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TRANSFUSION SERVICES. 

  

The Minister of Heaith, in nthe exercise: of the powers 

conferred. on him by sub-section (1) of section -eighty- 

three bis of the Medical, Dental and Pharmacy Act,. 1928 

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

the Medical, Dental and Pharmacy Amendment Act, 1957 

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

South African. Medical and Dental Council, has made the 

following regulations : — - - 

“PART LL 

  

DaTE ON WHICH THE: - REGULATIONS WILL COME INTO 

FORCE. 

1. These regulations shall be cited as. the Biood Trans- 

fasion Regulations, 1960, and shall come into operation 
on the first day of September, 1960. 

DEFINITIONS. 

Gener al Definitions. 

2(D@MA blood donor means a’ person who by free 
consent | allows some of his blood: to be withdrawn—— 

i) for use as human blood; or 
ii) for processing into preparations of human blood. - 

(b) A blood donor society’ means an organisation which 
recruits. blood - donors, arranges for the withdrawal” of | 
blood from them, stores it and——. 

- @) after’ having such. tests as are prescribed in thie 
relevant Schedule of these regulations carried out 4 
on each individual blood. doriation, supplies it to j. 
medical practitioners as human blood: or 

(ii) forwards it to a. blood processing laboratory for 
- processing into preparations of human blood. 

(c) A blood processing laboratory means a a Taboratory 
which processes blood into preparations of human blood. 
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. Die Minister yan Gesondheid het-in Fs uitoefenina vain - 
die bevoegdheid hom verieen. by subartikel (1) van artikel - 
drie-en-tagtig bis van die Wet op Geneeshere, Tandartse 

| en Aptekers, 1928 (Wet No. 13 van 1928), soos gewysig by - 
artikel nege van die Wysigingswet,op Geneeshere, Tand-* ». 
artse en Aptekers, 1957 (Wet No. Livan 1957)..én_na oor-* | ~ 

| legpleging met die Suid-Afrikaanse Geneeskundige én” 
Tandheelkundige Raad die volgende regulasies g gethaak:: — 

’ DEEL LT. 

  

DATUM WAAROP DIE REGULASIES VAN KRAG. WORD. a 

OL. “Hierdie regulasies word aangehaal as’ die Bloedoor- OM 

September 1960 in p werking, 

DEFINISIES. ” eo - us a 

i Algemene definisies. . ways a 

2. (1) (a) ’n Bloedskenker beteken ’n persoon wat vrye a 
| williglik toelaat dat van sy bloed onttrek word—. ° 

Gi) vit aanwending as menslike bloed; of 

(ii) | vir bewerking tot preparate van menslike™ lod. 

(b) “an Bloedskenkersvereniging beteken ’n -organisasie _ 
wat bloedskenkers werf, reélings tref: dat bloed van halle. mS 
onttrek word, dit opberg en— ” 

(i) wat, nadat die toets in die ‘toepaslike. bylac - ‘van 
‘hierdie. regulasies voorgeskryf op. elke individuelé 
‘bloedskenking. uitgevoer is, dit as menslike bloed oe 
‘aan geneeshere verskaf; of oe 7 

G) dit na 7n bloedbewerkingslaboratorium: stuur, vir oo 
-bewerking tot_preparate van. menslike bloed, 

(ce) n Bloedbewerking slaboratorium beteken ° it labora~ 
torium wat bloed tot preparate van menslike bloed’ bewerk. 

‘(d) Die lisensiéringsowerheid ‘betekeri die Sekretaris - 
4 van Gesondheid. - ~ 2 . +: . LN 

r - 7 . oe + . : - 1 

1960 en tree op die eerste: dag. _van



~ (e) A’blood donor society licence means a licence issued 

by the licensing authority to a medical practitioner for 

the operation of a blood-donor society. _ se 

(fy A -blood processing laboratory licence means a 

licence issued by the licensing authority-to a medical 

practitioner for the operation of -a blood processing 

-laboratory. 7 

. (g) The licensee means the medical practitioner to 

whom a blood donor society licence or a blood processing 

laboratofy licence has-been issued. | 

,  (h) The proper name of a substance means the name 

as ‘prescribed in these regulations as the proper name of 

that substance. — 

" (i) Medical practitioner means a medical practitioner 

who is registered as such by the South African ‘Medical 

and Dental Council. 

(j) The relative Schedule, in relation to human blood, 

means the First Schedule to these regulations and, in 

relation to preparations of human blood, the Second 

Schedule. —- . 

> SPECIAL DEFINITIONS AND PROPER NAMES. 

Human Blood. 

(2) (@) Human blood is whole blood which has been | 

withdrawn from a human being, which has been mixed 

with a suitable anticoagulant agent and which is intended 

- for therapeutic or prophylactic infusion imto another 

human being. |  - _ 
_~ Its proper name is: “ Human Blood 

_ Preparations of Human Blood (General Provisions). 

- (b) Preparations of human blood shall include— 

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

“which has been separated from the whoie biood 

withdrawn from human beings and to which an 

anticoagulant agent may or may not. have been 

_- added: or OF 

(ii) any dried product which has been prepared from 

any such plasma, protein or other substance and 

which’ is intended for therapetitic or prophylactic 

~-treatment of human beings. 

PREPARATIONS OF Human Bioop (SPECIAL PROVISIONS). 

a Liquid Human Plasma. - 

_* (3) @ Liquid human plasma is the fluid which 

remains after physical separation of the cells only from 

uman blood. 

Its proper name is: “Liquid Human Plasma”. 

Frozen Human Plasma. 

(b) Frozen human plasma: is liquid human plasma 

which has been frozen by a method approved by the 

_ ‘Ficensing authority. / 

__.. Its proper name is: “ Frozen Human Plasma”. 

Dried A uman -Plasma. 

'” (c) Dried human plasma is liquid human plasma which _ 

has been dried by a method approved by the licensing 

. @uthority. | 

Its proper name is: “Dried Human Plasma”. 

. Liquid Human Serum. 

(d) Liquid human serum is the fluid which has been 

separated— a 

(i) after natural clotting, from whole. blood which 

has been withdrawn from human beings and to 

which no anticoagulant agent has been added; or 

(ii) after clotting bas been induced by a - method 
approved by the licensing authority, from human 

_... blood. Co 

Its proper name is: “ Liquid Human Serum”, 

a2 
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(e)_.’n Bioedskenkingsvereniginglisensie beteken ’n 
fisensie deur die lisensiéringsowerheid aan ’n_ geneesheer 
uitgereik vir die dryf van ’n bloedskenkingsvereniging. 

(f ’n Bloedbewerkingslaboratoriumlisensie betcken ’n 
lisensie deur die lisensi@ringsowerheid aan ’n geneesheer 

| uitgereik vir die dryf van ’n bloedbewerkingslaboratorium. 

(g) Die lisensichouer beteken die geneesheer aan wie 
n bloedskenkingsvereniginglisensie of ’n bloedbewerkings- 

:. laboratoriumlisensie uitgereik is. 

_ (A) Die regte naam van ’n stof beteken die naam wat 
in hierdie regulasies as die regte naam van daardie stof 
voorgeskry! word. , - 

@ Geneesheer beteken ’n geneesheer wat as sodanig 

deur die Suid-Afrikaanse Geneeskundige en Tandheel- 
kundige Raad geregistreer is. : 

(j) Die toepaslike: bylae, met betrekking tot menslike 

bloed, beteken die eerste bylae van hierdie regulasies en, 

met betrekking tot preparate.van menslike bloed, die 
tweede bylae. 

‘SPESIALE DEFINISIES EN REGTE NAME. - 

- Menslike bloed. 

(2) (a) Menslike bloed is volbioed wat van ’n mens 
onttrek is en wat met geskikte antistollingsmiddel gemeng 

is en vir terapeutiese of profilaktiese toediening aan iemand 
anders bedcel is. / 

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

Preparate van menslike bloed (algemene bepalings). 

(b) Preparate van menslike bloed sluit in— 

(® enige- plasma, serum, proteien of ander stof wat 
van volbloed van mense onttrek, afgeskei is en 
waarby ’n antistollingsmiddel gevceg mag gewees 
het of nie; of . 

(ii) enige gedroogde produk.wat van enige sodanige 
plasma, protefen of ander stof berei is en wat vir 
terapeutiese of profilaktiese behandeling van mense 

bedoel is. 

PREPARATE VAN MENSLIKE BLOED (SPESIALE BEPALINGS). 

Vioeibare menslike plasma. 

(3) (a) Vioeibare menslike plasma is die vloeistof wat 

ocorbly na fisiese afskeiding van slegs die selle van mens- 

‘like bloed. 

Die regte naam daarvan is: ,, Vloeibare Menslike 

Plasma”. 
. Bevrore menslike_ plasma. 

(b) Bevrore menslike plasma is vioeibare menslike 

plasma wat bevries is volgens ’n metode deur die Hsen- 

siéringsowerheid goedgekeur. 

Die Regte naam daarvan is: 
Plasma ”. 

» Bevrore Menslike 

Gedroogde menslike plasma. 

(c) Gedroogde menslike plasma is vloeibare menslike 

plasma wat gedroog is volgens ’n metode deur die lisen- 

siéringsowerheid goedgekeur. . 

Die regte naam daarvan is: .,Gedroogde Menslike 

Plasma ”. 

Vioeibare menslike serum. ° 

(d) Viceibare menslike serum is die vloeistof wat afge- 
skei is— ~ 

() van volbloed, na natuurlike stolling, wat van mense 

onttrek is én waarby geen antistollingsmiddel gevoeg - 

is nie; of 

Gi) van’ menslike bloed, nadat siolling volgens nh 

metode deur die lisensiéringsowerheid goedgekeur, 

veroorsaak is. - 

Die regie naam daarvan is: ., Viceibare Menslike 

Serum ”. ‘
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- - ce ~ Dried Human Serum: . c 

ey Dried human serum is liquid. “human serum which 

‘has been. dried by a method 
authority. 

Its proper name: is: “ Dried Human Serum? 

Liquid ‘Human Serum Albumin. 

(f} Liquid human serum albumin is that fraction of the 

~ water soluble protein which is derived from liquid human 

serum or plasma and of which the molecular weight is. 

approximately 70,000. 

_ Its proper name is: “ Liquid Human Serum Albumin ” 

. Dried Human Serum Albumin. 

(g) Dried human serum albumin is liquid human serum 

‘alburhin which has been dried by a method approved by 

the licensing authority. | 

Its. proper name is: “ Dried Human Serum Albumin ” 

Liquid Human Antibody Globulin. 

(h) Liquid human antibody globulin is that fraction of 

the water soluble protein of liquid human serum or 

plasma which contains those antibodies ‘which are 

. commonly found in the blood of adult human beings..- 

Ils proper name is: ~“* Liquid man Antibody 

Globulin”. - a . 

Dried Human Antibody Globulin, 

(i) Dried human antibody giobulin is liquid human 
antibody globulin ‘which has been dried by a method » 
approved by the licensing authority. 

Its proper name is: “Dried. Human. 
Globulin”. ‘ 

Antibody 

Human Fibyin,- - 

‘(j) Human fibrin is the water insoluble protein which 
constitutes the matrix of the-clot which is formed -in 
-whole blood which has been withdrawn from human 

eings and which: has been allowed to coagulate. 

Its proper name is: “ Human Fibrin ” 

/ "oss Human Fibtinogen. 

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

Its proper name is: “ Human Fibrinogen ”. 

~ Human Thrombin. 

; O Human thrombin is the enzyme which transforms 
"human fibrinogen into human fibrin. 

Its proper name: is: “ Human Thrombin mr 

- TECHNICAL ADVISORY COMMITTEE. 

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

(a) which relate to blood transfusion or to-these regula- 
‘tions; and . 

(8) ‘which the latter may wish to refer to this committee 
for advice. 

CoMPULSORY LICENSING OF PERSONS IN, CHARGE OF .THE 

OPERATION OF Bioop Donor ‘SOCIETIES OR BLoop 
. Processing © LABORATORIES. 

4, Every blood donor society and every blood process ing 
laboratory shall, in respect to all of its activities which - 
are prescribed in these regulations, be under the direct 
and complete operative control of ia medical practitioner 
_who shall— ~ 

_ (a) in the case of the former, hold a blood donor 
society licence; or 

Oo in the case of the latter, ‘hold a “blood: processing 
_ laboratory. licence. ee oye. 

approved by the’ Hicensing 
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Gedroogde menslike. ‘serum. 

(e) Gedroogde menslike serum is vloeibare menslike 
serum wat: -gedroog ‘is’ volgens ’n. metode’ deur: die tisen- - 
: siéringsowerheid goedgekeur. - 

Die regte naam daarvan iS: 3, “Gedroog ode Menslike 
* Serum ” 

‘ 
V loeibare menslike Ser umeiwit, 

_.(f) Viocibare menslike serumeiwit. is daardie déelijie . 
-in water oplosbare proteien wat van viocibare menslike- 
serum of plasma verkry word en waatyan die mol ekuléré. 
gewig ongeveer 70,000. is. 

' Die regte naam daarvan is: - 
Serumeiwit ” . 

Gedroogde mens slike serumeiwit. 

(g) Gedroogde menslike serumeiwit is vioeibare mens- 
like serumeiwit wat gedroog is volgens ’n metode deur die 
lisensi€ringsowerneid-gocdgekeur. . — 

Die rege. naam daarvan is: 
Serumeiwit ” : 

N. 
Vloeib are-menslike teenstof-globulien. 

(h). Vloeibare menslike. teenstof-globulien is ‘daardie 
deeltjic in water oplosbare proteien van vlocibare mens- 

. Vioeibare ; Menstike , 
po 

like. serum of. plasma’ wat teenstowwe bevat wat gewoon- _ 
‘lik in die bloed van volwassenes aangetref word. 

Die. reste naam daarvan is: .., Vioeibare Menslike 
Teenstof-globulien ” ' 

, Gedroogde menslike teenstof-globulien.. 

Ai) Gedroogde menslike teenstof-globulien is viceibare 
menslike teenstof-globulien wat gedroog is volgens “n -. g . 
metode deur die lisensié sringsowerheid goedgekeur. 

Die regte naam daarvan is: ,, Gedroogde Menslike . 
Teenstof-globulien ” _ 

Menslike fibrien. 

' (j) Menslike fibrien is dié in water onoplosbare protefen | 
wat die grondstof vorm van die ‘klont wat, gevorm word- 
in vélbloed wat van mense onttrek is en | wat toegelaat i8. 
om te stol. 

Die regte naam daarvan. is: 

Menslike fibrinogeen. “ 

-(k) Menslike fibrinogeen is dié in water “oplosbaré 
proteienbestandeel van vioeibare menslike plasima wat met~ 
die byvoeg van. menslike trombien in menslike fibrien: om. - 
gesit word: — - . 

Die regte naam daarvan is: ., Menslike Fibrinogeen” 

Menslike trombien. woe. 

W) Menslike trombien is die ensiem wat measlike fibri-. 
nogeen in menslike fibrien omsit. 

Die regte naam daarvan is: 

- TEGNIESE ADVISERENDE KOMITEE. © - |” 

“3. Die Minister van Gesondheid: kan ’n adviserende 
komitee bestaande uit behoorlik gekwalifiseerde persone” 
aanstel om die lisensiéringsowerheid van advies te dien in 
verband met enige tegniese sake— 

.. Menslike ‘Trombrien 7 

(a) wat met bloedoortapping of hierdie regulasies, in . 
verband staan; en 

() wat laasgencemde na -hier dic komitee wil verwys . 
vir advies. 

VERPLIGTENDE LISENSIERING VAN PERSONE WAT VERANT= 
WOORDELIK. IS VIR DIE DRYF VAN BLOEDSKENKINGS~ . | 
VERENIGINGS OF BLOEDBEWERKINGSLABORATORIUMS.. ° 

4. Elke bloedskenkingsvereniging en elke bloedbewer- 
kingslaboratorium moet, ten opsigte van al sy bedrywig-- 
hede wat in hierdie regulasies voorgeskryf word, onder - ms N 
die fegstreekse en volle _operatiewe beheer staan van “n- 
geneesheer wat— 

(a) in die geval van eersgenoenide 'n “bloedskeakings 
verenigingstisensie moet hou; of- . ~ 

(by in die geval van laasgenoemde ’n bloedbewerkings- 
“laboratoriumlisensie® moet how. ee 

. 

., Menslike Fibrien ”. oe 

.. Gedroogde “Menslike .
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PROHIUITION OF Acts. WHICH PERTAIN: TO THE OPERATION 

OF A BLoop.DoNnor Society or A‘BLOGD. PROCESSING - 

" LABORATORY AND .WHICH ARE NOT CARRIED OUT BY. - 
I _° OR. UNDER THE CONTROL.OF A LICENSED PERSON. 

_ 5. It shall be an offence for any person or any organi- 
“- sation—- ~~ / 

(a) to carry out; or 

. (B) to cause to be carried, out; or 

- (c) to assist in the carr ying out of 

~. any act. which is prescribed in these regulations as an act : 
-pertaining to the operation of a blood donor society or | 
a blood processing laboratory. unless such an ‘act is 
carried. out by, or under the control of, a medical practi- 

. tioner who holds a requisite licence, 

except’ that— 

., carry out or cause to be carried out any act— 

_ Win respect to a particular. patient who at’ the 
material time is under his personal medical care - 
or under the care of another medical practitioner 
‘on whose behalf. and at whose Tequest. he carries | 
out the act; or 

° Gi) on behalf of and at the request. of the licensee that 
he ‘does so in accordance with the methods and |° 

these || - procedures which are 
regulations; or 

prescribed in 

ew for purposes of “ bona fide” research provided that | 
the programme for such research has- been pre-° 

“Mously notified to the licensing authority. 

APPLICATION FOR LicENCES. 

6. wy ‘Applications to the licensing authority for blood 
4 “donor society or blood processing laboratory licences, or 

_-. for the renewal of such licences, shall be addressed to the | 
 ». “ Advisor in Pathology of the Union Health Department”, "| 

P. 0. Box 26, Cape Town. 

~ (2) Licences to operate both a blood donor society and 
"a blood processing laboratory miay be held concurrently 

~ by: the same medical practitioner. | , 

3) T he applicant for any such licence, or for the renewal 
of any stich licence, shall furnish the licensing’ authority 

'< with such written information as is Prescribed, in ‘the | 
- relative Schedule. He ~ 

- 7.1). A ‘licence’ which has been issued under these 
‘regulations shall, unless sooner suspended or withdrawn, 
‘normally-remain valid fora period of two years but, if so 

. required, a licence may be issued for a shorter period and 
Shall then only be: valid for the period: specified on it. 

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

_ (a) in the case of a blood donot society licence the 
holder retains his appointment to a blood donor | 
-society as the medical officer in charge of its blood . 

* transfusion services; or 

0 in the case of a blood processing laboratory, licence, | 
_ the holder retains his appointment as the medical 

officer i in charge of a blood processing laboratory. 

@) Licences shall be renewable. “ 

~ Conprtions UNDER WHICH LICENCES SHALL BE ISSUED. 

8, Before a blood donor society or a blood processing 
laboratory licence is issued, the applicant shall satisfy the 

~ licensing authority that the following conditions shall be 
observed : — 

(1) The licensee shali provide and maintain, or. shall | ° 
have provided and maintainéd on his behalf,. 
adequate staff, premises and equipment for the 

' proper carrying’ out of all the activities’ which are | 
prescribed i in the relative Schedule, : 

. it shall. not be. an offence for a medical practitioner to | 

skenkingsvereniging- 

- TIME ‘PERIOD OVER WHICH LICENCES SHALL REMAIN VALID. 

  

"VEREOD’ ¢ op HANDELINGE WAT BETREKKING Her OP DIB: 

... DRYF- VAN ’7N.. BLOEDSKENKINGSVERENIGING ‘ OF: UN. 

: BLOEDBEWERKINGSLABORATORIUM EN WAT NIE DEUR- 

‘ OF ONDER DIE BEHEER VAN 'N GELISENSIEERDE. PERSOON 

VERRIG WORD ‘NIE. . 

5. Enige persoon of enige organisasie began * nh misdryt - 
"|. as hy ’n handeling in hierdie regulasies voorgeskryf as ’n 

handeling in verband met die dryf van "n bloedskenkings- 
vereniging of ’n bloedbewerkingslaboratorium— 

(a) verrig; of 

_ (b) laat verrig; of 

(c). help om dit te verrig; 

| tensy sodanige handeling deur of onder die beheer van 
"hh geneesheer wat die vereiste lisensie hou,’ verrig word, 

behalwe dat— 

"n. geneesheer nie “n misdryt begaan nie .as s hy sodanige 
 handeling verrig of laat verrig— 

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

Gi), vir en op versoek: van lisensichouer’ mits hy dit 
‘doen in ooreenstemming met die metodes en pro- 
sedures wat in hierdie regulasies voorgeskryf word; 

. of 

(iii) vir doeleindes van bona fide- -navorsing, | mits die 
program vir. sodanige navorsing vooraf aan die 
lisensiéringsowerheid meegedeel is. 

