
geskik en toereikend vir die doel is, moet van so ’n aard
wees dat dit moontlik ‘is ‘'om behoorlike aseptiese. voor-

the licensing au ANOQ Dpattlial wh ~sorgmaatreéls te tref en moet die lisensiéringsowerheid
pathogenic organisms may be introduced into |- :

tevrede stel. Geen - materiaal wat moontlik patogene

| organismes kan bevat, mag op die perseel waar preparate
| van mensbloed bewerk word, gebring word mie. -

S Bewerkingsmetodes. -~
11. (a) Die metodes wat toegepas word vir bewerking i

van bloed ‘wat van mense getrek is, tot preparate van

mensbloed; bl Az AR

~ {b) Die getal houers met bloed wat saam as een enkele

ot vir enige spesificke tipe preparaat bewerk kan word; en

' (¢©) Die metodes vir die skoonmaak en 'stcr'_ili'ééer van
apparaat wat by die bewerking van preparate van mens--
bloed gebruik word,

moet deur die l’iscnsiér_iﬁgsowérheid.-'-goedgék'eﬁr word.

_ I_pri‘e preparaat. 5 - s g
12, (1) ’n Lot van enige bepaalde preparaat van bloed

‘i -dié hoevectheid van. dié preparaat waarvan die -
- bewerking uit plasma of serum op een bepazlde dag begin
word 'en as een enkele lot voltooi word. s

() Aan_clke lot preparaat_moet *n_identifikasielot-
nommer toegeken word. U PRI SO0 Ry WAL

- (3) In die geval van *n preparaat wat uit nie-gepoelde

plasma of serum bewerk is, moet daar aan elke houer met

~die preparaat sowel 'n reeksnommer as “n lotnommer toe-

geken word. - oy ;

B s Gehalte- en suiwerheidsproeve. e e
. 13..(1) Die gehalte- en suiwerheidsproewe wat gereeld

‘op elke lot van ’n bepaalde tipe preparaat uitgevoer word, -
is dié proewe- wat deur dic lisensiéringsowerheid goed-

gekeur is as proewe wat sal verscker dat-dic betrokke lot
‘preparaat aan di¢ standaarde van gehalte en siaiwerheid

~voldoen wat in di¢ regulasies van hierdie Bylae wat-op .~
_hierdie tipe preparaat van tcepassing is, voorgeskryf word.

~ (2) Geen lot preparaat van mensbloed mag vir gebruik - '
by mense uitgereik word mnie, tensy dit aan die voor-
‘geskrewe gehalte- en suiwerheidsproewe voldoen het:

Veiligheidsproewe. - .

14, (1) Die veiligheidsproewe (steriliteits-, pirogeen-.

toksiteits-, of ander veiligheidsproewe) wat gereeld op lotie -
van verskillende preparate van mensbloed wat deur die

‘vereniging bewerk word, toegepas moet word, is. dié

proewe wat van tyd tot tyd deur die lisensi€éringsowerheid

- voorgeskryf word en deur hom skriftelik -aan die lisensie-

‘houer meegedeel word. - . _ s
(2) Die metodes vir die uitvoer van alle veiligheids-
roewe is metodes wat vir die doel deur die lisensicrings-
owerheid goedgekeur is, LA i

3) Geen lot preparaat van mensbloed mag. vir. gebruik
by mense unitgereik ‘word nie tensy dit aan die voor-
geskrewe veiligheidsproewe voldoen het.

B " Bewerkings- en proefrekords.

'15. Volledige protokolle, in ’n vorm wat deur dic
lisensiéringsowerheid goedgekeur is, moet deur die lisensie-
Houer gehou word ten opsigte van die bewerking en proef

' vir gehalte, suiwerheid en veiligheid van elke en iedere

lot “preparaat van mensbloed wat by die “laboratorium. -

| bewerk word.

(6] die_’ datum waarop die. steriliteitsproef voltooi i,sﬁ__'_ i :
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Da!e of Manufacture

16 'I'he date of manufacture of any batch of a prepara- '
. tion of human blood shail be that date on which all the

tests for quaLty, purity and safety on that partlcular batch
of ‘preparation were successfully completed =

- Condition. of Storage and Expiry Dates jor Comamers |

17. (a) ‘The condltlons under whlch contamors of each

_ type of prepamuon of human blood shall be stored; ‘and.

(b) ‘the expiry date beyond which a partzcular batch :
- paraat nie geskik geag word vir gobrmk by d1e behande-

ling van mense nie,
moet in ooreenstemming wees met die speslale bepalmgs

of preparation shall not be deemed fit for use in the treat-
‘ment of human beings,

shall be ~according to- the special prowsmns which are |
prescnbed in those .regulations of this Schedule relating

to that particular type of preparatton

'Conramers of Human Plasma (quwd Frozen or Dr:ed)
and Serum or., Serwn Albumm (qumd or lrtea')

> 18. (1) .Containers for- Human Plasma (Liquid, Frozon- '
-or Dried), Human Seram (Liquid or Dried) and Human -

Serum Albumin (Liquid or Dried) shall be— _
(a) of neutral, colourless, transparent glass or
- (b) of non-coloured plastic material which shall be

sufficiently transparent as to allow of ready. inspec:

_tion of the contents and which shall cause no
~ chemical nor toxic change in- the contems nor altor
' their volume: on storage. “

) The containers shall have helmetlc c]osures which
shall effectively protect the contents against contamina-
tion, shall cause no toxic changes in them and . shall
‘readily reveal whether the container has been opened or |

the closure punctured for any purpose.

b (3) Samples: of the contamors and their closures shall
be submitted to the hoensmg authority for approval when
‘application ‘is made for-a blood processing laboratory
licence or for the renewal of such'a licence or when it is
:decxdod to change the type of container or closure,

{4 Only containers and closures. whlch have been

approved by the licensing authorlty shall be used by blood
‘processing laboratories for the issue of these preparatlons
‘of human blood, .

} Comamers fof_ szrm F zbrmogen, T hrombm and Human |

Antzbody Globulin.