AANSOEKE OM LISENSIES. 

6. (1) Aansoeke aan die lisensiéringsowerheid. om ‘bloed- 
of bloedbewerkingslaboratorium- 

lisensies of om die hernuwing van’ sodanige lisensies. moet 
aan die ,, Adviseur in Patologie van die Uniedepartement 
van. Gesondheid ”, Posbus 26, Kaapstad, gerig word, 

(2). Lisensies om sowel ° *n bloe dskenkingsvereniging as 
’n bloedbéewerkingslaboratorium te” dryf: kan gelyktydig 
deur dieselfde geneesheer gehou word. 

' (3) Die applikant vir ‘enige sodanige lisensie of vir die” 
hernuwing van enige sodanige lisensie moet die skriftelike 
‘inligting wat in die toepaslike bylae ‘voorgesiryt word, 
aan dic lisensiéringsowerheid verstrek,” 

| TYDPERK WAARVOOR LISENSIES GELDIG BLY. 

7, C1) ’n Lisensie wat ingevolge: hierdie regulasies uit- 
. gereik is,: tensy | eerder opgeskort of ingetrek, “bly normaal- 
‘weg geldig vir ’n tydperk van twee-jaar, maar indien_ver- 
lang, kan ’n lisensie vir ’n korter tydperk uitgereik word. 

“en is dit dan slegs geldig v vir die tydperk daarop | gespesi- 
fiseer. 

(2) ’n Lisensie bly ook slegs geldig solank—~ 

- (a in die geval van ’n bloedskenkingsvereniginglisensie, 
die houer sy aanstelling in ’n bloedskenkingsver- 
eniging as die mediese beampte verantwoordelik 
vir die bloedoortappingsdienste daarvan behou; of 

(b) in die geval van. ’n bloedbewerkingslaboratorium- 
lisensie, die houer sy aanstelling as verantwoorde- 
like mediese beampte van ‘a 1, bloedbewerkings- 
laboratorium behou. . 

QB) ‘Lisensies kan hernieu word. 

_ VOORWAARDES WAAROP LISENSIES UITGEREIK WORD. 

8. Voordat ’n bloedskenkingsvereniging- of ’n bloed- 
bewerkingslaboratoriumlisensie uitgereik word, moet die 
applikant die lisensiéringsowerheid oortuig dat daar aan 
die volgende voorwaardes voldoen word:— 

_ (1) Die lisensichouer moet voldoene personeel, persele 
en uitrusting verskaf en onderhou, of vir hom laat - 

. vetskaf en onderhou, vir. die behoorlike uitvoering 
van al die bedrywighede wat i in die toepaslike bylae 

_Yoorgesktyt word, | 

  

  

 



  
  

  

‘oy The: licensee shall: allow ‘any medical officer of the 
~~ Union Health Department who has been duly 

- authorised in writmg to. do so fy the _Heensing 
authority— ~ 

{a) to enter, at all reasonable times and with or 
without prior notice, any premises in which the 

_ Hcensee is carrying out, or causing to be carried . 
out, any acts pertaining to the operation of a | 
blood donor society or a blood processing’ 
laboratory and to inspect such premises and 
also to inspect any equipment used by, any 

. methods employed by or any records kept by 
(or: used, employed or kept on behalf of) the 
licensee in respect to any activities which are 
prescribed in the relevant Schedule; and , 

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

@) Anticoagulant agent; 

Gd human blood; 

Gi) preparations. of human blood or of f blood 
im any stage of processing into | such pre- 

- parations; — 

Gv) testing or diagnostic agents or. preparations 
thereof as. used by the society. or 
laboratory in the testing of human blood 
or preparations of human blood: 

(vy) any other expendable ‘material used or 
supplied by the society or laboratory in 
respect to the blood transfusion “services 
that it renders. - , 

 @) The licensee shail, at the written request ‘by ‘the 
licensing authority, forthwith. furnish to the latter— 

(a) samples, in such amounts as the licensing autho- 
rity may consider to be reasonably necessary - 
and adequate for the purpose of. testing; 
~and/ot - 

(b) full ‘protocols of the tests which have been. | 
carried out by, or on behalf of, the licensee 
and which are prescribed in the relevant 

. Schedule for such substances, in respect to—~ 

every batch, or such. bateh or: batches as the licens- 
ing authority may specify, of any such’ substance | 
or material as is referred to in paragraph (2) (5) 

~ of this regulation. - 

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

material. . 

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

©) The licensee shall not supply for the treatment of 
human beitigs any container of human blood. or 
of a ‘preparation of human blood, or any other 
substance or -matérial for. use in connection with 

“> the treatment of human beings after the expiry date 
of. such blood, preparation, substance or material | ~ 

~ has been passed. Be 
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 Q) Die, lisensichouer : moet enige mediese. beampte™ van. 
dié Uniedepartément van Gésondheid wat deur die. 

- lisensiéringsowerheid  skriftelik behoorlik seemagtig: 
is om dit te doen, toelaat om— 

© op alle redelike tye en met of sonder ‘keanige ~ 
gewing vooraf, enige petseel waarop die lisen- - 

-.siehouer entige handelinge in verband met die, 
diyf van ’n bloedskenkingsvereniging of 'n- 
bloedbewerkingslaboratorium verrig of -laat 
verrig, binne te gaan en sodanige persee] - te” 
inspekteer en ook enige uitrusting;- enige:- 

- metodes of enige rekords wat deur ‘die. lisensies 
houer ten opsigte van enige bedrywighede wat | a 
in die toepaslike bylae voorgeskryf- word;- 
gebruik, aangewend of. gehou word (of vir- 
hom gebruik, aangewend of gehou word). te. Ls 
inspektéer;, én - 

() monsters. te-neem, in die hoeveelhede wat hy - 
vit toetsdocleindes redelik nodig en‘voldoende- . 

“ag, van enige lot van die volgende stowwe of. 
“materiale :-— - ve 

@) Antistollingsmiddel; 

Gi) menslike bloed; - 
. GD preparate van mienslike bloed “of: van. 

~  bloed in enige stadium van bewerking tot. 
scdanige preparate; 

Gv) toets- of diagnostiese middels of | prepa- a 
_ rate daarvan, soos deur die vercniging. of - 

- laboratorium by. die toets van menslike ° 
’ bloed of preparate van menslike bloed » 

gebruik; - 
(v) enige ‘ander verbruiksmateriale” deur -die > 

vereniging of laboratorium gebruik of ver- Lo: 
skaf ten opsigte van die bloedoortappings: — 
.dienste wat hy lewer. 

(3). Die lisensichouer moet, op skriftelike versock van’ 
. die lisensiéringsowerheid, onderstaande. onverviyld> a 
aan laasgenoemde verskaf: ~~ 

(a) Monsters in die hoeveelhede wat die- ligen- ° a 
sigringsowerheid redelik iodig en: voldosnde ~ 

"ag vir toetsdoeléindes; en/of 
— (b) volledige | protokolle van die toetse wat ‘deur of « 

vir die. lisensiehouer uitgevoer is en wat in die~ 
toepaslike bylae. vir sodanige stowwe . voorr. - 
geskryf is, ten opsigte van— 

X 

elke lot, of die lot of lotte wat die sensing: wel 
owertheid spesifiseer, van enige sodanige stof ‘of. 
materiaal wat in paragraaf Q) ‘() Van. hierdie 
‘Tegulasie genoem word. . -. oo. 

{4) Indien die lisensiéringsowerheid dit gelas, moet die. -.. 
lisensichouer nie. enige Jot van enige stof of - 
materiaal waarvan monsters op. protokolle -inge- ~ 
volge die twee voorafgaande paragrawe. van hierdie 
regulasie verskaf is; vir die behandeling van. of vir— 

mense verskaf voordat ’n sertifikaat deur die lisen- - 
siéringsowerheid vir die verskaffing var sodanige._ 
siof of materiaal uitgereik is nie. 

iGringsowerheid meegedee! is dat daar deur. Jaas- 
, genoemde gevind is dat enige gedeelte van enige 
Tot van die voornoemde stowwe of materiale nie <. 
aan die standaarde van gehalte, suiwerheid ‘of - 
veiligheid soos in die toepaslike bylae -bepaal, 
voldoen nie, en ‘hy gelas is om dit te doen; die Jot | 
of die res van die lot terughou en, vir sover dit 
uitvoerbaar is, alle uitreikings wat reeds wit so-- 
danige lot gedoen is, terugroep. Die lisensi¢houer | 
moet dan oor sodanige lot wat teruggehou of terug- -" 

‘ géroep is, beskik op *n wyse wat deur dié Higen-- a 
siéringsowerheid goedgekeur iS, 

(6) Die lisensiehouer mag nie enige houer met imenslike’ 
bloed of met ’n preparaat van menslike bloed, of 

- aanwending in verband met die behandeling: vans 

(5) Die lisensichouer moet, nadat hy deur die lier: o 

enige ander stof of materiaal vir aanwending in ~ 
verband met die behandeling van mense- na. die. 
verstrykingsdatum van sodanige bloed, -preparaat, 
stof of materiaal vir die behandeling v Vat mense_ 

-verskaf nie.
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the’ medical officer in charge of.a blood donor 

licensing authority forthwith and in’ writing of such 

“. _ relinquishment. ne 3 a . 

(8) Fhe licensee -shall comply with all the provisions 

“of these regulations including those of the relevant 

-. Schedules and he shali also ‘comply with. such |. 

~ fur any, a3 may_ be » 

_ ~~ 2. (prescribed in any regulations which are made under [ 

_-. 2" the Medical; Dental and Pharmacy 

‘further relevant requirements, if any, 

Act, No. 13 of 

- 1928, in reference to, blood transfusion and of 

“. Jess than one calendar. month’s notice. - 

o REPORTING ‘By. MEDICAL PRACTITIONERS of. UNTOWARD 

“é 

REACTIONS OR DEATHS, | 

~ 9, Gl) Every medical practitioner ‘who. infuses intra- 

‘ yascularly, or who is responsible for the . intravascular:. 

~ infusion of;.a human being with human blood or a.prepa- 

"zation of human blood shail forthwith— - ae 

(a) take, ot cause to be- taken,” all appropriate steps, 

* including the collection of suitable specimens for 

- analysis, to ascertain the nature and cause of; and - 

-.. (b) report, with all such relevant-particulars. as may 

appear necessary and by” the ‘ quickest means 

"practical 
by the. : 

(i) any. untoward reaction which has. occurred in 

7 sa person who ‘has. received such an infusion; | 

or . 

any death, 
‘contributed to the.death; Ole 

*” to, the licensee which spypplied the 

- Gi) 

infusion: and 

” Gf the blood or preparation was not supplied, by- a 

the Union Health Department of ‘the region in 

‘which. the person received the infusion. -: 7 

, -(2) These reports, if not originally made in writing, shall 

be confirmed in writing. by the medical practitioner con- 

. cerned as soon as is reasonably possible... Ses, 

Caos Ta) sequent ‘to the 

~ 

\ 

"+ intravascular infusion of human blood ora preparation | 
“of human blood, the licensee or the Chief Regional Health 

. @) For the purpose of this regulation the term “ unto-. 
shallmean all.instances in which. the-): *, ward - reaction ” 

- infusion has been followed by evidence of any— 

- (a) blood-stream infection; or 

- (b) intravascular haemolysis; or oo ae 

- (6) any other severe reaction or. illness, which is sub- 

' attributable to it. 

(4) The reports in ‘connection with deaths,“ which: 

appear to’ have been contributed to. by intravascular 

infusions’ of human blood or of preparations of human. 

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

‘ other reports concerning. the death ° that. he may be 

required to. make under. the Births, Marriages.and Death 

‘Registration Act, No. 17 of 1923, or the Inquests Act.) 
No. 12 of 19192 

~ ACTION To BE TAKEN FoLtLOWING UPON THE REPORT. OF ° 
> AN UNTOWARD-REACTION OR DEATH. ' 

_ of: an untoward reaction or a death following: upon an 

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

(a) forthwith carry out, or cause to be carried. out, an 
“ jnvestigation, which shall include all appropriate 

Jaboratory tests as.-appear’ necéssary ‘and as cir-. 
cumstances will allow, to ascertain. the cause of 
the untoward reaction or'death; and. . 2 0°. 6 

- ‘untoward reactions.and deaths. 

The licensee’ shall, should he relinquish his post as. 

society or a blood processing laboratory,-notify.the | 

“which the: licensing authority has givén- him not . 

Die AANGEE DEUR 

if such an infusion appears to have” 

i thé address of which. appears on the label’ of the. |. 

-- \". container; “or, © Se 

" Hicensee, to the Chief Regional Health. Officer of | . 

infusion and. appears. to be 

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

aa Coe a CON e pos 
, a a . ~ 
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--S (7) Die lisensichouer moet,”indien -hy -sy betrekking .as - 

~.".". yerantwoordelike mediese -beampte van ’n bloed- 

’ . skenkingsvereniging of -’n. bloedbewerkingslabora- 

totium. necrié, die lisensiéringsowerheid onverwyld 

en skriftelik ‘van sodanige neerlegging in kennis 
- ste 2 Co 

(8} Die lisensiehouer moet aan al die bepalings van 

~* hierdie regulasies met inbegrip van dié van die 
toepaslike bylaes voldoen en moet ook voidoen aan 

sodanige verdere toepaslike vereistes, as daar is, 

_wat in enige regulasies wat uitgevaardig is ingevoige _ 

die Wet ‘op Geneeshere, Tandartse en. Aptekers, 
_ No. 13 van 1928, met betrekking tot bloedoor- 

‘tapping, ‘voorgeskryf word, en waarvan die ‘lisen- 

- sigringsowerheid hom -minstens een kalendermaand | 

kennis gégee- het. ” . 

GENEESHERE VAN ONGUNSTIG REAKSIES 
. .OF STERFGEVALLE. Le . 

9, (1) Elke geneesheer wat menslike bloed of ’n prepa- — 

raat van menslike bloed intravaskulér aan iemand_ toedien - 

of wat verantwoordelik is vir die intravaskulére. toediening 
‘daarvan moet onverwyld—--  . 9 >< ~ 

-‘<(@) alle gepaste stappe doen of laat doen met inbegrip 
“yan. die tap van geskikte.tonsters. vir ontleding, © 

‘ter vasstelling van die aard en oorsaak van; en 

-(b) onderstaande aangee, tesame met alle toepaslike 

- “ Jbesonderhede wat nodig blyk ei op. die spoedigste . 

uitvoerbare. wyse— vs ye 

- @ enige: ongunstige reaksies wat by-’n persoon 

wat sodanige toediening ontvang het, plaas- 

_ gevind hetr of : ee 

(ii) eriige sterfgeval, indien dit blyk dat sodanige 
toediening een van-die aanleidende oorsake van — 
Gie Good was; ©. 5 SO 

“by die lisensichouer wat die toedieningstof verskaf 
‘het en waarvan_die adres op die etiket van die houer 
verskyn; of _ Se 

- ...indien die bloed of preparaat. nie deur ’n lisensie- 
'~ houer verskaf. is: nie,. aan. die Hoofstreeksgesond- 
“-heidsbeampte van “die. Uniedepartement - van 
‘Gesondheid van die streek waarin die persoon , 

die toediening ontvang het. oo 

_ (2) Hierdie .aangifte, indien nie ootspronklik  skriftelik 

  
‘ingedien nie, moet so gou.as wat redelik -moontlik is, 
deur die betrokke geneesheer skriftelik bevestig word. 

_ .@) Vir die toepassing van hierdie regulasie beteken die 
vitdrukking ., ongunstige teaksie ” alle gevalle waarin die . 

+ toediening gevolg-word deur tekens van enige— 

-(a) bloedstroombesmetting; of ; 
- (b) intravaskulére hemolise; of ok CO 

(c) enige ander ernstige reaksie of siekte wat op die toe- 

diening volg en blykbaar daaraan toe te skryf is. 

(4) Die aargifte in verband met sterfgevalle waarvan 

intravaskulére toediening van menslike bloed of, van 
preparate ‘van menslike bloed een van’ die aanleidende 

oorsake was, wat by hierdie regulasies vereis word, moet 

deur die. betrokke gencesheer ingedien word afgesien van 

enige ander verslae betreffende die dood wat’ hy ingevolge 

die Wet op de Registratie van Geboorten, Huweliken en— 

Sterfgevallen,. No. 17 van 1923, of die Wet op Lijk-~ 
schouwingen, No. 12 van 1919, moet indien. ” 

STAPPE WAT NA DIE AANGIFTE VAN ’N ONGUNSTIGE REAKSIE 
OF STERFGEVALLE GEDOEN MOET WORD. 

10. Na ontvangs van ’n aangifte -van ’n geneesheer in | 
verband met “n ongunstige reaksie of ’n sterigeval wat op 

-’n jntravaskulére toediening van menslike bloed of ’n 

‘preparaat van menslike bloed. volg, moet ‘die lisensie- 

houer of die Hoofstreeksgesondheidsbeampte (aan wie ook 
al dié aangifte ingedien isJ— - So 

_> (@)-onverwyld ’a ondersoek instel, of laat-instel, wat 
alle gepaste laboratoriumtoetse insluit wat nodig 
‘blyk -te wees, en wat in die omstandighede moont-. 

'- dik is, ter vasstelling. van die oorsaak van die on- 
gunstige reaksie of sterfgeval; en ” 

oo ~ een |=. (b).’n skriftelike aantekening van die ondersoek en die 
> ..(b) shall make a written record of the investigation and | 

oo ‘its findings in.the. special register. prescribed’ in} 
the relevant -Schedule “for -the recording «of such. | ~- 

. ~~bevindings in verband daarmee. thaak in die spesiale 

~ register voorgeskryf in die toepaslike ‘bylae vir die* | 

 aanteken van sodanige’ ongunstige reaksies’.en ~ 
 sterfgevalle: : ‘. we SOY ag a 7 me 

  

 



OR OF A PREPARATION .OF- HUMAN. BLOOD Is SUS- 

PECTED TO BE UNSAFE.’ 

11.) If at any time the licensee has‘ any reason to 

suspect that the batch of human. blood or a preparation 

of human blood is unsafe for the therapeutic or prophy- 

lactic treatmént of human beings, or that a batch of any 

substance or material issued by such a ‘society or 

laboratory for use in connection with the treatment of 

human beings, is‘unsafe for such purposes, he shall— 

| 

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

substance or material’ belonging to such batch 
which is still in stock and he siiail, in so far as 
is practical, recall any part of such batch as has 
been issued; and - . 

(b) forthwith commence, or ‘cause to be commenced: an 

  

ACTION TO. BE- TAKEN WH EN A BATCH OF ‘Homan BLOOD’ 

‘ 
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investigation, which shall include all such labora- | 
tory tes{s as’ appear ‘appropriate and as circum- 
stances will allow, to ascertain whether.or not the 
batch is at fault; and: , 

(c) keep a full written record of the investigation and 
its findings. 

(2) If the investigation, as provided for above— 

- . (@) clearly proves that the batch in question is safe, the 

but ; 

(b) fails to prove that it is safe; . 

the licensee shall— 
foc 

licensee may authorise its issue in the. usual way, 

_G) inform the licensing authority in writing, as’ soon | 
as is reasonably possible, of the results of the 

' investigation; and . ” 

Gi) not issue it but dispose.of- it in a manner approved 
by the latter. 

t 

WiritpRawat, SUSPENSION OR REFUSAL TO RENEW. 
LICENCES. 

“40. ra) The licensing. authority may withdraw, "suspend 
or refuse to renew a blood donor society licence or a blood. 

_ processing, laboratory licence when any person has in 
connection with the operation of the society or laboratory 
contravened or failed to comply: with any of the relevant 
provisions of these regulations. 

(2) The licensing’ authority shall, 
suspends or refuses to renew a blood donor society or 
blood processing laboratory licence, promptly inform the 
medical practitioner concerned and the society or organisa- 
tion employing him in writing of the reasons for with- 
drawing, suspending of refusing to renew the licence, 

’ PENALTY FOR CONTRAVENTION OF THE REGULATIONS. 

13. Any person who contravenes or fails to comply with 
_any. relevant provisions of these regulations shall be guilty : 
of an offence and liable on conviction to a fine not exceed- | 
‘ing fifty pounds (£50). - 

REGULATIONS FOR THE CONTROL OF BLOOD 
TRANSFUSION - SERVICES... 

! 

PART IL | 

FIRST SCHEDULE. 

_ PROVISIONS RELATING to BLoop Donor SOCIETIES. 

Blood Donor Societies to be Registered as Non- “Prof f- 
making Companies. 

A. A licence to Gperate a blood donor society shall ‘not 

be issued to a-medical practitioner unless such society is. 
registered as.a,non- profit making.company in terms of 

“section twenty: one of the Companies’ Act, No. 46 of. A926... 

if he withdraws, 

  

\ ot 
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“STAPPE WAT GEDOEN MOET WORD WANNER. DAAR \VERMOED - 
WORD DAT ’N LOT VAN MENSLIKE BLOED OF VAN ’N- 

_ PREPARAAT VAN MENSLIKE BLOED ONVEILIG IS. ~ 

il. () Indien - ‘die lisensichouer te eniger tyd rede-het 
om te vermoed dat ’n lot.van menslike “bloed of van ’n 
preparaat van menslike bloed onveilig is vir die tera- 
peutiese of profilaktiese behandeling van mense. of dat. 
’n. lot van enige stof of materiaal wat vir aanwending in - 
verband met die behandeling van mense deur sodanige 
vet eniging of laboratorium uitgereik is, vir sodanige doel- - 
indes onveilig is, moet hy— “ 

{a) onmiddellik die uitreiking van alle bloed, preparaat:: 
stof; of materiaal wat tot sodanige lot behoort en: 
wat nog in voorraad is, st op sit en moet hy- vir. 

- sover dit uitvocrbaar is, enige gedeelte van sodanige. 
lot! wat reeds uitgereik is, terugroep; en 

(by onverwyld met ’n ondersoek begin, of daarmee. laat - 
begin, wat alle laboratoriumtoetse insluit wat gepas 
biyk te wees en wat in die omstandighede moontlik 
is: ten einde vas te stel of daar fout is met die lot 
of nie; en , 

(c) ’n: voliedige.s skriftelike rekord van dic ondersdek en 
die bevindings in verband daarmee: hou. 

(2) Indien ‘die. ondersoek, _SO0OS hierbo bepaal— 

(a) duidelik bewys dat die betrokke lot veilig is, kan 
die lisensichouer die. uitreiking daarvan op. die 
‘gewone wyse magtig, maar 

(b)- nie bewys dat, die betrokke lot veilig is nie, — 

-moet ‘die lisensichouer— 7 — 

(@) die lisénsiéringsowerheid S0- spoediz moontlik 
skriftelik verwittig van die resultate vam dic onder-" 

, soek; en 

Gi) dit nie vitreik nie, maar daaroor beskik op ‘n wyse oN 

' deur laasgenoemde goedgekeur. fo 

INTREKKING, OPSKORTING OF. WEIERING VAN + HERNUWING 

VAN’ LISENSIES. 

12. (1) Die lisensiéringsowerheid kan ’a blosdskenkings- 

vereniginglisensie ” of ’n bloedbewerkingslaboratorium- - te 

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

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

of laboratorium enigeen van die toepaslike bepalings van 

hierdie regulasies oortree het of versuim het om daaraan - 

te voldoen. 

» (2) Die lisensiéringsowerheid moet, indien ‘hy? n bloed- 

skenkingsvereniging- of . blcedbewerkingsiaboratorium-. 

lisensie intrek, opskert of weier om dit te -bernicu, dic. 
betrokke geneesheer: en die vereniging of organisasie. by. ° 
wie hy in diens is, sonder versuim ‘skriftelik verwittig van 
‘die redes vir -die intrekking, opskorting - of weicring- van 

‘die hernuwing van die lisensie. . 

STRAF VE R OORTREDING VAN. DIE REGULASIES. 

13. Iemand wat enige toepaslike bepalings van hierdie. 

regulasies -oortree of versuim om daaraan: te. voldoen, — 

i) begaan ’ nD misdryf en is by skuldigbevinding strafbaar met. 
On boete. van hoogstens. vyftig ond (£50). 

REGULASIES VIR DIE BEHEER VAN: BLOED- 

OORTAPPINGSDIENSTE. . co 

DEELW. = 

EERSTE BYLAE. 

BEPALINGS IN VERBAND MET BLOEDSKENKINGS- , 

VERENIGINGS. Le 

Bloedskenkingsverenigings moet as maatskappye sonder 

_ winsbejag geregistreer word. ; : 

1. n Lisensie om *n bloedskenkingsvereniging. te: dryf 

word nie aan ’n geneesheer uitgereik nie tensy sodanige 

vereniging ingevolge artikel een-en- tivintig van dic Maat- - 

‘skappywet, No. 46 van 1926, as ’n maatskappy sonder 

winsbejag geregistreer is, 3 eer
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“"). > Aanstelling van’n verantwoordelike mediése beampte.. , 

2. (ly Elke bloedskenkingsvereniging moet ‘n genees- 

| heer aanstel as die mediese. beampte verantwoordelik vir 

di¢ bloedoortappingsdienste wat hy lewer. : 

(2) Hierdie geneesheer is die lisensichouer. 

- © “Appointment of a Medical Officer in Charge. - 

shall appoint'a medical _ 9. (A) Every blood donor society 
in charge of the blood practitioner as the medical officer 

_ transfusion services that it renders. 

_ (@) This medical practitioner shall be the’ licensee. 

- “Appointment of a Deputy Medical Officer and of — 

eA J. Assistant Medical Officers. 

- 3. A-blood donor society may appoint— — 

aa thedical. practitioner as a deputy medical officer - 

tothe licensee; and ~ | 

- "(by medical practitioners as assistant medical. officers to |. 

a Functions of the Licensee. 

4 a The licerisce shall be in charge of, and responsible 

for ensuring the proper performance of, -ail medical, 

techitical;.admiriistrative and-clerical procedures which are 

carried out by the society and its branches, if any, in’ 

. respect to the blood transfusion services which it renders 

and which are. prescribed. in this Schedule and che ‘shall 

. also be: responsible ~ for ensuring that all the relevant 

requirements of Part t of these regulations and of this 

‘Schedule are fully complied. with. Oe o 

(2) The licensee shalf forthwith advise the licensing 

authority in writing of — 4 co 

~ -@) 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; and 

7 Gi any change which has been made in the appoint: . 

ment of such a deputy. _ 

+, (8) The licensee shall forthwith advice the licensing 

- authority in writing of-— oo 

.) @ any changes in’ the designation, or the business, | 

' postal or telegraphic addresses. or. teleplione number | . 

. Of the society; of eo 

_ Gi) any. changes in the number and Jocation of its: 

“branches or in their postal adcresses; or 

Gii) any changes im the Articles of Association of the 

“society; or . > 

Gv) any changes in the organisation ‘of, or in the methods 

- and procedures adopted by. the society In respect 

to the blood transfusion “services that it renders. 

-(4). The licensee shall fernish the licensing authority with 

a copy of the annual report of the society as soon as is 

- reasonably possible after its publication. 

- Functions of the Deputy M edical Officer. . 

_- §. (1) The deputy medical officer to the licensee shall 

> get as the assistant and understudy to him and shall have 

‘fall powers to act as the licensee whenever the latter is 

‘temporarily absent from or unavailable for.duty and he 

* shall then be responsible for carrying out all the duties of 

the licensee as prescribed in this Schedule.” . 

a -(2) Should the licensee permanently relinquish his duties | 

_. as the miedical officer in charge of the blood transfusion 

services rendered by the society, the deputy medical officer 

may act as the licensee for 4 period not exceeding. 30 days 

~ during which application may-be made for a new licence. 

. The Licensee or the Deputy Medical Officer Always to be 

C4 : Available. _ Se 

-- 6, Either the licensee or the deputy medical officer in 

charge shall be available at all times for the proper control 

of the blood transfusion services rendered by the society. 

—- Functions of the Assistant Medical Officers. 

7.The assistant medical officers. shall be under the 

direct. administrative control of the ‘licensée, and shall 

-undertake such blood:transfusion duties as are delegated to | 
: hulle 

. yoldoening aan, al die bepalings. van hierdie Bylae wat op _ - them by him and shall be responsible to him for com-- 

plying. with all the provisions of this Schedule which relate-   

Aanstélling van ’n adjunk-mediese beampte en van 

‘ assistent-mediese beamptes. ' : 

3. ’n Bloedskenkiagsvereniging kan— 

(a) *n geneesheer as ’n adjunk-mediese beampte vir die 

‘lisensichouer; en 

(b} geneeshere as assistent-mediese beamptes vir hom 

aanstel. a . 

Funksies van die lisensiehouer. . oo 

4. (1) Die lisensichouer oefen beheer wit cn is verant- 

woordelik daarvoor om foe te sien dat allie mediese, 

tegniese, administratiewe en klerklike prosedures wat deur 

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

opsigte van die blocdoortappingsdienste wat. hy lewer en 

wat in hierdie Bylae voorgeskryf word, behoorlik uit- 

gevoer word, en is ook verantwoordelik daarvoor om toe 

te sien dat daar aan al die toepaslike vereistes van Deel I 

van hierdie regulasies en van hierdie Bylae ten volle 
voldoen word, , , 

(2) Die lisensichouer moet die lisensigringsowetheid - 

onverwyld skriftelik verwittig van—_ 

(Gi) 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_vereni- 
ging as sy plaasvervanger aangestel is; en 

(ii} enige verandering wat in die aanstelling van 

sodanige plaasvervanger gedoen is. 

(3) Die lisensichouer moet die lisensiéringsowerheid 

onverwyld skriftelik verwittig van— : 

(i) enige veranderings in die benaming, of die besig- 

heids-, pos- of telegramadres of telefoonnommer 

van die vereniging; of - : - 

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

‘die plekke waar hulle geleé is of in hulle. pos- 

adresse; of to, 
- ii) enige veranderings in die Statute van die vereni- 

ging; of ' s . , 
(iv) enige veranderings in die organisasie van, of in die 

- © ‘metodes en prosedures gevolg deur die vereniging 

ten opsigte van die bioedoortappingsdienste wat hy 

lewer. -, - . 

(4) Die lisensichouer moet aan die lisensiérings- 

owerheid ’n eksemplaar van die jaarversiag van die vereni- 

ging besorg so gou as wat. redelik moontlik is na die- 

publikasie daarvan. 

 #F unksies van die adjunk-mediese beampte. 

5. (1) Die adjunk-mediese beampte vir die lisensie-— 

houer staan hom by en neem in sy -plek waar en het volle 

bevoegdhede om as die lisensichouer op te tree wanneer 

‘ook al laasgenoemde -tydelik van diens afwesig is of nie 

daarvoor béeskikbaar is nie eh hy is dan verantwoordelik 

daarvoor dat al die pligte van die lisensichoucr soos in 
hierdie Bylae voorgeskryf, vitgevoer word. . - 

(2) Indien die lisensichouer sy pligte as die mediese 

eampte verantwoordelik vir die bloedoortappingsdienste 

wat deur die vereniging gelewer word permanent neerlé, 

kan die adjunk-mediese beampte as. die lisensiehouer 

optree vir ’n tydperk van hoogstens 30 dae waartydens - 
aansoek om ’n nuwe lisensie gedoen kan word. 

Die lisensichouer of die adjunk-mediese beampte moet 

- altyd beskikbaar wees. 

6. Of die lisensichouer Of die verantwoordelike adjunk- 

mediese beampte moet te alle tye beskikbaar wees om 

behoorlike beheer uit te oefen oor die bloedoortappings- 

dienste wat deur .die-veréniging gelewer word, 

Funksies van die Assistent-mediese beamptes. 

7. Die assistent-mediese: beamptes. staan onder die 
regstreekse administraticwe beheer van die lisensiehouer, 

onderneem die bloedoortappingspligte wat deur hom aan 

opgedra word en is aan hom -verantwoordelik vir die 

endanise nliste betrekking Het. ~~ - 
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“ * Aansocke| liom bloedskenkingsvereniginglisensies.” 

8. (1) Elke geneesheer wat deur ’n ploedskenkings- 
‘yereniging aangestel word as die mediese beampte verant-, 
woordelik vir die. bloedoortappingsdienste wat .deur hom - 
gelewer word, moet onverwyld by die “lisensiérings:~ - 
owerheid © skriftelik aansoek. doen om ’n_bloedskenkings-...._- 
-vereniginglisensie en moet die volgende inligting saam 

   "Applications: for Blood Donor Society Licences. 

8. “(l) Every medical practitioner who is appointed | ‘by 
-a blood donér society as 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 licencé and. shall furnish with. his | 
application the following information :— 

- (a) His sirname, christian names, postal. address: and. 
medica! qualifications as registered by, the South. 
African Medical and Dental Council. * _ : 

(b) The designation, the business, “postal and ; ‘tele- | 
graphic ‘addresses and the telephone number of the” 

~ blood donor society. 

(c) A letter signed by the chairman of the blood | donor 
society stating that-—. , 

G) the applicant has ‘been permanently or tempo-. . 
rarily appointed by it as the medical officer in 
charge of its blood ‘transfusion services; | 

_ ii) the date from which such appointment is to 
take effect; and’ = 

_ iii) if the appointment is a temporary one, the 
period for. which the appointment has ‘been | - 

  

  

met die aansoek versirek : — 

{a Sy van, veorname, posadres en amediese. jowalif: 
/ soos -deur die Suid- - Afrikaanse Genees-” kasies 

kundige en, Tandheelkundige- Raad. geregisireer. 

_(b) Die: benaming, die besigheids-, pos- en telegram-~ - 
_adres; én. die telefoonnommer van die, bloed: 
“skenkingsvere sniging. 

(c) ’n Brief deur die voorsitter ‘van die ploedskenkings- 
ereniging onderteken waarin gemeld’ word ‘dat— - 

(i) die applikant permane nt of tydelik. deur: die. 
vereniging aangestel is as die mediese beampte™.. 
verantwoordelik- vir sy bloedoortappings-/” - 

: dienste; 

| @idie datum waarop ‘sodanige ‘aanstelling. van 
| krag: word, en ~ 

(iii) indien ‘dit ’n’ tydelike aanstelling is, die’ tyde 
| perk waarvoor die aansteiling gedoen’ is. 

 @’n Atskrif van die statute. van -die™ vereniging “of; 
indién so ’n afskrif -voorheen verskaf. is. en geen 
veranderings later daarin aangebring is. nie, <n: 

_sertifikaat met die strekking van die voorsitter- van 
die vereniging. 

— en! | Kort en. omyattende “beskrywing- ‘dew “die” 

-, Mader - 
(d) A copy: of the Articles. of Association | “of the 

society. or, if such a copy has been previously 
" furnished and no changes have subsequently been 
made in them, a certificate to this effec ct from the 

‘society; ! 

(iv) a list of ‘the bianches ot the society, their iL 
postal” addresses and a description of the | —~ D 
nature and ‘scope of the blood transfusion 
services to be provided by,.and an-outline of 

boundaries of. the area |’ Po. 

. chairman of the society. 

(e) A short) and comprehensive ‘description by ‘the 
- applicant. of the organisation ef and the procedures | applikant van die organisasie van die vereni ising eh 

_and methods to be adopted: by the society in respect die prosedures en metodes, wat deur dic. vereniging - 
‘to the blood transfusion servicés that it: will render. gevolg sal word. in verband met die bloedoor- 

- This description” shall include the | following  tappingsdienste wat hy sal lewer.. <Hierdie beskry-.~ 
particulars : — , wing. moet die volgende ‘besonderhede insluit ; = 

@A statement as. to. the nature ‘and scopé of the | | _ {Qn Uiteensetting van die aard en omvang van — 
blood transfusion services to be rendered by | die bloedoortappingsdienste ° wat~ deur. die 

“|, the _ society; ‘| vereniging gelewer sal word; a 
. (ii) a _ description of the “society's. pli for the Gi ’n beskrywing van die. vereniging se bep planning. : 

_ | provision of these services; a r ~ “vir die verskafiing van Hierdie dienste; - ted 

_ Gi) an outline of ‘the geographical boundaries of (iii) ’n aanduiding -van die: geografiese grense. van . 
the region to be normally supplied by ‘the i ‘die streek wat normaalweg deur die _vereni-" 

: + ging bedien sal word; _ 
' (iv) °n lys. van die takke | van die vecaiging, hulle 

posadresse en ’n beskrywing yan: die aard en. 
omvang van die’ bloedoortappingsdienste, wat 
deur ‘elkeen van hierdie takke yerskaf sal - 
word, en *n aanduiding yan die geografiese © 
grense. van die gebied wat normaalweg: deur. 
-elkeen.van hulle bedien sal word; 

the geographical 
; normally to be served by. edch. of these i 
‘branches; | 

- (Wy a description of the system to be adopted by |. | v) a rane: ‘ee ol al wont we at, deur die 
the: soci the I , e society for keeping by: it of all the |. | _ die-rekords wat in hierdie Bylae voorgeskryt oo 

word; en ~ oS 
records which are prescribed in ‘this Schedule; 

dl 
4 (vi)’ n beskrywing ‘van die tegniese “metodes | en: 

prosedures- wat deur die vereniging, met. .~ 

- and. 

_ (vi) a description of the technical smethods and ! 
inbegrip van sy takke, -gevolg sal word -in aoe 

procedures. which are tobe employed by the 
Society, including its. branches, in respect -to 
the collection, testing, storage and distribution 

‘of human-blood or blood for. ‘processing ‘into 
preparations of human blood with special 

_ teference to those tests which shall be carried 
out by, or on behalf of, the ‘society and the 
methods. for which require approval by the- 
licensing .authority. 

It shall, however, not be necessary for the 
applicant ‘to furnish this déscription of the 
organisation. of:-and the’ methods. and 
procedures adopted by the society if such a 
description has. been previously furnished to, 
and. all. the . subsequent © changes therein 

‘notified to, the ‘licensing authority, provided 
that— 

@ he refers in his “application to such 
previously supplied description and noti- 

' fications; and wns 

- Gi) he certifies that no- “other changes. have | 

' . yerband met die tap, toets, opberging em< 0. 
-  verspreiding van menslike bloed of bloed vir > 

bewerking tot preparate* van menslike bloed’~. i 
met spesiale verwysing na daardie toetse wat : 

| . 

|... deur die vereniging, of vir hom, uitgévoer word: ~ 
".. en die metodes wat die goedkeuring deur. die we 

lisensiéringsowerheid vereis, 
i : Dit is egter nie nodig dat die applikaint hier. 

i . die beskrywing van die organisasie van. die © 
i. vereniging en die metodes en prosedures wat... 

pO deur die vereniging gevolg word, moet verstrek 
| '. nie, indien' so ’n beskrywing voorheen aan die. - 

- lisensiéringsowerheid verstrek is en laas-: 
genoemde in kennis gestel is van al die~! 

|. - veranderings wat . later daarin aangebring is, 
_. “mMits—. 

— G) hy-in sy aansoek na sodanige beskrywing 
io. “en keanisgewings wat voorheen. versttek 

_ . . .. Is; verwys;., er S 
(ii) hy settifiseer dat. geen ander veraiderings 

_ Sedertdien A aangebring i ig mic...   _ Since. been made. 

  

oe Sa 

   



see Tee Le eye 

   
“O. Such “other: information ‘as: ‘may. be required | by the | 

oo” Hieensing : authority: in respect to’ the organisation 

“=. "\ of and thé methods and ‘procedures - ‘may .be | - 

_. adopted by the society in respect to. its blood, trans- 

- fusion” services. 

Renewal of Licences. 

/Q) Every licensee on application for the renewal of | a 

blood donor society licence held by-him: shall furnish the 

_ licensing authority with the’ following ‘information :— 

‘(ay The’ registration number of the licence: held by him. 

Oy His surname, ‘full christian names, postal | address 

“and “medical qualifications as registered ‘by the 

South’ African Medical and Dental Council, © * 

“©. The designation, the business, postal and. telegraphic 

addresses and the telephone number of the | blood 

- donor society. 

@ A letter signed by the chairman of ‘the society. 

“stating that the applicant. will continue ‘to. be: 

“employéd_ “permanently or. temporarily as the |. 

« medical officer in charge of. the: b'ood transfusion 
» services .rendéred by it. and, ‘if ‘to. -bé employed — 

Mo. _ temporarily, the period. over ° which: ‘he: will be so 
~- “employed. 

©. A copy of ‘the: Articles of Association’ ‘of the society 
-- or, if sucha copy has been previously furnished, 

- a ‘certificate ‘from the chairman of the society: “to 
“this - effect. - ; 

o A statement from the applicant 1 to ‘the. effect that— 

. @ no changes have been made in the organisation - 
~ 4-2: ." of, or‘in the methods and -procedures adopted 

_ fusion’ services that it renders since. such .a 

_.. description was, Jast furnished to. the > licensing . , 
: aS authority; or , 

* (ii) all. such: harlges' which have since’ been made 
_ have béen, or are now. being, notified to the 
~ licensing authority. - 

ce Notification. by the Chairman of ithe Society that the 
Licensee has. Ceased. to Act as the Medical Off cer in | 
Charge. ~ 

; 9. Should the licensee for z any: ‘feason relinquish his post 
as the medical officer, ini charge of the blood transfusion 
“services rendered by: the: society. the chairman 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’ sérvice until a-new 

- + medical officer in. charge has been appointed by the society. 
soe 

, Organisation of Blood Donor Societies into European and 
te Non- European Divisions. . oy 

10. Blood. donor societies or branches of such societies 
- ~which: recruit both European and non-European blood 

_ donors shall be organised into separate Europe an and non-_. 
European: divisions so-that— ; - Le 

- @@). 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 and, non- -European donors . 
and of their blood donations are kept separate. 