: 19 Thc containers for fibrin, ﬁbrmogen, thrombm -and
human antibody globulm shall be of a type appioved by
. the hcensmg authorlty i )

. Dwnlfed Water.

20 If the biood processmg laboratory supplies dlSt.lHed

‘water for dissolving dried plasma, serum or albumin prior

“to its infusion into human beings, this ‘water sha!l be sterlle '

‘and pyrogen free and shall also—

(@) conform to standards of purity; _

b)Y b’ dlspensed in hermeucally sealed c0nta1ners of a

P type, and _ _
(c) be labelied in Ca manner,

wh:ch have been. appfoved by the hcensmg authorlty

Giving Sets

21 If the blood processing laboratory supphes gwmg-
sets ” to infuse plasma serum or serum albumin (liquid]

_ frozen or dned} into the vascular system of patients, such
“ giving ‘sets
of regulation 17 of the First Sch\,dule to these regulations.

Records of Untoward Réactions and Deaths.

22. (1) ‘Records of - all untoward reacnons 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 of all containers of

- such preparations issued: by it and reported to him by

medical practitioners as ‘having’ caused untoward reacuons_

or contrlbutzcd to deaths.
I

* shall ‘comply with-all the relevant sections-

| sake van d:e sterfgevalle was.

5 Venaard gmgsdamm _
~16. Die vervaardtgmcsdatam van enige lot pfcparaat

-van mensbloed is dié waarop dié bepaalde lot preparaat al

ﬂn: proewo vir gehalie, su:weme;d en velhgheid deurstaan
¢
Opbergar‘:DSZOesrande en vef'strykmgsdamms
van - houers.
17. (») D!e toestande: waaronder -houers. met eike tipe
preparaat van mensbloed opgeberg moet word; en
(b) Die verstrykmgsdatum waarna ‘n bépaalde lot pre-

wat in die regulasies van hierdic Bylae voorgeskryf word
wat betrekkmg het op dié bepaalde tipe Jpreparaat.

. Houers met. menspfa.sma (vloeibare, bevrore of gea'roogde)

_en mensserum of menssemmolbumsen (vloe;bare of
gedroogde)

18. (1) Houors vir mensplasma (vloeibare, bevrore of_
ged&odgde), mensserum (vloeibare of gedroogde) en mens-

serumaibumlen (vloelbare of gedroogde} moet—

_(a) van neutrale, kleurlose, dourskynende glas woes, of

" (b) van - nie-gekleurde. plastiekstof wat - deurskynend
_genoeg is sodat die inhoud geredelik geinspekteer

- kan word en wat geen chemiese of toksicse ver- -

"~ anderings -in die .inhoud:- veroorsaak - nie._of ; die
volume daarvan by opberging verander ‘nie: .

(2) Die houers moet hermetiese verseElings hé wat die

inhoud op doeltreffende ‘Wyse teen besmetting bcskerm,

geen toksiese veranderings in hulle veroorsaak nie en

_geredehk toon of die houer oopgemaak is en of die ver-

seéling vir enige doel oopgesteek is.

3 Eksemplare van die houcrs en hulle versoelmgs'

moet vir goedkeuring aan die hsen51or1ngsowo1held voor-

‘gelé word wanneer daar om ’n lisensie as. bloedbewer-’

kingslaboratorium of om die hernuwing. van. dié lisensie

- aansoek gedoen word, of wanneer besluit word om die

tipe houer of versegling te verander.
(4) Slegs houers en versaehngs wat deur die lisen-

kingslaboratoriums gebruik word vir die ultrelkmg van
hierdie preparate van mensbloed.

Houers vir ﬁbneﬂ fibrinogeen, trombwm ei
. mens- teemfof globulien.

19. Die houers vir fibrien, fibrinogeen, tromb:en en.

mens-teenstof-globulien moet van ’n tipe - woos wat deur

- die llsonsxenngsowerhe}d goedgekeur Is.

Gedistilleerde water.

20 Indien die bloedbewerkmgslaboratonmn gechstll- '

leerde water verskaf vir die oplos van gedroogde plasma,
serum - of albumien voor  dic toediening daarvan “aan

- siéringsowerheid goedgekeur is, mag deur bloedbewer- .

mense, moet hierdie watf:r stencl en pirogeenvry wees en

‘moet ook—

(@) aan smwerheldstandaardo voldoen;

(b) gereseptecr word in hermetles verseélde houem van
'n tipe; en

" (c) geétiketteer word op ‘n wyse

._wat deur die hoenswrmgsowerheld goedgekeur is.

Toedientoestelle

21 Indien die bloeclbewerkmgslaborotonum 15 toednen-
toestelle ”’ verskaf vir die toediening van plasma, serum

of serumalbumien. (vloclbarc beviore of gedroogde) in die
vaatstelsel van pasiénte, moet dié * toedientoestelle ” vol-
' doen aan al die toepaslike -afdelings van regulasie 17 van

die Eerste Bylae van hierdie regulasies.
Rekords van ongunstige reaksies en. ster}‘gevalle _
22. (1) Rekords van alle ongunstige reaksies of sterf-
gevalle wat skynbaar deur intravaskulére toedienings van
preparate van mensbloed veroorsaak is, moet deur elke
lisensichouer van 'n bloedbewerkingslaboratorium gehou
word ten opsigte van alle houers met dié preparate wat

deur die laboratorium uitgereik word ‘en wat, volgcns Y

aangifte deur geneeshere by die lisensiehouer ongunstige
reaksies veroorsaak het of een vani'die aanleldende oor-

‘g

A
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(2) These reoords sha?l be Lept ina qpecml IEQtSif‘i and.a
in a manner approved by the licensing avthortty and they |
shall record the following information in respeet of each :

| van ‘elke reaksie of sterfgeva! wat by die hsen ichouer
| aangegee is, bevat: — . '

{a) Die reeksnommer van dt mskrywmg

reaction or death reported to the licensee = .-
(@) The sena{ rumber of the entry

(b) The name of the medical practitioner makmg the

report and the date” and til‘[lE when he ﬁrst made |

* the? I‘E&pOI‘t‘ ;

(c) The:nature and. atnount of the preparatton o{ human
blcod infused, and the batch number-and, if ‘such

‘- a number. is, piesent en the label, the serial number 1
 of the container of which the- contents appear to -

~have been respons;bie for the untoward reactlen or
death
(d) Th name of the patient and when apphcable, his
str _ion number and the name of the
" “hospital “,or . place at’ whlch the mfusmn -was
admin.stered ' -

(e) The Sex, race- and age of the pattent

(f) The nature of the .illness or 1njury for . whlch* the
pat:lent recewed the infusion.