Registration of Blood Donors. 

. . I. Q) All persons who -donate. their blood toa blood 
’ © donor soc iety shalt be registered by. that society as blood 

' donors and shall on registr ration be given an ‘Adentifying 
registration. number. . 

_ 2) On registration all thé particulars which are required 
- by regulation 34 of this. Schedule in-respect to each blood 
“donor shail be-tecorded in a manner approved by’ the - 

'» licensing authority by. 2 person who * ‘has: been delegated : 
this function by the Hieensee. aad 

    

by; the society “in. respect to the blood trans- | 
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® ‘Ander ialigting wat. deur die lisensiéringsowetheid 
_ erlang word ten‘ ‘opsigte van die organisasie van 
die. vereniging en:die metodés.en. prosedures wat in. 

- verband met sy ‘bloedoortappingsdienste deur hom 
_ gevols. kan word. 

Hernuwing van lisensies. ° 

Q). Elke lisensichouer moet by aansoek-om die hernu- 
wing van ’n bloedskenkingsverenigingslisensie wat deur 
hom gehou word, die. volgende,.ink ligting- aan die lisen- 

' sigringsowerheid verstrek ;- _ 

@ Die regis trasienommer van die lisensie wat deur 
hom gehou word. 

(b) Sy. van, volle voorname; posadres- en mediése 
- " kwalifikasies soos deur die  Suid-Afrikaanse 

"_Geneeskundige en- Tandheelkundige Raad geregi- 
Streer. 

(c) Die benaming, die besigheids-, pos- .en telegram- 
adres en die telefoonnommer van die bloed- 

 skenkingsvereniging. 
(d) ’n Briéf deur die’ voorsitter van ‘die vereniging : 

onderteken waarin gemeld word dat die applikant 
‘permanent of tydelik in diens gehou sal. word as - 

- die mediese beampte verantwoordelik vir. die bloed- 
* oortappingsdienste wat deur. die. vereniging gelewer. 

word, en indien hy tydelik in diens. geneem sal 
_ word, die tydperk waarvoor hy aldus in diens 
geneem sal word.. 

(2) ’n Afskrif van die statute van die vereniging of, 
indien so ’n afskrif voorheen verskaf is, n sertifi- 

kaat met dié strekking van die voorsitter van . die 
_ -vereniging. 

n° n Verkiaring van die applikant dat— 

a daar geen veranderings aangebring is in die 
‘ organisasie van“ die- vereniging, of ‘in die 
metodes en-prosedures wat deur hom ‘eval 

- > . word in‘ verband met. die bloedoortappings- 
te dienste wat hy lewer sedert die laaste keer toe 

. ‘$0.°A beskrywing aan die lisensiéringsowerbeid 
versirek is nie; of | 

(ii) al sodanige veranderings wat sedertdien aan- - 
gebring is, reeds aan die lisensiéringsowerlieid 

_.. » mieegedeel is, of nou meegedeel word. 

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

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

-neerlé, moet. die. voorsitter van die vereniging die lisen- 
si€ringsowerheid - onverwyld skriftelik van dié feit in ken-° 
nis stel en laasgenoemde verwittig van die naam van die - 
adjunk-mediese beampte wat die diens sal voortsit totdat 
*n - nuwe~-verantwoordelike tmediese: beampté deur die 

. vereniging aangestel is. 

Indeling van Bloedskenkingsverenigings in Blanke. en 
. nie-Blanke afdelings. 

10. Bloedskenkingsverenigings of takke van sodanige 
verenigings wat_sowel blanke as nie-blanke bloedskenkers 
werf, moet in afsonderlike blanke en nie- -blanke® afdelings 
ingedeel word sodat— - . 

(a) bloed van blanke’ en nie- -blanke bloedskenkers op . 
afsonderlike persele getap word of op dieselfde 
perseel waar hulle behoorlik van mekaar geskei - 
1s;en 

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

Registrasie van bloedskenkers. 

aL (1). Alle persone wat hulle bloed aan ’a ‘ploedsken- 
kingsvereniging skenk, moet deur’ daardie. vereniging as | 

bloedskenkers geregistreer word en by ‘registrasie moet ’n 
identifikasieregistrasienommer aan hulle toegeken. word. 

(2) By registrasie moet -al die besonderhede wat by . 

‘regulasic: 34 van hierdie bylae ten opsigte van elke bloed- 

skenkér vereis word, aangeteken word op ’n wyse deur .die 

‘lisensiéringsowerheid goedgekeur, deur’’n persoon aan wie 

hierdie funksie, deur die, lisensi¢houer opgedra, is. 

  

   

 



  

» Prior Blood Group tT ests: a 7 ne - mote 

“12 ay’ (1 Tf a blood donor‘ makes a. donation of blood 

  

“sto a blood donor, society for- the ‘first time; arid = 

(b) if the licensee intends to issue this blood as ‘human 
~ plood, 

a suitable sample of the donor’ $s “blood. ‘shall be ‘collected 
: _< from’ him before the blood for his donation is withdrawn 

and this sample shall be subjected to a prior blood group 
test for the determination of the primary blood group. -and 

. the Rh factor; but . b, 

{c) if the licensee does not intend to issue ‘the. blood as 
‘human blood -but to forward it to a blood processing 
laboratory for processing into a preparation of human 
blood,.a sample of blood-néed-not be collected before the 

_ blood donation is withdrawn, and the blood group tests 
” which are cartied out'on thé sample. of blood collected at’ 
“the end of the donation may, for-- ‘purposes .of future 
donations, then be regarded as prior blood group tests 

a provided. that the container .of blood is._promptly labelled 
“ain accordance with: regulation 38 (2) of this Schedule. ; 

(2) The- “prior blood group: tests shall be carried’ out. in 
accordance with-the provisions for-blood tests as prescribed 
in regulation 26 of this Schedule. : 7 oe 

‘Conditions under which Blood Donors may: be Bled: 

‘13. (1): Blood donors shall be. not ‘less than cighten \- 
“years, of age. 

* (2). No blood donor shall have more blood withdrayn 
. from. him than—-_ - 

a. 500 millilitres on any, one occasion; or 

_ ti) 500 millilitres during any ‘period of Tess than two-| 
‘calendar months; or 

- Git) 2,500, millilitres during any period of less: than one’ 
‘year; but =: 

WY), if. more: than 2,000 snillilitres of blood ‘uring a: 
-period. of. less. than- one: year. or - 

W) if more than 500 millilitres during a ‘period of less 
‘than three calendar. months 

“are. withdrawn from‘ any one: ‘donor, this fact, in: “respect to | 
every donor so bled, shall be notified in writing by the 
licensee td the licensing -authority,, together ‘with - such . 

other information as the latter ‘may require in’ respect to | 
..the physical fitness of the donor, . within one calendar 
~ mtonth of the event, © — . 

-Q) “Women. who are ‘known at the time’ to be— , 

@ more than. threé calendar months ‘pregnant; or ° 

months, 

. ‘shall not be. bled as: blood donots. except that nothing in 
’ this regulation shall prevent the bleeding of such a woman,- 

_ if she is considered by a medical practitioner. to be 
. physically fit'for'such bleeding, for the purpose of obtain-" 

. 1g blood for the ‘preparations of specific testing serum, ~~ 

(4) On-the day of the. intended withdrawal of a blood 
-’ donation from. a- blood donor and: before such blood is. 

_ Withdrawn, the following procedure shall be carried out :— 

(a) The blood donor -shali be identified. by'a responsible — 
- employee of the blood donor society as. a~person |... 
who is registered” by ‘the society as. a! blood donor. | 

0) A determination of the ‘haemoglobin level of his 
blood shall be made by a method approved by the 
licensing authority. This-test shall be carried out 

_ by a person who ‘is employed by the society, has. 
been. adequately trained in’ this method -and ‘is |. 

'- winder the ‘direct Supervisory. control of a medical 
practitioner. | 

; @ ‘Females with a haemoglobin level of less than 
~ 12+5-grams; and. 

Gi) males with a haemoglobin. level ‘of less than fe 
N 13-5 grams,’ La 

  

x . - “of-h ‘haemoglobin © ‘per: : 100: millilitres of ‘blood. shall - 
-:. net be: bled: for human. blood or. for: blood to. be. 

- Processed into Preparations of human. blood.” 

(ii) to.have been pregnant during the fast six calendar - 

  
  

i: oS ae hs rafgadinde bloédgroeptoetie. 

“42: ) a) Indien.’ n bloedskenker vir die eerste k keer aan. an 2 
’n bloedskerikinksvereniging: bloed skenk; en” 

  
“(bY indien die lisensichouer. voornemens . is om. hier is. 

“bloed as. mens slike bloed: uit. te reik, 

      

    

| moet n’ aeskikte’ ‘monster van die skenker - se bloed | van. 5 
hom getap word voordat ‘die bloed_ vir SY skenking ont- © 
“trek. word en; moet hierdie fionstér aan ’n vooratgaande, ih 

bloedgroeptoets onderwerp -word ten einde. die: -primére we 
blcedgroep en die Rh-faktor vas te stel; maar, 

(c). indien idie lisensichouer nie -voornemens. ‘is ont die 
loed as. menslike bloed. uit: te reik nie, maar .om. dit na. < 

on bloedbewerkiagslaboratorium te stuur vir. bewerking. - 
tot ’n preparaat . van menslike bloed, hoef ’n monster” _ 
-bloed nie getap te word voordat die bloedskenking onttrek | ~ 
word nie, en die bloedgroeptoetie wat met d die - getapte.. 

“monster bloed ‘aan die einde- van-die skenking. uitgevoer. 
‘word; Kan, | ivir toekomstige skenkingsdoeleindes, dan.as 3". y 

|. voorafgaande . bloedgroeptoetse | beskou word, mits “die 
houer met bloed enmiddellik van.’ etiket voorsien word. a 
-ooreenkomtig. regiilasie 38. (2) van hierdie bylae. ~ 0S 

(2) Die yoorafgaande. bloedgroeptoetse moet: “yitgevoer’ oe 
hword in Ooreenstemming met die ‘bepalings vir bloed-* - 
toetse, 8008 i in regulasie 26 van. hierdie. bylae: voorgeskryf. 

Voorwagrdes waar rop | bloed. van bloedskenkers - getap * 
: _. = kan word.. 

wees. - 

we
 

1B. (1) Bloedskenkers moet minstens. ation jaar. oud 

(2) Daar moet nie meer bloed van ‘n ‘loedskeaker ‘oat 
trek word nieas— 

i) 500 ‘milliliter by een 1 entkele geleentheid: of 
Gi) 500. milliliter gedurende enige tydperk van, minder 

. _ - as) twee kalendermaande;. cf... 
i. 2,500 

- minder as cen jaar; maar 
milliliter _ gedurende cnige tydperk “van ae 

_ ivy indien meer as 2,000 milliliter. gedurende * ‘n tyd- a 
- perk yan. minder as-een jaar;.of.- 

van minder as drie kalendetmaande . 
“Wy indien reer as, 500 milliliter gedu ende ne ‘peri ay 

van - een! enkele skenker enttrek. word, moet hierdie “fait; a 
ten opsigte van elke skenker van wie bloed op die: wyse >» 

. getap is, binne een kalendermaand vandat dit gebeut het, - : 
die lisensiéringsowerheid skriftelik deur die lisensichouer : 
meegedeel word,, tesame met. ander inligting wat. ‘eers-. 2s 

_ genoemde - verlang ° ten. opsigte “Van - . die iggaamlike 4 
geskiktheid’ van- die skenke 

(3) Bloed mag “nie van vroueas van wie. dit op: ‘daardie. . 
1 tydstip ‘bekend is dat hulle— © 

(i) meer as drie kalendermaande swanger' iss. of. 
(ii) | )gedurende die afgelope ses kalendermaande swan: : 

i was; = 

+ vir bloedskenking getap word ‘nie, -behalwe: dat niks: Ww. » 

"hierdie regulasie verhoed ‘dat bloed ‘van so ’n vrou. getap - f 
_word ‘nie indien sy-deur ’n ‘geneesheer liggaamilik:: ‘geskik.” 
geag ‘word vir sodanige bloedtapping met die doei .om:- 
bloed 

  

e.verkry-vir die bereiding van spesifieke toetsserum, - ~ 

(4); Op die dag van die voorgenome onttrekking van‘ a, . 
bloedskenking van ir bloedskenker en voordat sodanige 

word : — 

bloed onttrek. word, moet die. e. volgende prosedure gevolg, oS 

-@). Die bloedskenker ‘moet déur A ‘verantwoordelike | i 
i werknemer- ,van ' die 

i ging as.’n bloedskenker geregistreer is. 

bloedskenkingsvereniging 
i -geidentifiseer word as iemand wat deur die: verenis, 

mC Die hemoglobiengehalte van sy bloed moet vasgestel” © 
». word volgens *n: metdde deur -die, lisensiérings- 

owerheid . goedgekeur. 

-; Yan ’n geneesheer ‘staan. 

-Hierdie_-toets © moét. deur.” 
_-1 * demand: uitgevoer word wat deur die vereniging. in’ 

| diens gencem is, wat voldeende- opleiding i in hierdie. a 
“metode gehad het en onder. die: regstreekse., toesig? 

Bloed mag’ nie-van—". - 
| 
poe @ vrouens meét-’n hemoglobiengehalte van, minder at 

‘as 12°5 gram; en - 

s hemoglobien per: ‘100 milliliter, bloed. ‘petap. word.   “van menslike bloed: bewerk moet word’ pie, 3 
vir menslike -bloed of vir bloed< wat -tot.: proparate > 

  

Gi) mans met-’n hemoglobiengehalte vant m minder. 
as 13°5 gram. - kee 
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| _(c).The physical fitness of the blood donor before with- 

oN arawal of blood from him shall be assessed by a 

_ medical practitioner who shall base his opinion: 

of the medical fitness of the donor for bleeding 

». Upon the latter’s medical history and upon such 

' clinical examination or tests that the practitioner 

may consider to be reasonably necessary to carry 

out under the circumsiances. 

_> No person who does not appear to be medically 

fit for bleeding as a donor shall be bled as such 

-and only persons who appear to be free of upper 

“respiratory tract infections, of fabrile conditions 

and of diseases transmissable by blood transfusion, 

notably malaria, shall be bled for human blood or 

for blood to be processed into preparations of 

buman blood except that— 

() a person with a previous history of malaria, 

which now appears to be quiescent, may be 

bled for blood to be processed into prepara- 

tions of human blood but not forchuman biood 

provided that the container in which the biood 

is received shall be labelled according to the 

requirements of regulation 38 (2) of this. 

Schedule; and : : 

Gi) a person with a positive serological test for 

syphilis may be bled for human blood or for 

blood for processing into preparations of 

human blood provided that his blood is first 

stored in accordance with the provisions of - 

paragraph (4) (ii) of regulation 27 of this 

Schedule. . 

(d) No person shall be bled for human blood or for 

- blood for processing into preparations of human 

blood— - : 

(i) if he has a history of having suffered: from 

viral hepatitis; or 

(ii) if he has received an intravascular infusion of 

-. human blood, or of a preparation of human 

blood, within the past six calendar months, 

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

_ medical. practitioner to be physically fit for such 
bleeding, may be bled for the purpose of obiain- 

ing blood for the preparation of 
‘serum. , oe 

Premises on which the Withdrawal of Blood Occurs. 

14. The premises on which blood is withdrawn from 

-- blood donors shall be suitable and adequate for the 

purpose, shall be well lit and ventilated, shall be suitably 

equipped and shall allow of proper aseptic precautions 

being taken for the operation of withdrawal of blood. 

‘ Operation of Withdrawal of Blood. 

15. (1) (a) The operation of withdrawal of blood from 

a blood donor shall be carried out in’ conformity with 

- accepted standards for asepsis; and 

_ (b) the operation of insertion of the needle into the 

_ vein. of the donor to withdraw the blood shall be made 

_by a medical practitioner who shall also either carry out 

the remainder of the operation hims<If or personally 

supervise its completion by a suitably trained assistant. 

. (2) The container into which the blood is received shall 

“contain blood from one donor only. 

(3) If the blood donor is below normal weight, the 

amount of blood which is withdrawn from him shall be 

appropriately reduced below the maximum of 500 milli- 

litres at the discretion of the medical practitioner 

_ responsible for the bieeding. 

Blood Batches. 

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

_ tainers which are filled with blocd at one biseding 

. Session. - 

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

12 , 

specific’ testing . 

  

(© Die liggaamlike geskiktheid van die bloedskenker 
moet, voordat bloed van hom onttrek word, deur 

’n geneesheer vasgestel word wat sy mening oor die 

liggaaralike geskiktheid van die skenker vir bloed- . 

skenking moet baseer op laasgenoemde se mediese 
geskiedenis en op die kliniese ondersoek of toeise 

wat die geneesheer in die omstandighede redelik 

nodig ag. , 

Bloed mag van niemand wat blykbaar nie 

liggaamlik geskik is. vir bloedtapping nie, getap 
word nie en bloed vir menslike bloed of vir bloed 

wat tot preparate van menslike bloed bewerk moet 

word, moet slegs getap word van persone wat blyk- 

baar vry is van bolugweébesmetting, van koors- 

toestande en van siektes wat deur b.oedoortapping 

oorgedra kan word, veral malaria, behalwe dat— 

(i) bloed van iemand met °n vorige geskiedenis 
van malaria wat nou blykbaar in ’n stil toe- 
stand is, getap kan word vir bloed wat tot 

preparate van menslike bloed bewerk moet 
word, maar nie vir mensiike bloed nie, mits 
dic heuer waarin die bloed opgevang word van 

-'n e@tiket voorsien word ooteenkomstig die 
vereistes van regulasie 38 (2) van hierdie 
Bylae; en 

(ii) bloed van iemand met ’n positiewe serum- 

toets vir siflis getap kan word vir menslike 
biced of vir bloed vir bewerking tot preparate 
van menslike bloed, mits die bloed cers 
opgeberg word in ooreenstemming met die 
bepalings van paragraaf (4) (ii) van regulasie 
27 van hierdie Bylae. 

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

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

Gi) indien hy gedurende die afgelope ses-kalender- 
maande °’n intravaskulére toedicning van 
mensiike bloed of van ’n prepafaat van mens- 
like bloed ontvang het; - 

behalwe dat bloed van so ’n persoon getap kan 

word met.die doel om bloed te verkry vir die 

bereiding van spesifieke toetsserum, indien hy deur 

’n geneesheer liggaaralik geskik geag word vir 

sodanige bloedtapping. 

Persele waarop bloed onttrek word. 

14. Die persele waarop bloed van bloedskenkers onttrek 

word, moet geskik en doeltreffend wees, moet goed verlig 

en geventileer wees, moet behocrlik toegerus wees en 

moet van so ’n aard wees dat dit moontlik is om behoor- 

like aseptiese voorsorgmaatreéls vir die bloedonttrekkings- 

proses te tref. : 

Die bloedonttrekkingsproses. 

15. (1) (@) Die onttrekking van bloed van ’n bloed- 

skenker moet in ooreenstemming met die aanvaarde 
asepsisstandaarde uitgevoer word; en 

(b) die insteek van die naald in die aar van ’n skenker 

om die bloed te onttrek moet deur ’n geneesheer gedoen” 
word wat ook of die res van die proses self moet uitvoer 

df persoonlik toesig moet hou oor die voltooling daarvan 

deur ’n behoorlik opgeleide assistent. 

(2). Die houer waarin die bloed opgevang word, moet 

bloed van slegs een skenker bevat. 

(3) Indien die skenker se gewig onder normaal is, 

moet die hoeveelheid bloed wat van hom onttrek word na 

verhouding verminder word tot onderkant die maksimum 

van 500 milliliter na die goeddunke van die geneesheer 

wat verantwoordelik is vir die tap van die bloed. 

Lotte bloed. 

16: (1) ’n Lot bloed bestaan uit al die houers wat by 

een bloedtappingsgeleentheid met bloed gevul word. ; 

(2) Aan elke lot bloed moet ’n identifikasiclotnommer 

toegeken word, os 
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» Apparatus for Withdrawal of Blood. 
f 17. (1) The apparatus used for the withdrawal of blood 

- from the blood donor shali consist of—~ Te . 

(a) a container to receive the blood (this container may 
or may not contain an anticoagulant agent) and, 

(b) if the blood is to be issued as human blood, a pilot 
tube to receive a sample of the donor’s blood for 
pretransfusion compatibility tests; and 

(c) a “taking set” for transferring the blood from the 
_ vein-of the donor to the container. 

(2) The whole apparatus for withdrawal of the blood 
from the donor, when connected, shall form either a closed 
system or a vented system and) if it forms the latter, the 

_ air vent shall -be such that it shall effectivey protect the 
biood in the container from contamination by micro- 
organisms. 

(3) The whole apparatus shail be cf a type and pattern 
which has beea approved by the licensing authority and 
only apparatus: which has been so approved may be used 
by blood donor societies for withdrawal of blood from 
blood donors. «> 

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

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

(@) the society itself under. the. supervision of the 
licensee; or , 

(ii) by an agency acting on behalf of the society in 
which case the agency shall be directly responsible 
to the licensee for ensuring that all the conditions 
prescribed in this Schedule in respect to the 
apparatus are fully complied with, 

(6) The whole apparatus shall be free of pyrogens. 

_ (7) The whole apparatus shall be sterilised by a method 
which is approved by the licensing authority. 

Anticoagulant Agent. . 

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

(2) The anticoagulant preparation shall be non-toxic. 
(3) A batch of anticoagulant preparation shall be that 

amount of the preparation whichis compounded at any 
one time. 7 
(4 Every batch of anticoagulant 

given an identifying batch number, ; . 
©) Every batch of anticoagulant preparation which is 

imtroduced into the containers, shall be proved, before 
the containers are issued and by the mandfacturer of 
the preparation, to be free of pyrogenes by a method which 
has been approved by the licensing authority. 

(6) The amount of preparation introduced into each 
container shall be such that the volume of blood to be 
introduced into the container shali exceed 75 per cent of 
the total volume of the blood and ‘the anticoagulant 
pteparation. . 
_.{7) The anticoagulant preparation shall be introduced 
into the containers before the latter are sterilised and 
they shall then be sterilised within a time period which 
has been approved by the licensing authority. 

(8) ‘A record shall be kept by the licensee and also. if 
the preparation is compounded by an outside agency, by 
the manufacturer, of all batches of containers into which 
a particular batch of anticoagulant preparation has been 
antroduced., De , 

preparation shall be 

. The Container. 
19. (1) The container for receiving-the blood shall be— 
‘@ either of transparent glass: or ae 

(ii) of non-coloured disposable plastic - material.   

- 

Apparaat vir bloedonttrekking. 
47. (1) Die apparaat wat gebruik word om-bloed van- ” 

-’n bloedskenket 
bestaan :— he 

{a}. °h houer vir die opvang van die bloed- (hierdie hover. 
kan ’n antistoilirigsmiddel bevat of nie); en 

(6) indien die bloed as menslike bloed uitgereik moet 
word, ’n toetsbuisie-vir die opvang van “n monster. 
van die, skenker se bloed vir verenigbaarheids- 

‘toeise voor. cortapping; en ~ 

te onttrek, moet uit die volgende 

' (c) ’n_,, ontirektoestel” vir die oorbring van die bloéd:* | 
uit die-aar van die skenker na die houer. a 

(2) Die hele apparaat vir die ontrekking van- die bloed. 
van die skenker, moet, wanneer dit gekonnekteer is, of . 
*n gesiote stelsel uitmaak Of ’n stelsel met ’n lugopening, * 
en indien dit laasgenoemde stelsel uitmaak, moet die lug. - 
opening van so ’n aard wees dat dit die bloed in die . 
houer op doeltreffende wyse teen besmetting deur mikro-" 
organismes beskerm. . me 

(3) Die hele apparaat moet van ‘n tipe en patroon wees 
wat deur die lisensiéringsowerheid goedgekeur is en slegs 
apparaat wat ,aldus gocdgekeur is, kan deur bloedsken- '’ 
kingsverenigings gebruik. word vir die onttrekking van ~ 
bloed van bloedskenkers. ’ . a - 

(4) ’n Exsemplaar van die hele apparaat moet deur die ~ 
‘lisensichouer aan die lisensigringsowerheid voorgelé word - 
wanncer ook al eersgencemde die eerste keer aansock doen 
om. ’n’ bloedskenkingsvereniginglisensie en ook wanneer - 
ook al die véreniging besluit om die apparaat of enige ~ 
deel daarvan ‘te verander. 

(5) Die hele apparaat of deel daarva 
en inmekaargesit word. deur— , a 

_) die vereniging self onder die toesig van die lisensic: 
houer;: of | ve 

n kah gereedgemaak 

(ii) °n agentskap wat vir die vereniging optree' in welke. —- 
geval die agentskap regstreeks aan die lisensie- 

 houer.daarvoor verantwoordelik is om toe te. sieri 
dat daar aan al die voorwaardes in verband met die 
apparaat in. hierdie bylae voorgeskryf, voldoen 

word. : - 

(6) Die hele apparaat moet pirogeenvry wees. 

(7) Dic hele apparaat. moet gesteriliseer word volgens’n - 
metode deur die lisensi€ringsowerheid goedgekeur. 

Antistollingsmiddel., 

18. (1) Die aard van die antistollingsmiddel ‘wat in die 
hover gesit kan word om stolling van bloed te verhoed 
en die formule van die preparaat waarin dit gebruik word, . -- 
moet deur die lisensiéringsowerheid goedgekeur. word. 

(2) Die antistollingspreparaat moet nie-toksies wees, 

(3) ’n Lot antistollingspreparaat is dié hoevectheid van - 
die preparaat wat op een enkele tydstip saamgestel is.. — 

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

(5) Voordat die hovers uitgereik word, moet daar deur 
die vervaardiger van die preparaat bewys word, volgens _ 
*n metode. wat deur die lisensiéringsowerheid goedgekeur . 
is, dat elke lot antistollingspreparaat wat in die houers _ 
gesit word ‘pirogeenvry is. : CO 

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

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

(8) ’a Rekord moet deur die lisensichouer gehou word .. 
en ook, indien die preparaat deur ’n buite-agentskap saam- 
gestel. word, deur die vervaardiger, van alle lotte houers -. _ 
waarin *n: bepaalde lot antistollingspreparaat gesit is. . 

4 Die houer, . yo. 

-19. (1) Die houer vir die opvang van die bloed moet— 

_- _G) of van deurskynende glas wees; Of =. oe 
. (i) van nie-gekleurde wegdoenbare plastiekstof.:.- - 

oo 4B



-¢ The cc tain, Cheall nace” . woes = oe, ° 

-., (2) The container. shall. cause no to cic changes. in. its — 

>, contents. oo . oes s 

cor oe 

Yo 

a ; / : a sf 

_ (3) If. the containers are of glass, they may be re-used 

provided that the-method for cleaning them is approved 

by the licensing authority. - 

(4). Evety container ‘shall- have a Kermetic closure which 

Shall’ effectively protect the contents of the container 

N 

~~ 75) A batch of. containers shall be that quantity 

+ against contamination by. micro-organisms. This closure 

shall-cause no toxic change. in the contents of the con- 

tainer and it shall be of such a nature that it shall clearly 

"-geveal whether or not the container. has been opened or - 

> = “e 

has beén introduced. - 
rr my 

-) whether it has been pierced for any reason after. the blood | 

\ 

~~ containers which are. sterilised at any one time. 

oy 

= (6) Every.batch of containers shall be given an identi- 

- fying batch’ number-and thi 

‘marked on évery container of the 

-: Has been, approved. by thé licensing authority. 

this batch number shall be 
batch in/a manner which 

~~) The original container into which the blood is first 

introduced shall be the final container in which it is issued 

- ‘as human blood’ or in which it is forwarded to a ‘blood 

. Closure. 

- “human blood: 7) 

os (2) This pilot: tube shall contain a sample of not less - 

than 3-0 millilitres of the donor’s ‘blood which has been ~ 

-collected immediately after the blood for the donation has . 

‘tainer_in a manner 
_ : authority. 

processing Jaboratory for processing into preparations -of 

RS pilot Tubes. 

20. A stefile pilot tube to contain a sample of blood - 

“obtained from the blood. donor every time he is bled for 

‘human blood and “to be used for: pretransfusion, com- 

shall ‘be securely attached to each con-— patibility tests ‘ 
which is approved. by ‘the licensing 

. been withdrawn from him. 

By This pilot tube shall, have a secure-and airtight 

(4) This pilot tube, if detachable from the container, . 
- shall have a firmly affixed label bearing the-same identifi- 

-cation-mark for: the blood donation as dozs the container. 

a) No container “of human blood shall be- issued as - 

‘such ‘unless it has ‘the pildt tube attached and all the 
other requirements of this section have been met. _ 

De 

oON 
‘. “Faking Set”. 

- 21. (1) The “taking” set” shali be made of material 
which will cause no toxic change in the blood. flowing 

through Jit. et, a a 

- ‘@ “The “ taking set ” may be— 

“ (@ disposable and used onceonly; or 

~.« -(b) non-disposable when it may be ré-used. 

_ @) Tt non-disposable, the “ taking set ” shall be cleared 
before sterilisation and re-issue by a method approved by 

'-the licensing authority. 

4 It shall be free of pyrogens. 

_° (5) Bach “taking set” shall be packed separately in a 
-- package in. a manner which shall prevent its contamination 

-. ‘the licensing authority. et 

_ (6) A batch of “ taking sets” shall be that quantity of 

with micro-organisms and which has been approved by 

'“ taking sets ” which has been sterilised at any one-time. 

ve
 of MD Every batch of “taking 

identifying batch number. ~~ 

(8) Every_ package containing. a“ taking set” shall’be 

\ 
'\ marked- with the batch number of the, batch to which it 

belongs.’ -~ 
“ 4A 

sets” shall. be given an 

of ‘| 

7 

| voldoen. -is. 

  

7 (3) Indien 
‘ weer gebruik” word, mits die metode waarvolgens hulle 

. ’ (4). Elke houer moet ’n 
‘inhoud van die houer op 

-moet geen toksiese verandering 

‘verseéling hé. 

--- (4) Dit moet pirogeenvry wees. 
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2) Die houer moet- geen toksiese veranderings in, die 

inhoud daarvan veroorsaak nie. 

die hovers van glas gemaak is, kan hulle 

skocongemaak word, deur die lisensiéringsowerheid goed- - 

gekeur word. — : ° 

hermetiese verseéling.hé wat die 
doeltreffende wyse teen besmet- 

beskerm. Hierdie verseéling 

in die inhoud van die 

houer vercorsaak nie.en moet van so ’n..aard wees dat 

dit duidelik toon of die houer oopgemaak is of nie en of 

dit om enige rede oopgesteck is, nadat: die bloed daarin 

gesit is.-_. : a - i 

_ (5) ’n Lot houers is dié aantal houers wat op 

tydstip gesteriliseer word. . 

(6) Aan elke lot houers moet *n identifikasielotnommer 

ting deur _mikrodrganismes 

een enkele 

“foegeken word ‘en hietdie lotnommer moet op elke houer . 

van die lot gemerk word op ’n wyse wat deur die lisen- 

siéringsowetheid goedgekeur is. - nee 

(7) Die oorspronklike ‘houer waarin die bloed vir die 

eerste keer gesit. word, moet. die finale houer wees waarin 

‘die bloed as menslike bloed uitgereik word of waarin 

dit-na *n bloedbewerkingslaboratorium gestuur. word vir | 

bewerking tot: preparate van menslike bloed. : 

oo - Toetsbuisies. 

°90..0) ’n Steriele toetsbuisie wat ’n monster bloed moet 

bevat wat van-die bloedskenker verkry word ‘elke keer’ 

wwaimeer bloed van hom getap word vir menslike bloed en 

wat: vir verenigbaarheidstoetse voor cortapping gebruik 

moet word moet stewig aan elke houer geheg word op ’n 

wyse wat deur die lisensiéringsowerheid goedgekeur is. 

(2) Hierdie toetsbuisie moet *n monster van minstens 

3-Q milliliter-van die skenker se bloed bevat, wat getap 

is onmiddellik nadat. die bloed vir die skenking van hom 

_onttrek. is. oe - 

(3) Hierdie toetsbuisie moet ’n stewige en lugdigte’ 

" (4) Indien hierdie tostsbuisie van die. houer verwyder- 
baar is, moet dit °n stewig aangehegte etiket daarop hé 

met dieselfde identifikasiemerk vir die bloedskenking as 

die houer, ~ a 

-(5) Geen houer met menslike bloed mag as sodanig 
uitgereik word nie, tensy die toetsbuisie daaraan geheg is 

en daar aan al die ander. vereistes ‘van hierdie afdeling 

» Onttrektoestel.” 

~ 21. (1) Die _ ,, onttrektoestel ” moet .van materiaal 
gemaak wees wat geen toksiese verandering in die. bloed 

wat daardeur vloei, veroorsaak nie. 

(2) Die ,; onttrektoestel ” kan—. ~ . 

(a) wegdoenbaar wees en slegs een maal gebruik word; 
oe 

_ -(b) nie-wegdoenbaar wees wanneer ‘dit weer gebruik 

>. kan word. - 

(3) Indien ‘nie-wegdoenbaar, moet die ,, onttrektoestel ” 

voor sterilisering en -heruitreiking -skoongemaak word _ 

volgens ’n metode deur die liseisitringsowerheid goed- 

gekeur. ~ 

- (5) Elke ,, onttrektoestel” moet afsonderlik verpak 

‘word op °*n wyse wat besmetting .daarvan met mikro- 

otganismes verhoed en wat deur die lisensiéringsowerheid 

goedgekeur, is. - Lo 

(6) ’n Lot ., onttrektoestelle” is dié getal ., onttrek- 
toestelle ” wat op een enkele tydstip gesteriliseer is. 

_ (1) Aan’ elke lot ., onttrektoestelle ” moet 'n -identi- - 

J fikasielotnommer:toegeken word. , so 

(8) Elke’ pakket wat ’n’,, onttrektoestel” bevat,’ moet 
met die’ lotriommer~ van’ die lot. waartoe dit behoort, 

-gemerk word. =~ | oe - 

 



  

“ Giving Sets.” 

22. If the ‘blood donor society provides “ 
for the transfer of blood from the container to the vascular 
system of the patient, they shall comply with the following 
provisions :-— 

(a) They shall ‘be made: of a material which causes no 
toxic change in the blood flowing through them. 

(b) They may be either— 
(i) disposable and used-once only; or 

(ii) non-disposable and capable of re-use. 

-(c) If non-disposable, they shall be cleansed by a method 
approved by the licensing authority before sterilisa- 
tion and re-issue. 

@) ) They shall be free of pyrogens, 

(e) They shall be of a nature and pattern approved by 
the licensing authority and only ‘ * giving sets” 
approved by the licensing authority may be issued 
by blood donor societies. 

(QA sample of the “ giving set’ used by the society 
, shall be forwarded by ‘the licensee to the licensing 

authotity whenever—- 

(D) he first applies for a blood donor society’ licence; 
or. 

Gi) whenever ‘the “society decides to change. the 
‘type of “giving set” issued by it. 

 (g) Every “ giving set” shall be-packed separately ina 
package in a-taanner which shall prevent its con- 
tamination with micro-organisms, and which has 
been approved by the licensing authority. 

(h). They shall be sterilised in-a manner which has been 
_ approved by the licensing authority. - 

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

(j) Every batch of “ giving sets” shall be given an 
identifying batch number. ~ 

'(k) Every package containing a ‘ 
‘ marked with the batch’ number of the batch to which 

“it it belongs. 

Confirinatory Blood Group Tests. 

23. (1). Besides the prior blood group tests which are | - 
prescribed in regulation 12 of this Schedule, a suitable 
sample of the. donor’s blood shall be collected for con- 
firmatory blood group ‘tests from every donor on every 
occasion that he makes a blood donation and this sample 
shall be collected at the end of the withdrawal of the blood 
for the donation: 

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

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

‘Tes esis for Isonagglutinin Titres and Iso-haemolysins. 

24. If the blood donor is found to belong to blood group 
O, A or B, the sample of blood collected for the con- 
firmatory blood group tests shail also: be tested to decide 
whether the iso- agglutinin titre is high or low and /Whether 
haemolysins a are present. ° 

‘ 

Serol lagical T est for Syphilis. 

95. If the licensee intends to issue the blood as -huiman . 
blood, a serological test,for syphilis shall also be carried 
out. on the. sample of. blood. collected for, the > confirmatory 
blood group tests. : 

iving sets ” ; 
BIVIBE _ toestelle ” 

“ diving set” shall be | 
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: Pe egg Toedientoestelle 

22. Indien die loedskenkingsvereniging _ 

die volgende bepalings voldoen : — 

(a) Hulle. moet van materiaal gemaak wées. wat geen. 
toksiese 
“vioei vercorsaak nie. 

(6) Hulle kan of— 

» toedien= 
vetskaf vir die oorbring van bloed_uit die hover -. 

na die vaskulére stclsel_van die pasiént, moet hulle aan - 

erandering in die biced wat deur hulle. . 
t 

_(i) wegdocabaar wees en slegs een maal gebruik . 
_word: of My 

(ii) nie-wegdoenbaar wees en “weer gebruik word 

(ec) Indien nie-wegdoenbaar, moet. hulle voor sterilix\” 
sering en hervitreiking skoongemaak word- volgens: ° 
’n metade deur die’ lisensiéringsowerherd goed--' a 

~ gekeur. 

(ad) Hulle moet pirogeen Wry wees. 

- (e) Hulle moet van ’n aard en patroon’* wees wat deur. ~ 
die lisensiéringsowerheid goedgekeur is en: slegs | 
4 ‘toedientoestelle ” deur die lisensiéringsowerheid. 

kan -deur bloedskenkingsvercnigings . goedgekeur, 
“uitgereik word. 

en Eksemp! dar van die~,, toedientoestel ” wat deur’ 
die vereniging gebruik word, moet deur die lisensie--- 
houer aan die lisensiéringsowerheid gestuur word | 
wanneér ook al— - 

@ hy die. eerste keer ‘om 
vereniginglisens'e aansock doen; of - °° 

n bloedstenkings: i. 

(ii) die vereniging -besluit om dic tipe ,, , toedien= o 
toestel”” wat deur hom uitgereik word, te. 
“verander - 

(v) Elke. ,, toe ientoestel moet’ afsonderlik | verpak 
word op.’n wyse.wat besmetting daarvan met. 
mikrodrganismes verhoed en wat deur. die lisen- : 
siérin gsowerheid gosdgekeur is. 7 

{h) Hulle moet gesteriliseer word op ’n wyse wat: deur 
die. lisensiéringsowerheid: goedgekeur is. 

(yn Lot ,, toedientoestelle ” is dié getal 
toesielle ” 
-word. 

() Aan elke lot , “toedientoestele” 
lotnommer roegeken word. 

(k) Elke pakket wat ’n ., toedientoestel ” bevai moet: , 
“met die lotnommner van die lot waartoe dit behoort, | 
gemerk word.) 

wat op een enkeie tydstip ‘gesieriliscer. 

Bevestigende bloedgroeptoetse. 

23. 1) Benewens die voorafgaande bloedgroeptoctsé 
wat in regulasie 12 van hierdie Bylae voorgeskryf word, - 
moet *n geskikté monster van die skenker se b'oed vir’ 
bevestigende bloedgroeptcetse van. elke skenker ‘getap” 
word elke keer wanneer hy bloed’ skenk en ‘hierdie 
monster moet aan die ecinde van die ontirekking van bloed - 
vir die skenking getap word... ~ . boo 

_ () Hierdie monster moet: aan bevestigende . toetse 
onderwerp word ten einde die ‘primére bloedgroep en die: 
Rh-faktor van die geskenkte blocd vas te stel.’ 

(3) Hierdie bevestigende bloedgroeptoetse moet onafs - 
hanklik van die voorafgaande 

regulasic 12 van hierdie Bylae voorgeskryf, Uuitgevoer 
wor . 

Toetse vir ir isoagglutinientiters en isohemolisiene.: 
24. Indien daar bevind word dat die bloedskenker. tot . 

bloedgroep O, A of B behoort moet dié monster bloed 
wat vir die. bevestigende bloedgroeptoetse getap is, cok - 
getoets word ten einde vas te ste! of die isoagglutinientiter 
hoog of laag is en of daar hemolisiene aanwesig-is. =” 

Serumtoets vir sifilis. 

. 25. Indien die lisensichouer voornerens. is om die bloeg. 
as menslike bloed ‘uit te. reik, moet .’n “ serumtocts. 
sifilis Gok op die monster bloed. wat vir die bovestigende 
bloedgroeptoetse setap is, uitgevoer word. . 

De 1S! 

,. toedien- 

moet’ no identifikasie, ~ me, 

bloedgroeptoetse in. ©
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| Methods for the E Per formance of Blood Tests. . 

26. (ly Samples of ‘blood: both for prior and confir- | 

matory bloodgroup tests shall be collected, into. sterile, 
stoppered tubes in amounts of not less than 3-0 millilitres. 

- These. tubes.shall: be labelled withthe same identification 
-mark~-for the blood donation as is used on the blood 

‘container. 