(g} The date and tlme ef the 1niusmn

(z) The estlts of any speetal mvesttgattens w;th spe(:tal
reference to laboratory tests, which are carrted out
“to trace the cause of the untoward reactton

(j) It the untoward reaction’ was fatal — .

Q) the apparent cause of death; and -

(u} if a post-mertem exammatton was carried out,
-4 summary’ of the main post -mortem. ﬁndmgs

(ak) Téhe reeord and. hlstery of other containers of the'
" - same batch. of the preparations and the results of -

any mvesngattons ea.rrted out in- respect of these
containess. - -- s ! G

(!} Any other remarks relatlve to the nature and cause
- of the untoward reactton or death. : -

(m} The conclusions reached as. to the nature and cause
~of the reaction or death, 3 e

<A _ Labeihng _ {
23 .:(1) Every contamer of-a preparatten of human

' aﬁixed to.it.,

@ The followmg mformatxon shall be pnnted on the
"Iabe,l in both official languages —

(a) The proper name of the contents

(b} the racial ‘origin of the bleod (Wln‘te Coloured ;
~ Asiatic or Bantu) which may- be mdicaied by the |

foﬂowmg ‘code’ letters —— :

- W- (for 'Whites):'
G (ior‘ Coleureds)

_A (for, Indtans or ASIdthS}
i " B (for Bantu) i 2
.__.,.(c) (1} in- the case of preparations processed front
" ‘pooled eruim or piasma the batch number of the
“preparation; and.

pteparat:on as well as ‘the batch number;

_'(d) 'the amount of preparation it the eontamer expressed :

“in the manner which has been :upproved by the
hcensmg author;ty, 4

(e_) the date of eompletzon of manufacture of the.

preparahon : . g

(f) the conditions under whieh the comamer shpuld be

stored and the exptry date of its contents

-(g} the name- and.address of thc blooti proces;enn:r

A laboratory whaeh pmeessed the preparation
4

(2) Hlerdle rekords ‘moet in ‘n- spemaie regtster gehou
~word en op 'n wyse deur die lisensiéringsowerheid goed-
gekeu;* en hulle moet die volgende inligting ten Opsigte

'-.I\I(e) Die geslag, ras en ouder
- {f)-Die aard van die. siekte

b (t) Enige ander Opmerkmgs.

- blood shall have. a- label of appropnate mze securely moet voorsien wees van i et

wat stewig daaraan’ geheg is.

o (ii}. in the case of a preparatzon prepared from non-_
- pooled serum or plasma, the setial number of the

E

() Dle naam van die geneesheer wat die aa,ng1fle doen
en die datum en tyd -wanneer hy aanvankhk dze_

aangifte gedoen het. -

{¢) Die aard en hoeveelheid - van die- preparaat van
‘mensbloed wat toeged1 n-is, en die lotnommer en,

‘indien -dié nommer -0

reeksnommer. van die houer waarvan die inhoud -

' blykbaar verantweorde
- reaksie of sterfgeva]

die” etiket voorkom ‘die

1k was vir 'n ongunsuge”

(d) D1e naam van die- pa31ent en, indien van toepassmut
- sy hospitaalregistrasienommer en die naam van die

_ hospitaal of plek waar

die- toediefiing geskted ‘het.
dom van die pasiént.
of bCSCrlﬂD‘ Waarvoor dle :

pasiént die toediening ontvang het. -

- (g) Die datum en tyd van di

heid van die ongunsuge

(/) Die resultate van gnige
spesiale verwysing' na

toedtentndr

' (R Kort Kliniese aantekem ge 00r . d:e aard en hewnrr-
(h) Brxef cltmeal notes on the nature and seventy ef the | - e '

caksie. .

spesmle ondersoeke met
laboratoriumproewe, .. wat

ingestel word ten einde- d1e oorsaak van clie ongun- =

stige reaksie op te spoor,

(;') Ind:en die ongunstige re

aks:enoodlettig was—

(i) die skynbarc oorsaak van die dood en
-(ii} indien ’n lykskoumg uitgevoer is, 'n samevat-

ting van die vernaa

mste kaskoumgbevmdmgs

(k) Die rekord en geskledems van ander houers met :

dieselide lot van die preparate en die resultate van

. ‘enige ondersoek wat ten
* ingestel is.

aard . en 'eorsaak . van
sterfgeval.

wat b“trekkmcr het op dle -
die - engunsnge reaks;e ot _

{rn} Die gevolgtrekkings waartoe cetaak is met betrek—

- king tot die aard -en
sterfgeva] Ea A,

: : Enkefte
23 (1) Elke heuer meét 'n

qorsaak van die "eaks:e of

......

P‘mg -
preparaat van mensbloed
ket__van ’n-gepaste grootte

(2) Die volgende inligting n‘oet i"n_elbei -amptelike tale - '

op die etiket gedruk word: — |

(a) Die regte naam Van dle mhoud

(b} die ras waarvan die bl

Kleurling, Asiaat of Banioe) wat miet die. volﬂende -

ed . afkomehg 18 (Bianke

kodeletters aangedui kan word: — . .

W (vir Blankes}
K (vir Kleurlinge);

A (vir Indiérs of Aezdte), . .

B (vir Bantoes}

(c) -(1) in di¢ geval van 'preparate wat’ 111t'_oepceide

serumm of plasma

van dxe preparaat en

(n} in- die geval van.
gepoelde serum of
die reeksnommer v
nommer;

beneﬂc Is, diz loinommer

'n preparaat wat. Utt nie-
plasma. bewerk is, sowel -
n die preparaat as die lot-

(d) die hoeveelheld preparaat in 'die ':houe-'r,_' uitg'e_dft‘uk.

op'n wyse wat deur dJe
gekeur is; o

die pt‘enaraat

- {f) die toestande waaronder.