. - (2) The blood tests which are prescribed j in this Schedule ‘ 

may be-carried out either-— 

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

_ . the licensee; or” - 

Gi) in an independent - Jaboratory_ on behalf of the 
4 “- . society; or 

~ Gil) a combination of such Arrangements may be. made. 

6) The tests - themselves shall be . carried out by. a 

’ medical practitioner or by suitably trained and adequately 

experienced technicians working under the-direct super- 

vision and at the responsibility of a medical. practitioner. 

(4) The methods used for carrying ‘out the various tests 
hall be methods which have been: approved by the 

oo Heensing authority. . 

' 6), The. diagnostic « antisera used for. the blood: group 
“ “tests shall comply with standards * approved by the licensing 

v 

. auhority. — 

(6) The samples of ‘blood, both for. the ptior., and the 

confirmatory blood group tests, shall be subjected-to tests - 

for the ABO antigens and the Rho factor, ie. D antigen. 
These latter tests shall be. sufficiently. sensitive to detect 
Rho, -ie.'D* -variants. All blood samples found to 

‘contain the Rho factor, ie. D antigen, shall be regarded 
as Rh positive, * - 

“(7) In addition to the above-mentioned tests, at least : 
one: sample of the blood donor’s blood at the earliest 
-ocedsion shall be subjected to tests for the Rh’ factor, ‘ic. 
C antigen, and the Rh” factor, ic. E antigen. Any blood 

“samples found to contain either or both of these antigens 
oo shall dlso be regarded.as Rh positive. 

(8) The level, above which. the iso- agglutinin titre shall 
be regarded as high, shall be that level approved by the 

: licensing authority for the particular type_ of test used. 

(9) ‘The serological test” for _ Syphilis need only be a 
- qualitative _ test. 

Application of the Blood Tests. 

27. (1) Before a container of blood is issued a as human 
blood, the results of the prior blood group tests and of 
the confirmatory blood group tests shal be compared by 
a snitable employee of the society to. whom this responsi- 
bility has been specifically delegated’ by the licensee and _ 

- who. works under the direct Supervision’ of a. medical 
: practitioner. . 

@ If the results of the prior: blood group: tests carried 
out at the time the donor was registered are found 

to agree with the results of the confirmatory blood 
- a group tests carried out in respect. to every blood 

donation, the container in question ‘may. be_ 
-..Fegarded as safe for issue in, this respect. 

oO if the results of. the prior blood group tests for that 
particular donor are found to, disagree, the blood 
shall not be regarded as safe for issue until -the 
position has been thoroughly investigated and 

‘until then the container shall . be labelled in 
~ accordance with regulation 38 (2). - 

“@ Tf the results of the prior blood group tests ; are’ 
found to be incotrect by two independent tests. 

-_ each carried. out on separate samples of blood 
- tested: by different observers, the record of the 

~. blood donor shall be corrected’ and the-con-~| . \°_ 
tainer of. blood may. then be deemed | ‘safe for | 

- ‘issue as human blood. 

16 

  

~ Metodes- vir. die: tlivoer ' ‘yan. bloedtoetse. 

26. (1) Monsters bloed vir. sowel voorafgaande as beves- . 
tizende  bloedgroeptoetse moet in steriele buisies met- 
‘proppe in hoeveelhede van minstens 3-0 milliliter getap 
word. Hierdie. buisies moet van etikette voorsien word 
met dieselfde identifikasiemerk vir die bloedskenking as 
dié wat op die bloedhouer gebruik word. 

(2) Die prosedures vir bloedtoetse ‘wat in hier die bylae 
voorgeskry! word, is soos volg—: 7 

- (i) Bulle kan in ’n ‘laboratorium wat onder die reg- 
streekse toesig van die lisensiehoue r staan uitgevoer 

_ word; of - . 

(i) hulle. kan in ’n onafhanklike laboratotium vir die 
vereniging uitgevoer word; of . 

(iii) ’n .kombinasie van sodanige reblings kan gemaak 
word. 

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

" (4) Die metodes wat vir die uitvoer van. die. verskillende 
‘toetse gevolg word, moet’ metodes wees wat-deur die 
fe lisensi¢ringsowerheid ‘goedgekeur is. 

' (5) Die diagnostiese antiserums wat vir die, bloedgrcep- 
toetse gebruik word, moet aan standaarde deur die lisen- — 

x sigringsowerheid goedgekeur, valdcen: 

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

_werp word. Hierdie lassgenoemde toetse moet sensitief 
gendeg wees om Rh,, d.w.s. D¥afwykings, aan die lig 

bring. Alle bloedmonisters waarin dic Rho-faktor, 
ewe. D-antigeen aangetref word, word as .Rh- positiet 
beskou. 

(7). Benewens - bogenoemde toctse, moet ‘minsfens een 
‘monster-van die bloedskenker se bloed so vroeg moontlik 
aan toetse vir. die Rh’-faktor, d.w.s.. C-antigeen, en die 
Rh’-faktor, d.w.s. E-antigeen, onderwerp word. Enige 
bloedmonsters waarin een van of. albei hierdie antigene 
aangetref word; word ook as Rh-positief beskou, 

(8) Die peil, waarbo die isoagglutinientiter as hoog 
beskou word, is dié peil wat deur. die lisensiéringsower- 
heid goedgekeur. is is vir die bepaalde tipe toets wat ‘gebruik 

_ word. 

(9) Die serumtoets vir sifilis hoef slegs ’n kwalitatiewe 
toets te wees.- 

‘Toepassing van n die bloedtoetse. 

27. (1) Voordat ’n houer met bloed-as. menslike bloed’ 
' uitgereik word, moet die resultate van die vocrafgaande 
bloedgroeptoetse en van die bevestigende blocdgroep-. 
toetse vergelyk word deur ’n geskikte. werknemer van die 
vereniging aan wie hierdie verantwoordelikheid spesifiek 
opgedra is deur die lisénsiehouer en. wat onder die. reg- 
streekse toesig van ’n geneesheer werk. 

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

' di¢ bevestigende bloedgroeptoetse wat ten opsigte 
van elke bloedskenking uitgevoer is, ooreenstem, 

’ kan die betrokke houer as veilig beskou ‘word vir 
uitréiking in hierdie opsig. 

(b) Indien daar bevind word dat die resultate van die. 
voorafgaande bloedgroeptoetse vir dié bepaalde , 
skenker verskil, moet die bloed nie as veilig vir 

“uitreiking beskou word voordat die saak de¢glik | 
ondersock is nie en tot dan‘ moet die houer van, 
n ctiket voorsien word coreenkomstig regulasie 
38 (2). 

(i} Indien daar ‘deur twee “ onafhanklike toetse, 
_elk -ultgevoer op ‘afsondérlike monsters bloed 
wat deur twee verskillende waarnemers getoets 
-is, bevind word dat die resultate van die voor-: 
‘afgaande bloedgrceptoetse onjuis is, moet die 
rekord van die bloedskenker aangesuiwer word 
en kan-die houér met -bloed’ dan veilig ‘geag | 
word vir uitreiking AS ‘measlike bloed.” 

1



     

ov “tests are similarly found to be incorrect, the. 
7 _ container of blood may be. deemed: safe ‘for 

_issue. provided. that the label on the container 
is checked and found to be correct and any. 
necessary corfections are made to ‘the records. 

ren It human blood is required in an etnergericy ‘before 
- the confirmatory bloéd group tests’ have been completed, 

the container of blood may-be issuéd as blood: belonging 
. to the group determined from the records of previous 
‘biood group tests of the donor’s blood provided that a 
yellow. label is-conspicuously atid. securely affixed to the 
container .with the following words printed on 

‘“CAUTION: BLOOD GROUP NOT CONFIRMED” 

iti 
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@ If the’ ‘pesiilts of the confitmatory blood eroup ° wero 

“WAARSKUWING: BLOED GROEP NIE. BEVESTIG 
NIE” 

1 y 
G) A container of blood: belonging to blood or oup 0 | ’n hoé isoagglutinientiter het en die aanwesigheid. van - 

-and having a high iso-agglutinin: titre or showing the 
presence of iso-haemolysins shall be issued with a caution 
printed onthe label to the effect that this blood is to be. 

7 used for the infusion of group O patients only. 

(4) Containers of blood which ‘have biven’ positive 
serological tests for syphilis may not« ‘be issued | ‘for use 
as human, blood except that—_. 

@ if the blood is required ' in an “emergency and “the: 
test has’ not been completed, the ‘container may 
bé issued provided that a blue label is conspicu- | 
ously and securely affixed to the container with the 
following words -printed on it: “CAUTION: 
SEROLOGICAL TEST FOR SYPHILIS NOT | 

- REPORTED, ”-——* WAARSKUWING: - SERUM- 
TOETS - VIR. SIFILIS NIE GE “RAPPORTEER 
NIE.”; or - 

Gi 

_ 4° C. for a period of more than 96 hours, it may 
be- issued without any special caution. ” 

‘Ss torage of Bl vod, 

28, (1) Bvery'¢ container of blood shalt be cooled. ‘Within 
- two hours of its withdrawal from the blood donor to-a’ 
_temperature of between 4° and 10° C. and preferably’ to 

~ between 4°.and 6° C. and it shalt be continuously main- 
‘tained. within this temperature range until issued as 
“human . blood. or forwarded to..a blood - processing 
laboratory for processing into ‘preparations of human 
blood except that a container of blood may be kept at 

" room-temperature over a single period not exceeding 
60 minutes as may be necessary for testing or transfer 
purposes. 

(2) Containers. of ‘blood which. have not been main- 
_ tained“under the above-mentioned temperature conditions: 

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

if the blood “has been continuously stor red at'a- 
temperature of less than 10°C. but more than | | 

(3) Blood intended for: issue as huinan blood, or for. 
processing into preparations | of human blood, Shall not 
be frozen at any time. , . . 

. T ransportation of Blood. 
29, (1) During’ transportation as from bleeding centres 

to- cold stores or from one cold store ‘to. another distant 
- éold store, all containers of blood shall be maintained 

by a means approved by the licensing authority, within . 
the temperature range of 4° to 10° C. 

(2) Upon receipt of a consignment of blood at a cold 
store the temperature of the interior - of the - shipping 
‘hamper or other. means used to transport the blood at low 
temperature, shall be checked and recorded by the person 

_ who receives it and, if this temperature indicates. that the 
blood has been cooled below 4° C. or warmed above 
10° C., the containers of blood shall not. be deemed to be 
safe for issue as shuman blood. 

(3) Containers of blood forwarded from. blood stores to 
_ medical practitioners shall be transported in suitable clean, 

insulated, shipping hampers of ‘a design approved. by the 
. -licensing authority as suitable for the- transportation of. 

blood over the period for. which it is considered the blood 
will bei in transit. a 

oe” 

  

‘ CONFIRMED ” 

  - bloed,. na daar gemeen word, onderweg sal: ‘wees. 

       
aN 

Gi Indien ‘daar insgelvks bevind word: ‘dat: die 
» . resultate van die bevestigende blocdsroeptoctse. 

' onjuis is, kan die houer met bloed geag-word: . 
'.' veilig te wees vir uitreiking, mits die etiket Op * 

die houer nagegaan word-en daar bevind’ ‘word > 
dat. dit juis is én enige nodige aansuiweri igs 
in die rekords aangebring word: 

Q) Indien’ menslike bloed vir na noodgeval nodig i is. yoor-_. 
[ dat die bevestigende bloedgroeptoetse voltooi is, kam: die? 
hover met ‘bloed uitgereik word as bloed behorende tot. 
‘die groep wat uit rekords van vorige bloedgroeptoetse van: 
die skenker se bloed vasgestel is, mits *n-geeletiket.waar- =. 
op: die’ woorde ,, CAUTION: BLOOD GROUP .NOT-” 

., WAARSKUWING: ~ BLOED. © 
GROEP NIE BEV ESTIG NIE” gedruk is, opvallenc er en: 

. Stewig aan die houer geheg word. 

(3) *n Houer met bloed behoreinde tot eroep O° en ‘wat: 

isohemoliosiene toon,-moet~met’ ’n waarskuwing op die: 
etiket dat dié bloed slegs -vir toediening aan. + BrOeD O-- o 

a nee pasiénte gebruik moet word, vitgereik word... 

(4). Houers. met. bloed’- wat’. positiewe serumntoetse vir . 
sifilis gelewer het, kan nie-uitgereik word vir gebruik as. 
menslike bloed nie, behalwe dat— 

Gi) indien dic bloed vir ’a noodgeval nodig is en dig 
toets nog nie voltooi is nie, die hover. uitgereik: » 
‘kan word, mits ’n blow etiket waarop die woorde. . 
', CAUTION: | SEROLOGICAL “TEST ‘FOR - 
~ SYPHILIS NOT REPORTED”. 
SKUWING: SERUMTOERTS VIR. SIFILIS -NIE. 
GERAPPORTEER NI TE” gedruk -is,. opvallend,. 
en. stewig aan die houer- geheg word; of. es 

indien die bloed” vir ’n tydperk van meer ‘as 96 swur, 
deurgaans by. ’n temperatuur van laer as 10° Cy 

(ii) 

spesiale waarskuwing nitgereik kan word... 

oO pherging van bloed,. 

“38, a) Elke: hover met bloed moet - bine. twee dur. ~ 
vandat die” bloed. van die bioedskenker-onttiek is, tot by) ~. 
*n temperatuur van tussen 4° en 10°-C en verkieslik tot ; 

‘dit tot tussen 4° en 6° C verkoel word en dit moet. devr-” / 
gaans tussen hierdie temperatuurg grense gehou- word totdat . 
dit as menslike bloed uitgereik word of na ‘n bloed-" 
bewerkingslaboratorium . gestuur word. vir bewerking tot- 
preparate van menslike bloed, behalwe dat ’n houer-met. / ; 
bloed by kamertemperatuur gehou kan word ‘oor een 

oorbringdoeleindes nodig magwees. 

(2) Houers met “bloed | wat -nie in- Bogenoénide.” 
- temperatuurtoestande gehou is nie, word nie geag vellig., 

4 
L te wees vir uitreiking. as menslike ‘bloed onie. 

(3) Bloed: wat. vir uitréiking as menslike bloed - of -vir™ ~ 
bewerking. tot preparate. van menslike ‘bloed bedoel. is," . 

| Moet te gener tyd bevries ‘word nie.- a 
an 

 Veri oer van bleed. 

29. (1) Gedurende - vervoer, 

opbergingsplek na. ’n ander verafgeleé koelopbergingsplek, 
moet alle houers. met bloed fussen die temperatuurgrense ~ > 
4° en 10° C gehou word op’n wyse deur die lisensiérings- 
owerheid goedgekeur. | 

(2) By ontvangs van ’n besending bloed by ’n -kocl-~ 
opbergingsplek moet die temperatuur van die binnékant ._ 

oe 

"WAAR. 

a 

maar hoér as 4°.C. opgeberg is, dit sonder enige ~ 

-enkele tydperk van hoogstens 60 minute soos vir jocts-: en 7 

soos ~van bloedtapping- Le 
sentrums na ‘koelopbergingsplekke of van een: -koel- ~ 

van die. versendingshouer of ander middel wat. vir-die ” 
vervoer van bloed by ’n lae temperatuur gebruik -word,.- 
deur die persoon wat dit ontvang, nagegaan en nangetekoh, 
word en indien hierdie temperatuur toon dat die bloed tot’. 
ondetkaut 4° C verkoel-of tot bokant “10° C verhit is, 
word die houers met bloed nie geag veilig te: wees. vit 
uitreiking as menslike bloed nie. % 

- (3) Houers met bloed wat van bloedopbergingsplekke 
aan’ geneeshere gestuur word, moet vervoer word: in. 
-geskikte,- skoon, “geisoleerde versendingshouers: Van. 1 
ontwerp ‘deur die lisensigringsowerheid goedgekeur’ as. 
geskik vir die vervoer van bloed oor dié tydperk wat die. 

Sk : oy WD os
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va Inspection of Containers of Blood Before Issue. ' 

a 30. (1) Every container of human blood. before issue 
. ‘from‘a:cold store: shall be inspected for its ‘suitability for. 

\AZETIE EXTRAORDINARY, 20 MAY 1960 7-7 

issue by an employee of the society who-has been ‘delegated - 

this function by the licensee and who works under the: 

_. direct supervision of a medical practitioner. - / 

.<:.(2)-No- container of blood. shall be issued by a blood 

_ . donor society:for.use as human blood ‘unless on: inspec- 

-_ ~(i)-there are no signs of clot formation, and 

_ ~ Gi) there is a clear line of 

-  <. ~~~ sedimented .red blood “corpuscles © and: the “super- 

i - ‘natant plasma; and rae of (ii any: woe So le’ eb tek 

“Gi the “plasma is free from all visible signs of,| MW) Me Eaten ey oe i van’ alle sigoare.,tekens yan 

© Ce biyeis or any other signs. suggestive of con hemolise of enige ander, tekens wat, op. besmetting ” 
tamination, _ ~ 

"except that in an. emérgency when- blood «is urgently 

of demarcation . between ‘the | 

Le
 

required and there. is. no ‘time tor allow. the ed. blood | 

corpuscles of-récently collected or recéived blood: to-settle, 

“such a container may be issued. — 

~ . (3)-A record of ‘the results ofall jnispections “of con: 

-.. tainers of human blood. before issue shall be -kept bythe. 

person responsible for the. issue of “such containers, and 

-. “this person. shall also certify that the blood appeared to 

_~ be fit for issue by writing the date of the inspection and 

issue on the appropriate space on ‘the label: of the con- 

- -tairier and adding his signature thereto. |“. 

>... Re-issue of Containers of Human Blood, 

Do 31. (1). A container of human blood which has been 

‘issued once from-cold storage: shall only ‘be re-issued— 

aa (@ if. the original hermetic closure is unbroken and- 

shows no signs ‘of being pierced, after the blood was }.-> 

Sv caddeds 
-"(@) if the pilot, tube is* still’ attached and closed and 

-._ :, pretransfusion compatibility tests;. 

. (©) if- there is . evidence ‘ 
. -* been continuously, stored at 4°.to 10” C;, 

- inspection of its contents has been made; and 

(c) if it is recorded that it is being re-issued. * | 

f-there is recotded. evidence that. the container. has: 

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

“+. . (2) A. container of human: blood which. has been issued 

“: twice from cold storage shall not. be. again issued as human. ( 

an PG -: | bdloed uitgereik word nie. | ~ Blood oe ee 

‘Sterility Tests. ~ 

“2-139. (1)-Sterility tests shall not” be carried out on the - 
contents of 
~assuch.. — 

ws Q)y Ail-containers of blood— oe 

containers of human blood which are issued 

“ ~ .-(@ which show signs suggestive of contamination; _or | 

~ (b) which show signs of their hermetic seals being 
. broken or pierced aftér the blood was added - . 

shall be condemned for issue as human blood: and shail 
‘be subjected: to sterility tests on their contents. - 

~}, - (2) Alle houers met bloed—. 

“ 

t 

’n werknemer van die yereniging, aan wie hierdie funksic 

deur die lisensiehouer opgedra is en wat onder die 

regstreekse toesig van-’n geneesheer werk. . pe, 

} ..-(2) Geen houer’ met bloed mag deur ’n bloedsKenkings- 

vereniging vir-aanwending as: menslike bloed uitgereik 

word nie tensy by inspeksie— me 

Gi) daar ’n duidelike skeidslyn is tussen die afgesakte 

nodig ‘is en daar ‘geen tyd is om die rooi_ bloed- 

is te laat afsak nie, so ’n houer uitgerekk kan word. 

sodanige houers ~gehou word en. die persoon moet. ook 

sertifiseer dat die bloed geskik gelyk het. vir ‘uitreiking 

tekening daarby tevoeg.. . 

ce Heruitreiking van houers met menslike bloed. ., 

31. (1) ’n Houer. met menslike bloed ‘wat een keer van 

word— 

| (a). indien 

’” ig nadat die bloed bygevoeg is nie; _ 

”  *verenigbaarheidstoetse voor. sortapping: -—.- 

“deurgaans by 4° tot 10°C opgeberg is; 

: (d) ‘indien die houer onder kwararityn. gehou is -totdat 

'n’ behoorlike inspeksi¢. van die. inhoud. daarvan 

| --, gedoen is; en.’ cee SO 

* (e) indien daar aangeteken word dat dit heruitgereik 

_ word nie, °° us Soe mL 

- -(2) ’n Houer. met menslike 
_koelopbergingsplek uitgereik is, mag nie weer as menslike 

- Steriliteitstoetse. 

uitgevoer word nie. ~ Lo 

(a) wat tekens toon wat op besmetting dui;: of 

gebreek of oopgesteek is, nadat. die bloed bygevoeg 

“moet afgekeur word. vir uitreiking as menslike bloed en 

-hulle inhoud moet aan steriliteitstoetse onderwerp word. 

(3) Alle houers met bloed wat na ’n bloedbewerkings- 

laboratorium gestuur word vir bewerking tot. preparate 

oo Inspeksie van houers met bloed voor uitreiking. a 

/ > 30: (1). Elke ‘houer ‘met menslike -bloed moet, voordat © 

dit van ’n koelopbergingsplek. uitgereik word, -vir die. 

geskiktheid van uitreiking daarvan géinspekteer word deur 

(i) daar geen. tekens, van kiontvorming is nie; en . a 

rooibloedliggaampies en die plasma wat, bo-op.’ 

‘behalwe dat ‘in *w noodgeval wanneer bloed dringend — 

- liggaampies. van die bloed wat onlangs getap.of opgevang | 

(@) ’n Rekord van die resultaté van alle’ inspeksies van 
| -houers met, menslike: bloed voor vitreiking. moet deur die” 

_persoon wat verantwoordelik is: vir die uitreiking van - 

"deur die datum van inspeksie en uitreiking in die gepaste 

ruimte op~die etiket-van die houer te skryf en sy hand- 

die oorspronklike hermetiese versetling. nie : 
_ » gebreek ‘is en geen tekens toon dat. dit oapgesteek 

‘(byindien die toetsbuisie-nog aangeheg en toc is en’n 

He P 18 SUM atts bade {2 “yoldoende ‘hoeveelheid’ bloed*bevat’ vir ‘behoorlike. 

contains a sufficient quantity of blood : for. proper. ' 

- ’ |< -(Qxindien’ daar aangetekende- bewys is dat die hover. 

bloed wat twee keer van ’n. 

32. (1) Steriliteitstoetse mag nié op’ die inhoud “van. 

houers met menslike -bloed wat.as sotlanig uitgereik word, - 

_- (b) wat: tekens- toon dat. hulle -hermetiese -versetlings © 

  

we
 

m
m
 

on koelopbergingsplek. uitgeteik is, mag slegs heruitgereik .- 

-.. 3) All’ containers of blood forwarded to a blood 
_ 2 processing laboratory for processing, into preparations of 

* “human blood’ shall be subjected at the laboratory. to 

‘van. menslike bloed moet, - VGOr | bewerking, by - die- 

laboratorium aan steriliteitstoetse onderwerp word en die 

~~ sterility: tests. before being. processed and the results of 

‘these tests on their completion shall be reported forthwith 

_. to the medical officer in charge-of the blood donor society 

= from which the blood was forwarded. © 7 

Wa 4) The ‘sterility tests shall be catried ‘out by-a method 
which.-has been approved by the licensing authority. 

- - OA record of the results of all sterility tests on con- 

|. fainers of blood condemned for issue as human. blood | 
‘and on containers of blood forwarded to blood processing - 

. _, laboratories. for processing into préparations. of human 
ao blood shall be kept by the licensee... Pe es 

ar ae Sas ae 

resultate van hierdie toetse moet by voltcoiing van laas- 

genoemde onverwyld aan die verantwoordelike mediese | 

beampte. van. die bloedskenkingsvereniging waarvandaan 

die -bloed gestuur is, gerapporteer word. 

(4) Die steriliteitstoetse moet uitgevoer word’ volgens ’n 

-metode wat deur die lisensiéringsowerheid goedgekeur is. -. 

(5) ’n Rekotd van, die resultate van. alle steriliteitstoetse 

_op houers met bloed wat afgekeur. is vir, uitreiking as 

-pewerkingslaboratoriums - gestuur is vir bewerking tot   
Oy One ee eptapeh bes 

menslike. bloed eri op houers met bioed wat aan bloed- 

-pfeparate van mensliké bloed. moet deur, die lisensiehouer - 

 gehou word. ~ oe cee ;
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“Identification Marks of Donations. : 

33: very ‘container of . human: blood -or of bi ood for 

oy sone 

“processing into. preparations of human, blood shail be | 

marked in’a manner which will-allow of prompt and_ 

accurate identification of that particular blood, donation. | 

For this purpose the name of the donor and/or an identiti- 

cation number for.the donation may be ‘used. The same 

identification mark used for the container shall also. be. 

“used to identify-the pilot tube and all specimens of blood 

obtained. from the blood donor for testing purposes and 

telative to that particular. donation, ; . 

“Records of Blood Donors. and the ir. Donations, oo 

34, Every. blood donor society. shall - keep records, “in. 

a form: approved by.the licensing ‘authority, of all blood 

doriors registered by it and of all donations of blood. made 

by ihem. These. ‘Tecords: ‘shall include. the following 

me particulars: ~ ee 

* (): ‘In respect to the blocd donor mp. - 7 
- < (a) Surname and. full christian names. so 

. -(d). Registration number. : 

“~(c). Sex... ms 

(a). Race | (European, Coloured, ‘Asiatic: or r Native. 

“(e) Date of birth. 7 

-. (f) ‘Permanent. postal address (whieh should be kept 
; up’ to date). : 

~"(g) The “blood group in respect ‘to. the A, -B, 0. 
_ System. and the Rh factor as determined: by 
‘the prior blood: tests Provided: for in- section . 
12 of this Schedule: 

“(h). Any: relévant: remarks.in: respect to the ‘blood 
» donor’s medical fitness: for bleeding. 

Q) ‘In respect fo each. and every donation of blood made” 
. by the blood donors :— . 

(a) The identification mark “of: ‘the. donation as. 
~vappearing. on.the. label of. the: conitainer. 

~ (b) The'-blood group ii. respect . to. the A, B, oO. seed 

_ $ystem:.and the’ Rh-factor .as determined: by. 
_ the: confirmatory ‘blood tests for. the donation: 
a8 prescribed ‘in. regulation 23 of: this Schedule. 

“© “The | ‘haemoglobin level.as determined on the. 
day of and. before-the ‘withdrawal of the blood 
‘from ‘the blood donor.» (This level may be. 

- ‘simply stated as above or below i2°5 grams 
per. 100 . millilitres «of. blood in feniales and 

+ -+> > sabove. or-below. 13- 5. grams in males.) 

 (d) The result ‘of the serological test for ‘syphilis. 

— (ey Whether. or not the blood has been stored at.a~ po = 
temperature of between 4°.and: 10°C: for a | 

- period exceeding 96 hours before it was issued. 

fp Any further relevant remarks about the blood 
donor’s medical fitness: for ‘bleeding, : 

(g) The date of and the place where the. Blood v was 
withdrawn from the blood donor. : 

(hy ‘Fhe name ‘of the medical practitioner: -fespon- 
sible for the operation. of withdrawal. of the | a 

_” blood from the blood donor. ~" 

- @) The amount of blood withdrawn. 

) The batch number of the blood. 

' (k) The batch number of the co atainer. 

(1) The batch number, of the anticoagulant prepara 
tions. 

-(m) The batch: sumber. of the “ taking set: >. 

_(n) The date and time of issue of the container, 

(0) The condition of the container and. the’ blood: 
therein when. issued. (Whether - or not it 

- appeared ‘satisfactory for. issue and, if any 
- unsatisfactory features were present, a note on. 

~ thie. nature of these conditions. yon 

() ‘The. ‘initials of the. pergon «re sponsible for 
ct inspecting the container. and- the blood. therein | 
oT at the. time’ it was issued, - ae cia 

_Hierdie 
| _insluit: — 

  
  

“Idenitifikasiemerke ¥ van | skenkings. - 

33. Elke houér met menslike bloed ‘of: met, blood vir 
“ bewerking tot preparate van menslike bloed. moet_gemerk:, 

‘word.op °n-wyse. wat onmiddellike en noukeurige identifi- - 

kasie Van daardie bepadlde bloedskenking .moontlik sal. 

‘maak. Vir hierdie. doel: kan die naam van die: ‘skenket ~ 

en/of. ’n identifikasienommer. vir. die skenking gebruik. 

word. Dieselfde .identifikasiemerk wat. vir die houer- © 

gebruik word, moet ook gebruik word om die. toetsbuisie . - 
en alle eksemplare bloed wat -vit toetsdocleindes van die 

bloedskenker: verkry ig en-op daardie bepaalde Skenking. 
. betrekking. het, te identifiseer. 

_ Rekords van bloedskenkers en ‘hulle skeinkings. . o 

. 34, Elke bloedskenkingsvereniging moet teKords hou, in’ . 
°r-vorny detir die lisensiéringsowerheid Zoedgekeur, van _ 
alle bloedskenkers wat -deur die veréniging geregistreer is ° 
en van alle bloedskenkings wat deur hulle gemaak . As. 5 

rekords moet die.. volgende” besonderhede Le 

dd), Ten opsigté ‘van die bloedskenker: —~  . YY: 

(a) Van en volle-voorname.” ©. , 
-{b) Régistrasienommer. a ; 

» -(c)'Geslag: 
(ad) Ras (Blanke, Kieurling, Asiaat of Nature. 

- ~ (e) Geboortedatum. 
*. (f) Permanente posadres (wat tot. op: datum, sehou . 

moet. word). = 
(2) Die bloedgroep- ten opsigte van dia: A. B. “O- 

- stelsel en di¢ Rh-faktor soos vasgestel deur die a 
voorafgaande bloedtoetse waarvoor. daar in > 

--regulasie. 12. van_ hierdie’ . Bylae voorsiening. > 
‘gemaak word. . 

(A). Enige toepaslike : apmerkings ten. opsigte van 
_ die .bloedskenker: se- Jiggaamilike’ seskiktheid * 

vir bloedtapping. Toe 

  

(2): ‘Ten opsigte-van elke. en iedere skenking bloed deur 
~ die bloedskenkets : — a: 

©. Die- jdentifikasiemerk.’ van: die skenking | soos.” 
-. .. dit op, die etiket van. die ‘houer verskyn 9 

~ (by Die® bloedgroep ten opsigte van. die A, B, O- - 
~  :stelsel” en “die Rh-faktor: soos vasgestel deur, 

die bevestigende. bloedtostse . vir. die. skenking a 
‘sGos in regulasie. 23: van hierdie ‘Bylae voor- ° 
geskry if, 

© Die hemoglobiengehalte SOOS vasgestel op: * die 
dag: van en voor: die werklike onttrekking: van - 
die bloed-. van - die ‘bloedskenker. (Hierdie™ 

- gehalte kan eenvoudig aangegee word as:meer 
_. " of minder as 12-5 gram per. 100° milliliter bloed © 
“> by vrouens: en meer of minder as 13 5 gram 

by. mans.) » 
_ : (da) Die resultaat van die serumitoets. ‘vir sifilis: 
he Of die bloed by.” n temperatuur van tussen4°°C, 

. ‘én 10°C. vir 7n- tydperk. van meer as 96 uur’ 
opgeberg is of nie voordat dit uitgereik -is:. ~~ 

#) Enige ‘verdere toepaslike opmerkitigs - oor die | 
bleedskenker se ligg aamlike. geskiktheid ‘vir , 
bloedtapping. - - 

-(g) Die datum waarop.en die. plek waar die blocd : 
' wan-die bloedskenker onttrek is. ; 

. (A) Die naam van die geneesheer wat ‘verantwoorde-. 
lik was vir die werklike onttrekking. van. die 
bloed van die bloedskenker. Z 

(i) Die hoeveelheid bloed wat ontirek i is. 
' (f) Die lotnommer van die bloed. ° a 

(k) Die lotnommer-van die hover. -- ee 
-(D- Die iotnommer ‘van’ die antistollinespreparate, ~ 
(m) Die lotnommer van die ,, onttrektoestel ”: 

_ () Die’ datum en tyd wanneer die houer vitgersik, 
7 AS: : . 
(0) Die toestand van: die houer en dic bloed: daarin© 

by uitreiking. (Of dit bevredigend ‘gelyk: het... 
vir -uitreiking of ‘nie en;: indien enige ~ 
~onbevredigende cienskappe aanwesig was, ‘a 

_ aante kening die. _ aard: | van. “hierdie ~ 
e. _  Aoestande). ‘ coe a 

~&) Die. voorletter's van. die persoon., wat Verant- 
_ woordelik was vir die inspeksia van- die houer 

en. 1 die. bloed daarin’ ‘toe dit vitgereil 18. 

OMS ages
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(q) If the container was re-issued, whether or not | | 
the conditions of regulation 31.of this Schedule 

. were complied with. oe . 
. (rY) The name and address of the medical practi- 

. tioner to whom the blood was issued. 
 (s) The name of the patient for whose treatment 

. the blood was issued. (To be obtained from 
the medical practitioner who ordered the blood 
or to whom the blood was issued.) 

(® Tf an untoward reaction or death was reported 
as following upon the infusion, the serial 
number of the entry in the register of reactions 
‘and deaths relative to this reaction or death. 
as provided for by regulation 35. of this 
Schedule. 

“(a) If the blood was forwarded to a blood 
'- processing laboratory for processing into 

preparations of human blood 

(i) the name of the laboratory to which. it 
was forwarded to; 7 oo, 

__» °- ii) the date it was forwarded.. 
‘(y) If the blood was condemned or discarded— — 

_ @ the date on Which it was condemned or 
discarded; and . : 

_Gi) the reason for which it was condemned or 
discarded. 

(w) Ifa sterility test was carried out on the 
'.- blosd— - 

i) the name and address of the medical 
practitioner or laboratory which carried 
out the test; — 

-(ii) the date on which the blood was sent for 
testing; and 

(iii) the result of the test. 

- (x) Any other relevant remarks in respect to the 
- . ‘container of blood and its disposal. 

(3) These records shall. be. kept.in such a manner and 
with such cross references that the particulars in 
respect to any one donor or any one donation of 
.blood may be readily and quickly traced. 

' (4) The licensee shall be responsible for ensuring that 
these records are always kept up to date. 

. Register of Untoward Reactions and Dea'hs. 

35. (1) A register of all untoward reactions or. deaths 
' which have apparently been. caused by intravascular 
- infusions of human blood. shall be kept by the licensee “in 

respect of -all untoward reactions and deaths which have 
. been reported to him by medical practitioners in terms 

' of regulation 9 of Part I.of these regulations. 

(2) This register shall be kept in a manner which has 
been. approved by the licensing authority, shall always 
‘be kept up to date and shall record the following informa- 

' tion in respect to every reaction or death which has bee 
reported to the licensee : — 

‘(a) The serial number of the entry. 
(b) The name and address of the medical practitioner | 

- making the report and the date and time when 
the report was first received from him. 

(c) The identification mark/s of the container/s of 
human ‘blood which appears/appear to have been 
responsible for causing the reaction or contributing. 

_ to the death. 

.-(@ The name/s and registration number/s of the 
donor/s whose blood is suspected as being respon- 

_ sible for the reaction or contributing to the death. 
(e) The batch number/s of the blood in question and 

the batch numbers of the containers, anticoagulent 
preparation and taking sets used in the collection 
of this blood. , , 

() The primary blood groups and the Rh factor/s of 
this/these donor/s as evidenced.by— , 

(i) the prior blocd group tests; and:   ii) the confirmatory blood group tests.-. 
20 . a | tT 

-(q) Indien die houer heruitgercik is, of daar dan. 
' die voorwaardes ‘van regulasie 31 van. hierdie 

Bylae voldoen is of nie. ee 
(r) Die naam en adres van. die géneesheer aan wie 

die bloed uitgereik is. a 
(s) Die naam van die pasiént vir wie se behan- 

deling die bloed uitgereik is..(Moct van die 
‘geneesheer wat die bloed bestel het of aan wie 
die bloed uitgereik is, verkry word.) © 

() Indien daar aangegee is dat ’n ongunstige 
reaksie of sterfgeval op die toediening gevolg 

_ het, die reeksnommer van die inskrywing in- - 
die register van reaksies en sterfgevalle wat 
betrekking het op hierdie reaksie of sterfgeval 
soos by regulasie 35 van hiérdié Bylae bepaal. 

(u) Indien die bloed na ’n bloedbewerkings!abora- 
torium gestuur is vir bewerking tot preparate 
‘van menslike blogdd—. - - ~ 

(i} die-nhaam van die laboratorium waarheen 
’ dit gestuur is; 

(ii) die datum waarop dt gestuur is. 
- (vy) Indien die bloed afgekeur of weggedoen is— 

(i) die datum waarop dit afgckeur of weg- 
gedoen is; en - 

(ii) die rede waarom. dit afgekeur of weg- 
gedoen is. 

(wv) Indien ’n steriliteitstoets op die bioed uitgevoer 
is— 
(1) die naam en adres van die geneesheer of 

laboratorium wat die toets uitgevoer het:. 
(ii) die datum waarop die bloed weggestuur 

_ is om getoets te word: ef 
(iii) die resultaat van die toets. 

(x) Enige ander toepaslike opmerkings oor die 
houer met bloed en die beskikking daaroor, 

(3) Hierdie rekords moet Op so *n wyse gehou word en 
met sodanige kruisverwysings dat die besonderhede 
ten opsigte van enige enkele skenker of enige enkele 
oskenking bloed. maklik en spoedig opgespoor kan 
word, Co - 

(4) Die lisensichouer is verantwoordelik daarvoor om 
toe te sien dat hierdie rekords altyd tot op datum 
gehou word. SO , 

Register van ongunstige reaksies en sterfgevalle. 
“35. (D "nh Register van alle ongunstige reaksies of 

sterfgevalle wat blykbaar deur intravaskulére toedienings 
van menslike bloed veroorsaak is, moet deur die lisensie- 
houer gehou word ten opsigte van alle ongunstige. reaksies -en sterfgevalle wat deur geneeshere by hom aangegee is 
ingevolge regulasie 9 van Deel J van hierdie regulasies. 

(2) Hierdie register moet op ’n wyse gehou word wat 
deur die lisensiéringsowerheid goedgekeur is, moet altyd 
tot op datum gehou word en moet die volgende inligting 
ten opsigte van elke reaksie of sterfgeval wat by die 

-lisensichouer aangegee is, bevat:—— — 
(a) Die reeksnommer van die inskrywing. 
(®) Die naam en adres ‘van die geneesheer wat die 

aangifte doen en die datum en tyd wanneer die 
aangifte aanvanklik van hom ontvang is. 

(c) Die identifikasiemerk(e) van die houer(s) met 
menslike bloed wat blykbaar die reaksie veroorsaak 
of een van die aanleidende corsake van die dood 

- was. 

(d) Die naam/name en régistrasienommer(s) van - die 
skenker(s) wie. se bloed vermoedelik verant- 
_woordelik was vir die reaksie of een van die aan- 
leidende oorsake van die dood was. 

(e) Die lotnommer(s) van die betrokke biced en die 
lotnommers van die houers, antistollingspreparaat 
en onttrektoestelle wat by die tap van dié bloed 
gebruik is. 

(f) Die primére bloedgroepe’ en die Rh-faktor(e) van 
hierdie skenker(s) soos bewys deur— 

_ i) die voorafgaande bloedgroeptoetse; en 
-«' Gi) die bevestigende bloedgroeptoetse, -



  

(@T The: fesults of the serological ‘test/s for syphilis on. 

‘these bloods. 

(h) The name/s of ‘the medical practitioner/ s respon- 
sible for” withdrawing the blood from the donor/s. 

@ The - date/s on which: and the’ place/s where. this 
blood was withdrawn. 

(j) The date/s on which the container/s ‘of the | 
suspected blood were issued by the society and 
the name / s-of the officer/s who issued it/ them. 

, ® The. name of the patient who.received the infusion | 
- and sustained the untoward reaction or died and | 

. fhe name of the hospital or place where he received 
the. infusion and, when applicable, his hospital 
registration number. 

0 The age, Sex and race of this patient. 

(m) (i) The date and time of the infusion; 
(ii) the total amount. of blood infused; and 

(iii) the batch number/s of the “ giving set/s ” used 
to. administer the infusion. - , 

, (n) (i) The primary blood. group and the Rh factor of 
the patient; and. 

- (it) the results of the pretransfusion cross- -matching 
compatibility tests between the patient’s blood 

- and'the blood. in the pilot tube/s of the con- 
» tainer/s of the blood infused. 

_(o) The name. and address of the medical practitioner 
responsible for carrying out {lie blood group tests 
on the patient and the pre-transfusion cross- 
matching compatibility tests. 

-(p) Brief clinical notes on the- nature and. the severity 
~__ of the untoward reaction. 

@) The outcome of ihe untoward. reaction, 

Oo The results of any. special investigations with special 
reference to laboratory tests which were Carried out | 
to trace the cause of the untoward Teaction. 

(5) Tf the ‘untoward-reaction was fatal— 
_ @ the apparent cause of death; and 

Gi) if a post-mortem examination was carried out, 
a summary of the main post- “mortem findings. 

a The record’ and history of cther containers of blood 
which was withdrawn from. blood donors at the 
same bleeding. session as the blood under investi- | 

- gation and the results of any investigation ‘carried. 
out in respect to these containers, 

-(u) Any other remarks relative to the nature and cause 
_ of the untoward. reaction or death. 

() ‘The conclusion: reached - as to the nature and cause — 
of the reaction or death.. 

Register of Monthl y Statistics. 