Jlsens'ier'i'n g-sewe r'he'id‘- g‘oed-

 {e) die datum van voltoonno van die’ vervaardtglng van

d:e hou.,r opgeberc moet

“word en *die: verstrykn esdatum van: die Tnhoud

daarvan

(g) die naam. en adres van ti;e bioedbewerltmcrslabm&
mnum wat die preparaat bewerk het; : .

Opslgte van hlerdie houers -
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(F;} the lzce c_e number of the biood processmg 1abora-3 -

~tory; and

'(z) such other- mfofmatlon as may be st;pulated by the '

licensing authority for each type of preparation. _

‘(3) Thc size of the printing shall be such as‘'may be

easﬂy read and the information requued by paragraphs

(g) and. (g) above shall be printed in a larger and more-
conspicuous type than the type used for the other mforma-

tion.on the label., -
(é) Samp]es of the’ proposed labels shall be submltted

for approval by’ the licensing authority whenever applica--

© tion is made for a bleod transfusion laboratory hcsncc, or | laboratorium of o

soek gedoen word: of wanneer ook al daar. verlang word

“for the renewal of such a licerice or ‘whenever it is desired
_to chanﬂo the nature. of the prmted ‘matter on the label.

4 Pamphfets Accompfmymo Each C onmmer

. 24, (1) A pamphlet of mformatlon and’ prmted in both |
official ianguaf.ves -shall be 1ssued wuh every oontamer of'-_..

preparauon of human blood.

(2) Thls pamphlct shall gwe the followmg 1nforma-

tlon —

(i) The name the busmess posta] and telegraphlc'
‘address and the telcphone number of the blood_'_

_processing: lab'oratory
(11) "The licence number of the hcensoe
(111) Ad_ ce in Ij_f:ga_rd 'to_t

use of, the preparation whi

practltloners

~Part I of these regulatlons

changes are made in this ‘pamphlet, forward 3 copzes of it
lo the licenst giauthorlty for approval G ,

Forr" ] fo Reporzmg Unrowma’ Rearr:ons or Deolhs

LD ry. bloed processmg laboratory shaII prowde

n, printed in. both official languages, in the nature of
a questlonnalre to be completed by the medical practi-
tloner who, m terms of reguiatlon 12 of Part‘l-of these

- Register of Untoward Reactions and Deaths s prov:ded

" for by regulation 22 of this Schedule. -

(2) The hccnsee may 13511" a copy of th:s form—

(;) with. every con‘tamer of a preparat;on of human
blood; or

{11) ‘only when “an- 'untoward reaotlon or death 1s

' reported to him. -

the lrceminﬂ authomty Ior approval

B SPECIAL PROVISIONS
Human PI{:Sma (L;qt.'zd')

_' :26: (!) Oucdzty cmdﬁp.miy» A5 ;

= (a) ‘Human  plasma (hquxd) shall e free of rcd blood
i eorpuseles: and,on- inspection - by the naked eye,

_shall show no visible signs of haemolyms '

. "(b) 1t shall be pzepared from human blood te which not Y

more than 25 per cent by. volume of antn::oaﬂulaﬁt
solution has been added. .. 3

: (c) It shail be sto,red before issue— '_ . e

(i) for a minimum period and
(i wu‘:hm a temperature range-

-~ which.- have been approvcd by ttse Ilcensmg

Vi authoraty

-nﬂlgtlng op die etiket gebruik word.

- gedruk s, ‘moet
van mensbloed 1

p .
the licensee con-
siders -should be brought to the notlce of medlcal

n or death so as to
enable the: hcensee to complete the relevant entries in the

icensee shall; when e fiest! apphes for a blood-
- processing laboratory licence and thereafter whenever any
- changes are’ made in this form, forward 3 oop:es of it to__“

RO} dsa Ilscnswnomm er wan dIe bioedhewerkmuslabom- B
tormm en .

elke tlp° proparaai geatlpu}eﬂr word _
(3) Die grootie van “die letters moet sodamv ‘Wees. dat ;

- hulle maklik gelees kan word en die inligt! ng wat vereis
"word by paragrawe-(a) en {g) hierbo moet in-gro

opvallender letters gedruk wees as dié wa

4y Eksemplare van die voorgestelde: etikette Jmoet wr. -
ﬂoedkeurmg aan’ die’ hsensmrmgsowerhmd voorgele word

| wanneer ook al daar om ’n lisensie-vir ’n bloedbewerkings-

die: hernuwing van dié lisensie aan-

om. d]C aa.rd van die” ‘drukwerk ‘op die etiket ie- verander

Pmnﬁeue wat elke houer vergesel: _
24 (1) n. Inhgtmgspamﬂet wat-in-albei’ amptelzke tale ~
am met- elke houer met 'n preparaat
itger k-‘_word : _
2) Hlerdle pamﬂet moet d;e volgende mhﬂlmg veru'" y:
strek : s

() Dlo naam, dle beswhe‘ds- pos- en telegramadres en

die . telefoonnommer van d1c bloedbewerkmgs— S
* laboratorium; = i

(i) Die hsens:enommer van dlo 11sens1ehoue
(1) Ad\qcs in verband met die aard
. en toedieningsmetodes van, eéls
by die gebruik van, die. prepa wat die lisensie-

~ 'houer ag onder: die aandag van gence&here 0'ebrmg
: moet word. :

3 Hlerdze pamﬂet moet ook dle aandag van dle genees-

(3) ThlS pamphlet shall also draw the atterm on of the | heer wat die preparaat aan die pasiént moet toedien, op

medical practitioner who is to infuse the preparation into
the patient of ‘the provisions: of regulatxons 11 cand 12 of--

die bepalings van rcgulasxos 11 en 12 van Deel I van

hierdie reguldsies vestig.”

(4) Die lisensichouer moet wanneer hy vir dle eerste

‘ ‘| keer om ’n lisensie.vir n bloedbewerkmgslaboratoﬂum
{4) The licensee- shall when he ﬁrst apphes for a blood' :
. processing laboratoxy hcence ‘and’thereafter when any

aansoek doen'en daarna warineer enige verandering in- hiet-

. die pamflet aangebring word, drie eksemplare daarvan aan
dle hsenswrmgsowerheld stuur vir, goedkeuring. -

Vorm vir d:e aangee vai ongunsa ge reaksxes e
L of sterfgevalle. ]

25 (1) Elko bloedbewerkmﬂslaboratorlum moet n vorm_-__ A
_ verskaf in-albei-amptelike tale gedruk en in die aard van -

'n vraelys wat deur-die geneesheer wat maevolge Tegulasie

12 van Deel T van hierdic regulasies n ongunstige reaksie

of 'n:sterfgeval :aangee;. mgevul ‘moet’ word : ten -einde ‘die
lisensiehouer in staat te stel om die toepaslike inskrywings

Cinrdie Reglster van Ongunstige Reaksics en: Sterfgevalle te -
maak $00s in regulasic 22 van . hierdie Bylae bepaal.

- A2y Bie hsenswhouer kan n eksemp]aar van hie; i

| vorm uifreik : —

(i) ‘saam met elke houer rnct n preparaat van mens- '
~ bloed; of : o
(i) slegs wanneer.’n ongunsflge reak31e of sterfcreval by
. -hom aangegee word. '

(3) Die hscnswhouer moet.

_wanneer hy v:r dle eerstc .

keer om ’n lisensie vir ’n bloedbewerkmgslaboratomum_
aansock doen-en daarna wanneer ook al veranderings in

hierdie vorm -aangebring word, drie eksemplare daarvan

| aan dle hsensacrmgsowerheld stuur vir goedkcurmg

B. SPESIALE BEPALIN’GS

: B Men.s‘pfasma (Vloerbaar)
26. (l) Gekat:e -en suiwerheid.

@) Mensp!aqma (vloetbaar) moet vy wces van rom' o

‘blosdliggaampies en, wanneer dit met die blote oog -
- geinspekieer- word geen s;goare tckens van hemo—
= lise toonmie. " -

_ (b)_Dlt moet -berei word uit mensbloed waarby hoom
~ stens 25 persent,

- ' oplossing gevoeg is. : Sy
2 :(c) Voor uttrelkmg moet dit opgoberg word— o
: (1) vir ’n mmlmum tydperk en i
@) bmne n temperatuupgrens :

wat’ deur dlc llsensxermgsowerhetd goedgekeur iﬁ '

vol_gcns volume teenstolimgs-' i
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(2) Exptry Daue —The eaprry date for human plasma'

(liquid) shall be such as. 18 approved by the hoensmg
‘authority.

" (3) Storage. -—Human plasma (quurd) shall be stored. in

* a place which is shaded from direct sunlight and ata: tem- 5 €.
: | ratuur. van hoogstens 30° C opgeberg. word. .

: perature whtell is not hlgher than30°C.

4y Labet!mg = The* followrfg addrtronal mformanon
shall appear on the labels oE all eontamers of human
plasma (hqurd)— s

(a) the nature aad the volume, in percentage of the total |

‘volume, of the anticoagulant solution which was

added to the orrg:pal blood from whrch the plasma

was prepared

(.b) the caunon that the plasma should not be used if it
is cloudy orif.a d s Sy

H aman Pltzsma (F rozen)

27 (l) Qualzty and‘ Purity. __The quality and’ purity of |

human plasma to be frozen shall be that as prescnbed for
‘human plasma (hquid}

(2) E,xpzry Date. —The exprry date for human plasma

'(frozen)-shall be such as- 1s approwed by the l1eens1ng

issued from cold: storage under such conditions as have
been approved by the licensing. authomy

s

@ Labetmg _The followmg additional mformatmn'-

shall “appear on the: labels of a]l containérs of human
plasma (frozen) P—

@ The nature ‘and the - volume in percentage of the |
total volume of the antlcoagulant solution which .
was added to the.original blood from which the

pIasma was prepared

» mstructxons as to how the frozen plasma should be ;

thawed before mfuslon and

(©) a warmng that the p-lasma should be 1nfused within
a period not exeeedmg tw0 hours of thawmg

= : Hi umzm P,asma (Drted)
28 {1) Quahry and Ptmty

o (a) The quahty and purity of human plasma to be dried
- shall be that as prescrrbed for human plasma -

- (liquid).”

) '(b)_ The dried plasma shall not lose more than 1 per
~ cent by weight after exposure to phosphorus pen-

toxide at a pressure not exceedmg one mlllrmetre ]

_of mercury.

.‘--------:(c) The: dried plasma shall dlssolve eompletely within’
w10 minutes: when distilled water’ 1s added to recon- |

stitute its. ongmal volume.

() Expny Date. —The expiry date for human’ piasma
(dned) shall be such as is approved by the hcensmg autho-
rrty '

- (3) Stomge —~Human plasma (dned) Shall be stored in
a place which is shaded from dlrect sunlrght and at a
_temperature of not above 30° C. )

> (4) Labei!mg —-The follewmg addmonal mformatlon

-shall appear on ‘the ‘labels of: all contamers of human’

plasma {dried): — .

(&) The nature and the volume in pereentaoe of the total

volume, of the anticoagulant solution which was
~added to the ongmal blood from which the plasma
‘was prepared

(b) the volume in m1lh11tres of the drluent whrch it is _.

necessary to add to the drred plasma to reeonstltute
its original volume; and ity

- {0 the caution that the plasma should be used 1mmed1a--

Tra tely after its reconsntutlon _

(3 Srm‘age” Trmisportanon and Issue from Stomge—--
Human plasma (frozen) shall be stored, transported and .

(2) Verstryktngsdazum —Die verstrykmgsdatum vir
mensplasma (vioeibaar) is dié- datum wat deur d1e lisen-
sigringsowerheid goedgekeur word, - et

(3) Opberging. —Mensplasma (vloerbaar) moet in ’n .
plek wat teen regstreekse sonlig beskut is en by n' tempe-

4) Effketrermg —Die volgende - acldrsmne]e mhgtmg

- moet op die etikette van alle’ houers ‘met’ mensplasma

(vl{)eibaar) voorkom: —

(a) Die aard en die vo]ume in persentasre van die totale
volume, van di¢ teenstollmgsoplossmg wat by die
oorsPronklrke bloed waarurt die- plasma berei is, -
gevoeg is;

(b) die waarskuwmg dat dre plasma nie gebruik moet

- word nie ‘indien drt troebe] 1§ of daar ’n afsaksel -
-aanwesig is.

_ Menspkarma (bevrore) L
27 (1) Gehalte en suiwerheid.—~Die gehalte en suiwer-
herd van mensplasma wat bevries moet word, is dle wat
vir mensplasma (vloeibaar) voorgeskryf is. ; .
@ Versrrykmgsdatum —Die' - verstrykmgsdatum v1r'
mensplasma " (bevrore) is dié datum wat. deur ‘die Irsen- i

' siéringsowerheid goedgekeur word.

(3) Opberging, vervoer en un‘rerkmg uit. opbergmgsplek

—Mensplasma - (bevrore) moet. onder die toestande. wat '

deur die Ilsensrermgsowerhmd goedgekeur is, opgeberg,
vervoer en uit ’n koelopbergingsplek uitgereik word.

' (4) Etikettering—Die volgende addisionele inligting
moet op die etikette van alle houers met mensplasma

.(bevrore). voorkom —

(@) Die aard en die volume, in persentasre van die totale

volume, van die tenstollmgsoplosmng wat by die

' oorspronkhke bloed waaruxt d1e plasma berer rs_

. gevoeg word. R .

- (b) Instruksies oor hoe die bevrore plasma voor toe-
diening ontdooi moet word.

(¢) ’n. Waarskuwing dat die plasma bmne n tydperk-
van hoogstens {wee ‘uur na. ontdoo,lmg toegedren
moet word :

. Mensplasma (gedroog)
28, (1) Gehalte en suiwerheid. :
(@) Die gehalteen - suiwerheid = van. mensplasma wat
- gedroog moet- word, is di¢ wat vir 'mensplasma
(vlogibaar) voorgeskryf is.
(b) Die gedroogde plasma moet hoogstens 1 persent aan

gewrg verloor na blootstelling aan fosforpentoksied
by 'n druk van hoogstens 1 millimetér kwik. '

. (¢) Die gedroogde plasma moet binne 10 minute geheel

' . en al oplos wanneer gedrstrlleerde ‘water bygevoeg

"+ word om die oorspronkhke volume daarvan te ver-
kry.

5 Verstrykmgsdamm —Die verstrykmgsdatum " van

mensplasma - (gedroog). is” dié. datum wat" deurz,dte lisen-

swrmgsowerherd goedgekeur word.

(3 Opbergmg —Mensplasma- (gedroog) moct in ’n plek
wat teen regstreekse sonlig beskut is en by_ n temperatuur '

4 | van hoogstens 30°.C. opgeberg word.

(4) Etikettering—Die volgende a&dISl{}nCle mhgt.mg

‘moet op die etikette- van: alle houers met mensplasma

(gedroog) voorkom:—

(@) Die aard en die volume as 0 perseatas'e van die
totale volame, van die teenstollmosoplommg wat by
die oorspronklrke bloed waaruit d1e plasma bere1
is, gevoeg is.. -

() Die volume, in mtihhter urtgedruk van die ver-
dunningsmiddel wat bygevoeg ‘moet ‘word om die
gedroogde plasma tot die oorspronlchke voluhle
terug fe bring; en -~ '

(c) Die waarskuwmg dat die: plasma onmrddelllk na

- die hersamestellmg daarvan gebrmk moet word
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Human .Self'um-'-(L-:qu:d) :
29. (1Y Quality and Purity. o
(@) Human serum (hqmd) shall be free of red blood

" corpuscles and on inspection by the naked eye it
shail show no:signs of’ v;sxble haemolyms

-(b)-1t shall be prepared— =~
(i) from human blood to which no antlcoagﬂlant

has been addéd and which has been aliowed to |

clot naturally, or
(i) from human- blood. to which not more than 25

per cent by volume of an antleoagulam solution

has been added in which case the fibrinogen
~shall be removed by a method' approved by the
llcensnag authority..

-{¢) Tt shall be stored, before i lssue—- .
' (i) for a minimum penod and "
(i) within a temperature range,

which have been approved by the llcensmg
-authority, '
' (2). Expiry -Date. —The exp1ry date for human serum
_(hquld) shall be such as 1is approved by the hcensmg
authority.

(3) Storage. - Human serum (liquid) shall be stored in a

_place which is shaded from direct sunlight and at a tem-

- perature which is not higher than 30° €.
(4): Laoellmg—The following . additional . mformatzon

-shall appear on the. Iabels of all contamers ‘of human’

serum (hquld) i
(@) The nature and the volume in percentage of the
total volume; of any anticoagulant solution which
~may have been added to the original blood frorn
which the sérum was prepared; and .

_(b) the caution that the serum should not ¢ be used 1f 1t is

cloudy or 1f a deposit is present

_ H uman Serum (Draed}
'-30 (1) Quality and Purity. -

"{a) The quality and purity of human serum to be dned_

shall ‘be as prescnbed for human serum (11qn1d)

“#(by The'dried” sérum shall lose not more than 1 per |
‘cent by weight when exposed to phosphorus pen-
toxide at a: pressure not exceedmg one nullemetre'

. of mercury.

(c) The dried serum shall dlssolve complelely in - not
more than 10 minutes when dlstﬂled waler is added
to reconstitute its original ‘volume: '

(2) Expiry Date. —The expu‘y date for ﬁuman serum

(dried) shall be such as 1s approved’ by the llcensmg_

& authorlty

l(3) Storage. —Human serum (drled) shall be stored in a

place which is shaded from direct sunlight and at a tem-
perature which is not higher than 30° C. :
@ Labelling—The following additional - information
‘shall appear of the labels of all oontamers of human serum
(dned] —

(a) The nature and volume in percentage of the total

* volume, of any anticoagulant solution which has |

been: added to the ongmal blood, from which the
serum was prepared;

‘(b) the volume in millilitres of the: diluent necessary'

to reconstitute the original serum; and

" Ac) the canfion - that ‘the serum should be used
: 1mmed1ateiy after its reconstuutlon ' :

Human Serum A!bumm (qumd)

3L () Quau’zry and Purity. '

() The quality and purity of the plasma or serum from

* which human serum - albumin (liquid) is prepared
shall be the same as that for the preparation of
human plasma (liquid) or human serum (liquid).

fh'(b) The solvent for the serum albumin and any stabi-

liser used shall be such a_s has been approved by |

the llcensmg a.uthorat;r

: Mensserum (vfoefbaar)
29 (1) Gehalte en sui werhe:d

(@) Mensserum (vloeioaar) moet vry wees van rodi- .
bloedliggaampies ‘en, wanneer dit met die blote -

oog gelinspekteer word, geen 51gbare tekens ‘van
hemolise toon nie. : :
~(b) Dit moet betei word-—

(l) uit mensbloed waarby. geen- teenstoilmgso;:los-

. sing gevoeg is nie en wat. toegelaat is om op
; natuurlike wyse te stol; of e

- (ii) ‘vit mensbloed' waarby . hoogstens 25 persent
volgens volume, teenstolhngsoplosmng gevoeg
is en in di¢ geval moet die fibrinogeen ver-
wyder word volgens ’n metode deur dle lisen-
sigringsowerheid goedgekeur '

(c) Voor mtrelkmg moet dit opgeberg word— 5

(i) vir’ nmmamum tydperk;en
(ii) binne ntemperatuurgrens =

wat deur die hsenswrmgsowerhezd goedgekeur is.
(2) Verstryksngsdatum —Die verstrykmgsdatum vir

mensserum (vloeibaar) is dié datum wat deur die llsen 2
siéringsowerheid goedgekeur word. -

“(3) Opberging—Mensserum (vloelbaar) moet in’n plek

wat' teen’ regstreekse sonlig ‘beskut is by ’n temperatuur.
“van hoogstens 30° C opgeberg word. '

(4) Etikettering—Die- volgende addlsnonele mllgtmg\

moet op die etikette van alle houers met menssemm (vIoen-

‘baar) voorkom S X
(@) Die aard en die volume as 'n persenta31e ‘van dig -

totale volume, van enige teenstoilmgeoplossmg wat
by die oorspronklike bloed waarmt ‘die ‘serum
berei is, gevoeg is; en.

(by die waarskuwmg -dat- die- serum nie gebtmk moet'
word nie indien dit troebel is of 'n afsaksel daarin
aanwesig is, :

Menaserum (gedroog)
' '30 (1) Gehalte en “suiwerheid.”
(o) Die gehalte en suiwerheid van mensserum wat
o gedroov moet word,. is dié wat vnr mensserum
(vloeibaar) voorgeskryf is.

_-?{b) Die gedroogde serum moet hoogstens l persent aan
- gewig verloor wanneer. dit by 'n druk van hoog-

" stens 1 millimeter kw1k aan fosforpentokswd bloot- .

gestel word.

 {c) Die gedroogde: serum moet ‘binne hoogstens 10
minute geheel en al oples wanneer gedistilleerde
water bygevoeg word om die oorspnonkhke volume
daarvan te verkry. .

© Verstrykmgsdatum ~—Die verstrykmgsdatum
mensserum (gedroog) is. dié datum wat deur dle hsen-
sidringsowerheid goedgekeur word.

(3) Opberging—Mensserum: (gedroog) moet in 'n’ plek
wat teen regstreekse 'sonlig beskut-is by ’n temperatuur -
van hoogstens 30° C opgeberg word.

(4) Etikettering. —Die volgende addisionele,, inligting
‘moet op die. etikette van..alle . houers met: mensserum

; -(gedroog) voorkom —

(¢) Die aard en volume as’n persentas1e van: die totale
volume, van enige teenstolhﬁgsoplossmg wat by dxe
oorspronklike - bioed waamlt die serum berel is,
gevoeg'is;

(b) die volume, in nu]lnneter mtgedruk van. dle verdun-
ningsmiddel wat nodig is om die serum tot die oor-
spronklike volume daarvan terug te bring; en

() die waarskuwing dat die serum onmiddellik na die -

hersamestelhng daarvan gebruik moet word,
Mensserumalburhien (vloe;baar) '

31‘* (1) Gehalte en suiwerheid.

(a) Die gehalte en suiwerheid van die plasma of serum
- waaruit messerumalbumien (vloeibaar) berei word,
is dieselfde as dié vir die bereiding van mens-
plasma (vloeibaar) of mensserum (vloeibaar).

 (b) Die oplosmiddel vir die serumalbum;en en emge
stabiliseerder wat gebruik word, moet ‘dié wees wat
“deur die lisensiéringsowerheid goedgekeur is.

4

" vir
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2 (c) The strength ef the ﬁmshed preparatxon shali be..--

25% (w/v) of protein.

g _.(a') The finished - product shall - eontam less than.5%

{w/v) of globulin.

(¢). The pH.value of the 'ﬁmshed preparatron shal] be |

between 6-5 2nd 7-0.

.(2) ‘Expiry Date. —The expiry date of human serum
albumin (liquid) sha]l be: such as. is approved by the -

> licensing ‘authority.
Q. Sfomge —*Human serum - albumm (hqlnd) -;ha]] ‘be

~ stored in'a place ‘which is shaded from direct sunlight and~

i at-a temperature mot higher than 30°C.
(4 Labelling. —The followmg addrnonal mformatmn
shall ‘appear on the labels of all containers of human
serum albumin (liquid)— - ;
(a) The ‘percentage.. of | protem present expressed in
~grams per 100 ml.}

(b) the nature of the solvent and the nature ‘ahd smount'

of any siabihser ‘which has been. added

" {¢) the caution that the selutlon should not be. used if

: eloudy or if a deposrt is. present

Hunran Serum Albumin (Drred'j'.’-

32, (1) Qualrty and Purity.
s "(a} The quahty and purity of the serum albumm to be

+-dried. shall be- that as Z'prescrlbed for. human serum |

albumm (hquld)

-_(b) The dried serum albumm shall not lose more, than
1% by weight after exposure to phosphorus pent-
oxide at a pressure not exeeedmg one millimetre of

- mercury..

(c) The dried serum albumin shall dtsselve completeiy

within 10 minutes when dlstliled water is added to
make a’ 25% (w/v) soluuon

QY 'xprry Date—~The expiry date for human - serum'
ied) ‘shall* be ‘such as 1s appreved by the |

lreensmg : authtjnty

at ‘a temperature not higher than 30°C.

@ Labei!mg —The fo]]omng “additional information
-_'shall appear. on the labels-of all eontalrrers of human

© . serum albumin (dned)—

(a) The amount of : dlluent necessary lo add to the"
" ‘contents “of ‘the- eontamer to make a 25% w/v)

soluflon
: (b) the. nature and the amount of- any stabﬂlser whrch'
‘has been added to the serum albumm, e

- e} the osmotlc equwalent of a '25% (w/v) solution of
: the serum albumin in terms of plasma; dnd

(d} the caution - that the solution - should. be used
: unmedlately after the ‘diluent has been added

"_":Hunwn F zbrm, sznnogen “Thrombin and” Ant:body

. Globulin (Liquid and. Dried).” :

*334 (a) The standards for quahty .and safety and the
tests. necessary to ensure that every batch “of

preparation complies with these standards I

before it is issued” for human use;
- (b) the expiry dates
- (c) the CGI]CI'thI‘lS for storage and.
- {d) 1he addrtmnal labelhng requlrements _

@3 Srorage —Human serum albumin (dried) shall be
- stored in -a'-place . shaded from  direct -sunlight and

{c) Die sterkte van die klaarbewerkte preparaat moet
25 persent (gew./v.) van proteien bevat. VK
_(d) Die klaarbewerkte preparaat moet minder as, 5 per-
~sent (gew./v.) globulien bevat. :
(e) Die pH-waarde van die klaarbewerkte preparaat
‘moet tussen 6-5 en 7-0 wees. :

(2) Verstrykingsdatum. -——qie verstrykmgsdatum “van
mensserumalbumien (vloeibaar) is di¢ datum wat deur dle

i 115ensrermgsowerherd goedgekeur word.

(3) Opberging. — Mensserumalbumien - (vloerbaar) ‘moet

_in ’n plek wat teen regstreckse sonlig beskut is en by 'n
" temperatuur van hoogstens %0 -

C opgeberg word. '
{4) Etikettering. —Die voloende - addisionele . 1n11gt1ng

moet op die etikette van alle| houers met mensserumalbu~'

“mien (vloeibaar)- voorkom —4

(@) Die persenta31e protelen in die oplossmg aanwesw
‘in gram per 100 ml. vitgedruk; -

(b) die aard van die oplosmlddel en die. aard en hoe-

- veelheid van enige stabiliseerder - wat bygevoeg is;

{c) die waarskuwing dat die oplossmg nie gebruik moet

- word nie indien dit tri:lebel is of 'n aEsakseI daann

- aanwesig is. 2

Mensserunial bumien (gedroog) L

32. (1) Gehalte en rmwerfrrd ; Rt

~ (a) Die gehalte en suiwerl eid van, die serumalbumxen

wat gedroog moet word, is dié. wat vir. mensserym-
albumien (vloeibaar) voorgeskryf is. .

(b) Die gedroogde serumalbumien moet o _

- persent in gewng afneem na. blootstelhng aan ';fosfora- .

_pentoksied by 'n druk pfan 1 millimeter kwik.

-(c) Die gedroogde serurF)albumlen moet hmne 10 -

“minute geheel en al oplos wanneer gedistilleerde -
water bygevoeg word lom 'n oplossing van 25 per-
sent (gew./v.) te lewer.

(2) Verstrykingsdatum _Dﬂe v\_rstrykmgsdatum Rty

mensserumalbumien (gedroog) is dié¢ datum wat deur dle al

hsens:enngsowerheld goedgekeur word.
(3) Opberging. —Mensserumalbumien (gedrooa) moet 1n
'n plek wat- teen regstreckse sonlig beskut is en by 'n

temperatuur van hoogstens 30° C opgeberg word.

(4) Etikettering—Die volgende - addisionele inligting

moet op die etikette van all houers met mensserumalbu-

rmen (gedroog) voorkom : —
(a) Die hoeveelheid ° vercﬂunmngsmlddel wat by’ dle
inhoud van .die houer gevoeg moet’ word om 'n
oplossing. van 25 persent (gew. / v.) te lewer;
(b) die aard en die hoeveeLherd van enige, stab:hseerder
"7 wat by die serumalbumien «evoeg IS ,
(¢) die osmotiese ekwwalerlt van 'n_oplossing van: 5
.. persent (gew./v.) van |die serumalbumien in"terme
van plasma; en :
(d) die waarskuwing - dat “die ophssmg ‘onmiddellik
nadat die verdunnmgsmrddel bygevoeg 1s gebrurk :
moet. word. :

Memﬁbrren, mensﬁbrmogeen menstrombzen en mens-
. teenstof-globulien (vloeibaur en gedroog)
34 (a) Die standaarde vir gehalte en veﬂrgherd en die
“proewe wat nodig is ten einde te verscker dat
- glke lot preparaat aan hierdie standaarde vol-
doen voordat dit | vir: gebruik by mense mtge-
reik word,
(b) die verstrykmgsdatum
" (¢) die opbergingstoestande, en’
(d) die addisionele etxketteerverenstes

vir mensfibrien, mensﬁbrmo een, menstromblen en- mens-

fm‘ human ﬁbrm, fibrinogen, thrombin - and anubody teenstof-globulien (vigeibaar| en gedroog) moet - dié wees
-g‘iobulm (liquid and dried) shall be such as has been | wat deur. die. hsenmermgsov erheid " vasgestel of ‘goedge-
_determmed or approved by the licensing authority l\eur is. : _ : :
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