36. (1) Every blood donor. society. shall keep a record 
in a special register of the monthly statistics in respect 
to all donations of blood made to it and as to the dis- 

4 posal of all containers of such blood. 

| (2) This record shall be kept in a form approved by 
the licensing authority. and it shall give the following 
information in respect to all.the withdrawals: of blood 

- from blood donors and the issue of all containers of blood - 
by. the. society over each-calendar month ; — 

(a) ‘The number of— ~ 

@- European; 

~ Gi) Coloured; 

(iii) Asiatic; 

(iv) Native; and | : 

the total number of ‘blood donors: bled for human 
_. blood: or for’ blood. for: ‘Processing into Preparations 

. of human blood,» 
oy 

  

oy 
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g) Die “resilltate van die -_serumtoets(@) vir. “sifilis op ; 
- hierdie bioed. . 

(hy. Die naam/ name. van die geneesheer/ here. wat- 
-verantwoordelik -was vit die ontirekking: van die - 

loed van die skenker(s). 

(i) Die datum(s) waarop. en die plek(ke) waar dig bloed 
onttrek is. 

(j) Die datum(s) waarop” die. houer(s) rnet die verde 
bloed deur die. vereniging uitgereik is en: dié- 
‘naam/name van die beampte(s) wat dit/hulle. uit- = 
gereik het.  — 

& Die. -naam van ‘die pasiéint wat die toediening - 
ontvang het en. die ongunstige reaksid ondervind: 
het of gesterf het en die naam van die hospitaal 
of plek waar hy die toediening ontvang het en,” - 
‘iadien - van toepassing, | Sy hospitaslregistrasie- 
nommer. 

(d) Die ouderdom, geslag en ras van hierdie pasiéat. 

. (m) (i) Die datum en tyd van die toediening; =~ “ L . . 
, (ii) die fotale hoeveetheid bloed toegedien; en ~~ 

. (iii) die lotnommer(s) van die ,, toedienstel(le): ” _wat™ 
by die toediening gebruik is. 

~ (n) Gi) Die primére bloedgroep en die Rh- faktor van: 
die pasiént; en - 

(i) die -resultate van die verenigbaarheidskruis- , 
toetse, voor oortapping, tussen die -pasiént se. - 

. bloed en die bloed in die, toetsbuisie(s) van 
die houer(s). met die bloed wat toegedien. is: 

(0) Die naam en adres van die -geneest heer wat verant- ~ 
‘woordelik was vir die witvoering van diebloed-. ~~ 
groeptoctse op die. pasiént en die ‘verenigbaar-. ” 
heidskruistoetse voor. oortapping. . \ 

' (p) Kort kliniese aantekeninge oor die aard eh die hewign 
‘heid van die ongunstige reaksie. . 

(q) Die gevolg van die ongunstige reaksie. 

(ry Die resultate yan enige spesiale ondersocke . met. 
, ~ spesiale verwysing na laboratoriumtoctse .wat uit-~ 

gevoer is ten einde die oorsaak van die ongunstige 
_ reaksie op te spoor.: a 

(s) Indien die ongunstige reaksie noodlottig was— ne 

(i) die: skynbare oorsaak van die, dood; en 
(ii) indien ’n lykskouing -uitgevoer is,” ’n.same- 

vatting van -die vernaamste iysouing 
bevind! ings. 

(0). Die rekord en geskiedenis van ander houers. met - 
bloed wat-van bloedskenkers onttrek is by dieselfde “ 
bloedtappingsgeleentheid as die bloed wat onder- 
sock word en die resultate van enige ondersoek 
wat ‘ten opsigte van hierdie houers ingestel is. : 

(u) Enige ander opmerkings wat betrekking. het op die 
aard en oorsaak van. die ongunstige reaksie. of* 
sterfgeval: 

(v) Die gevolgirekking waartoe geraak is- met bétrekking 
tot die aard en corsaak van die reaksie of sterf-" 
geval. ‘ ee 

" Register van maandelikse « satstieke- a 
6. (1) Elke bloedskenkingsvereniging - moet “in. 

spesiale register ’n rekord hou van die oaandelikee 
Statistieke ten Opsigte van alle bloed wat aan hom geskenk: 
is en hoe daar oor alle houers met sodanige bloed beskik. * 
is. 

(2) Hierdie rekord moet in ’n vyorm “wat deur . “die | 
lisensiéringsowerheid goedgekeur is, gehou word. én’ dit 
‘most die volgende inligting ten opsigte van al die. bloed~ - - 
“onttrekkings van bloedskenkers en dic uitreiking deur die: 
vereniging van alle houers met bloed vir elke ‘alender® a 
maand verstrek : —~ a 

‘ (a) Die getal— ee 7 
@) Blanke, 8. dt ce : 

Gi) Kleurling-» oe | 
(iii). Asiate-; 
(iv): Naturelle- 

. bloedskenkers en die totale gétal bloedskenkers 
_ van wie blded getap is. vir menslike bloed of vir 

- bloe. vit bewerking: tot preparate van menstike:_ 2 
to 10e . : . 

nN no
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(b) The number of containers of human blood of— 

(i) European; 
(ii) Coloured; 

(iii) Asiatic; 
(iv) Native origin; and 

the total number of containers of such blood 
‘which were issued. 

(c). The number of containers of biocd of— 

(i) European; 
(ii) Coloured; 

_ (iti) Asiatic;. 
(ivy Native origin; and 

-the total number of such containers which were 
‘ forwarded to a blood processing laboratory for 

processing into preparations of human blood and 
the name/s of the laboratory / laboratories to which 

’ they were forwarded. 

@ The number of containers of blood which ‘were con- 
.demmned or discarded and the reason for which they 
were condemned or discarded. 

(e) The number of containers on which sterility tests 
were performed and. the number which gave 

. positive results indicative of bacterial: contamina- 
tion. 

'(f) The number , of untoward reactions or deaths 

reported to the society as being apparently caused 
‘by infusion with human blood and the serial 
numbers for the entries of these untoward reactions 
or deaths in the register of reactions and deaths 

as provided for in regulation 35 of this Schedule. 

(3) This register shall be kept up to date by the 
licensee. 

Expiry Date for Human Blood. 

37. The expiry date for human blood beyond which 
such blood may pot be issued as human blood shall be 
21 days inclusive from the date of withdrawal of blood 
from the donor.. « 

Containers of Blood Not Deemed Safe for Issue as 
Human Blood. 

38. (1) All containers of blood which— 

(a) have not had prior blood group tests carried out 
‘upon them as provided for by regulation 12 of this 
Schedule; 

_(b) do not have effective hermetic closures as provided ; 
; for in regulation 19 (4) of this Schedule; 

(c) do not have attached pilot tubes containing sufficient 
amounts of blood as provided for in-regulation 20 
of this Schedule; 

(d) have not had satisfactory confirmatory blood group 
tests carried out on them as provided for in 
regulation 23 of this Schedule: 

(e) have not given negative serological testis for syphilis 
or alternatively been stored at 4° to 10°.C for a 
period of not less than 96 hours as provided for 
in regulation 27 (4) of this Schedule; - 

<(f) have not. been stored in. conformity with’ the 
temperature. conditions provided for in regulation |. 
.28 of this Schedule; 

(2) have not been transported i in conformity with condi- 
tions provided for in regulation 29 of this Schedule; 

(h) have been rejected as provided for in regulation. 30 
of this Schedule; 

(i) have been issued and returned to the blood donor 
society not in conformity with the conditions 
provided for in regulation 31 of this Schedule; and 

_ @) have become time expired i in terms of regulation 37 
of this Schedule; 

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

(2) “All containers of blood which are not deemed safe 
' for issue as human bleod shall promptly upon being so 
deemed have white labels conspicuously: and securely 

affixed to them with the following words’ printed thereon: 
in bold red type: “ NOT FOR: - ISSUE. ane “ NIE VIR 

. UITREIKING Nik.” . 
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 () Die getal houers | met menslike bloed afkomstig 
van— 

(i) Blankes: 
@ii) Kleurlinge; 

(iii) Asiate; 
(iv) Naturelle; 

en die totale getal houers met sodanige bloed wat 
uitgereik is. 

(c) Die getal houers met bloed afkomstig van—" 

@ Blankes; 
(ii) Kleurlinge; 

(iii) Asiate; 
_ (iv} Naturelle; 9° © 

en die totale getal sodanige houers wat na ’n bloed- 
bewerkingslaboratorium gestuur is vir bewerking 
tot preparate van menslike bloed en die naam/,. 
name van die laboratortum/laboratoriums waar- 
heen huile gestuur is. 

' (@) Die getal houers met bloed wat afgekeur of weg- 
gedoen is en die rede waarom hulle afgekeur of 

. weggedoen is. 
(ce) Die getal hovers waarop steriliteitstoetse uitgevoer 

is en die getal wat. positiewe resultate gelewer het 
wat op bakteriese besmetting dui. 

(f) Die getal ongunstige reaksies of sterfgevalle wat 
volgens aangifte by die vereniging skynbaar deur 
toediening van menslike bloed veroorsaak is en 
die reeksnommer vir die inskrywings van hierdie 
ongunstige reaksies of sterfgevaile in die register 
van reaksies en sterfgevaile soos by regulasie No. 
35 van hierdie Bylae bepaal. 

(3) Hierdie register moet deur die lisensiehouer tot op 
-datum gehou word. 

Verstrykingsdatum vir menslike_ bloed. 

37. Die verstrykingsdatum vir ‘menslike bloed waarna . 
‘sodanige bloed nie as menslike bloed uitgereik ‘mag word 
nic is. 31 dae met insluiting van die” datum Wwaarop bloed 
van dic skenker. onttrek is. 

Houers met bloed wat nie vellig geag word vir uilreiking 
as menslike bloed nie. 

38. G) ‘Alle houers met bloed— : 

(a) waarop voorafgaande bloedgroeptoetse nie uitge- 
voer is nie scos by regulasie 12 van hierdie Bylae 
bepaal; 

(by wat nie doeltreffende hermetiese | verseélings het nie 
soos by regulasie 19 (4) van hierdie Bylae bepaal; 

(c) waaraan tostsbuisies met voldoende hoeveelhede 
bloed nie gcheg is nic soos by regulasie 20 van’ 
hierdie Bylae bépaal; . : 

(d) waarop bevredigende bevestigende bloedgroeptoetse © 
nie ultgevoer is Nie soos by regulasie 23 van hier- 
die Bylae bepaal; 

(e) wat nie. negatiewe serumfoetse vir sifilis gelewer het 
ne of ander vir ’n tydperk van minstens 96 uur by 

° tot 10° C. opgeberg is soos by regulasie 27 (4) 
van hierdie Bylae bepaal; 

(f) wat nie opgeberg is ooreenkomstig die temperatuur- 
toestande waarvoor in regulasie 28 van_ hierdie 
Bylae voorsiening gemaak is nie; 

-. (g) wat nie vervoer is ooreenkomstig voorskrifte in 
regulasie 29 van hierdie Bylae nie; 

(A) wat afgekeur is soos by regulasie 30 van hierdie 
Bylae bepaal; 

() wat uitgereik en na dic bloedskenkingsvereniging 
teruggestuur is nie ooreenkomstig die voorskrifte 

.in regulasie 31 van hierdie Bylae nie; en 
(j) waarvan die datum verstryk het ingevolge regulasie - 

37 van hierdie Bylae;, 

word nie geag veilig te wees vir uitreiking as menslike 
bloed nie. 

(2) Alle houers met bloed wat nie veilig geag word vir 
‘uitreiking as menslike bloed. nie, moet, wanneer hulle 
aldus geag word,-sonder versuim van wit etikette voorsien 
wat opvaliend en stewig daaraan geheg word en met die 
volgende woorde in vetgedrukte, rooi lettets daarop: 
» NOT FOR ISSUE.” . ,, NIE VIR UITREIXING NIE.”
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. GB) Containers of blood which are not deemed safe for 

issue’ as human blood may be forwarded to a blood | 

processing laboratory for processing into preparations of 

human blood. o 

Expiry Date for and Condemnation of Blood for 

-. Processing into Preparation of Human Blood. 

39. (1) Containers of. human blood, -or of ‘blood [| 

specially collected for the purpose, may be forwarded to 

a blood processing laboratory for processing into prepara- 

tions of human blood provided that-such. blood shall not 

have been withdrawn from the blood donors for more 

than’28 days inclusive before it reaches the laboratory. 

_(2} Every container of blood which has passed this 

, expiry limit. of 28 days shall be condemned and not- 

' forwarded for procéssing into preparations of human. 

‘blood. 

_ (3) Every ‘container of human blood which is 

condemned for’ procéssing into preparations of human 

blood shat! have a yellow label conspicuously and securely 

affixed to it with the following words printed upon it 

in bold white type: -“CONDEMNED BLOOD.” 
“ AFGEKEURDE BLOED.” — . 

Confidential Nature of Records. » 

40. 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 licensing authority or.the licensee. . 

: Secrecy in Regard to Blood Donations. 

41. No employee of a blood donor service shall disclose 
the name of any blood donor whose blood was used to- 

_ infuse a ‘particular patient, or the name of any patient 

wlio was infused with blood from a particular donor, to 
any person not authorised by the licensing authority or 
licensee to receive such information. 

Right. of Entry for Inspection Purposes of the Licensing 
Authority or the Licensee to Places where Human 
Blood is Stored, me 

42. (a) The licensing authority (or any medical -officer ' 
of the Union Health Department who has been duly 
authorised in writing by the Licensing authority to act 

on his behalf}; or 

(b) The licensee (or any employee of the blood donor 

society. of which the licensee is the medical officer in 

charge and who has been duly authorised in writing by — 

the latter to act on his behalf); . : 

shall have the right to enter, at all reasonable times and 
-with or without prior notice, any hospital, institution or 
other premises— / 

(i) where, in the case of the licensing authority, any 
human blood is stored; or 

Gi) where, inthe case of the licensee, any human 
“blood, which has been supplied by the blood donor 
“society of which he is the medical officer in charge, 

'- “is stored with the objects of— . 
_ inspecting the conditions under which the blood is stored. 
and issued; and , : . 

checking the stock of blood which are in storage; and _ 

ascertaining whether proper records are being kept of ail 
‘ containers of human blood which are taken into or issued 
from storage. 

_ Labelling of Containers of Human Blood. 

43. (1) Every container of human blood shall. have a 
label securely affixed to it and the size of this label shall 

” be such that it will not interfere with the ready inspection 
. of the contents of the container. 

(2) The label shall be coloured according to the blood 
_ group of the. blood donor and as provided for’in the 
following colour code: — 

-.. Blood group O-—white. ” 
Blood group A—bdlue. 
Blood group B—yellow. -- 

- Blood group AB--red, 
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~  (3y Houers met. bloed wat nie veilig geag word vir, uit- . 
reiking as mensliké bloed nie, kan na ’n bloedbewerkings- : 

-jaboratorium. gestuur: word vir bewerking tot preparate — 

  

van menslike bloed. . 

Verstrykingsdatum vir en afkeuring van bloed vir. 
bewerking tot preparate van menslike bloed. -- .>— 

39. (1) Houers met’ menslike bloed, of met bloed wat: - 

spesiaal vir die doel getap is, kan na ’n bloedbewerkings- ~ 

laboratorium gestvur word vir bewerking tot-preparate.van. 
menslike bloed, mits sodanige bloed nie langer as 28 dae : 
gehou word nadat dit van die bloedskenkers onttrek is en. 

voordat dit die laboratorium bereik nie. ee 

(2) Elke houer met bloed wat langer as 28 dae: gehou . 

is, moet afgekeur word. en nie vir bewerking tot preparate 

van menslike biced aangestuur word nic. . I 

(3) Elke houer met menslike bloed wat vir bewerking tot ~ 

preparate van menslike bloed afgekeur word, moet:van “n- - 

-geel etiket voorsien word wat opvallend en stewig daar- ° 

aan geheg word en met die volgende woorde in. vetge- - 

drukte, wit letters daarop: ., CONDEMNED. BLOOD.” ° 

» AFGEKEURDE BLOED”™ St, 

- _Vertroulike aard van rekords. oS. 

AO. Alle rekords wat betrekking het op bloedskenkers en~ . 

hulle bloedskenkings moet as streng vertroulik beskou - 

word en-niemand mag daarin insae hé nie tensy daartoe ’ 

gemastig deur die lisensiéringsowerheid of die lisengie- 

houer. — ; , Ce 

_Geheimhouding in verband met bloedskenkings.> | 

41. Geen werknemer van. ’n bloedskenkingsdiens : mag ~ 
die naam van enige bloedskenker wie se.bloed vir. toe- - 

diening aan ’n bepaalde pasiént gebruik is, of die naam” 

vant enige pasiént. aan wie bloed van ’n bepaalde: bloed-; 

skenket toegedien is, aan enige perscon wat nie deur: die. . 

lisensiéringsowerheid of lisensichouer daartoe gemagtig is . 

om sodanige inligting té ontvang nie, meedeel nie. + 

Die reg van die lisensiéringsowerheid, of ‘die lisensiehouer — 

om plekke waar menslike bloed opgeberg word vir - 

inspeksiedceleindes binne te gaan. Mes 

-42. (a) Die lisensigringsowerheid (of enige mediese 

beampte van die Uniedepartement: van Gesondheid wat 

skriftelik behoorlik deur die lisensigringsowerheid daartoe 

gemagtig is om namens hom op te tree); of 

(b) Dié lisensiehouer {of enige werknemer van die bloed-~ 

skenkingsvereniging waarvan die lisensichouer. die ver" 

antwoordelike mediese beampte is en wat skriftelik behoor- 

lik deur laasgenoemde daartoe gemagtig is om namefs. 

hom op te tree); ee : 

het die reg om, op alle redelike tye en met of sonder.” 

-kennisgewing vooraf, enige hospitaal, inrigting of ander 

perseel binne te gaan— ; : 

(i) waar, in die, geval van die lisensiéringsowerheid, 

enige menslike bloed opgeberg word; of — | . 
Gi) waar, in die geval van die lisensichouer, enige 

- qienslike bloed wat verskaf is deur. die bloed-. 

skenkingsvereniging waarvan hy die verantwoorde- - 

like mediese beampte is, opgeberg word, tet. die 

doel om-—--. - a, pe 

die toestande waaronder die bloed opgeberg en uitgereik 

word te inspekteer; en a 

die voorraad bloed wat opgeberg word, na te gaan; en 

vas te stél of behoorlike rekords gehou word van. alle: 

houers menslike bloed wat in voorraad geneem of uit . 
gereik word. - St 

Etikettering van houers met menslike bloed. ; 

- 43. (1) Elke houer met menslike bloed moet voorsien | 

wees van ’n stewig aangehegte etiket_en die grootte van 

hierdie etiket moet sodanig wees dat dit-nie die geredelike 

inspeksie van die inhoud van die hover belemmer nie. 

(2) Die etiket moet volgens die bloedgroep van die . 

bloedskenker gekleur wees en soos in onderstaande Kleur- 
kode bepaal:— ’ , Se 

Bloedgroep O—wit. 
Bloedgroep A-—blou.. to = 
Bloedgtoep B—geel. TO 
Bloedgroep AB-—rool,
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8) The printing. on’ the label shall be in black. ‘except 

- that, if the Rh factor is negative, this shall be indicated - 

“by a black rectangular space with white lettering and, if 

the Rh factor is positive, . by y a similar white space | with - 

- black lettering. 

(4) The following information shall be-printed on ‘the’ 

abel i in both official languages :—— ~ 

—@ The propér name of the contents which ist 

. ““ Human Blood ” 

- Gi) The racial origin of the blood (European, ‘Coloured, 

- Asiatic or Native) which may- be jodicated by the | 
following code letters : — 

W (for Whites); 
’ K (or Coloureds); 

I (for Indians or Asiatics);: and ~ 

"N (for. Natives). 

Gi) ‘The type of anticoagulant preparation used. . 

~ fav) The _primary blood group of the donor. 

WW) Except in the case of blood group “AB, a ‘statement 

as to whether the’ iso-agglutinin titre is“ high”. or 

“low” and whether or not haemolysins are. 

; “present. 

_(viy A warning that, if the blood i is of group O and. the 

-jso-agglutinin titre is high or haemolysins are. 

" present, the blood should only be used for infusion 
> _ Of. patients, of blood group O. 

, (vii) ‘A statement as to whether the Rh factor is positive 

, or negative: 

: (viii) The total volume or: weight of, the contents of the | 

container expressed in millilitres or grams except 

~ -in the case where the container has a volume scale 

~ embossed on it and the volume of the. contents may 

_ be read directly therefrom. 

(ix) The batch number of the blood. 

: (x) The registration number of the blood donor. . 

., (xi) The identification mark of the blood ‘donation. 

Gai) The date of the withdrawal. of the: blood from. the « 

- ‘blood donor, = 

(xii: The expiry date of the blood in the container. 

(xiv) The name and address of the blood. donor society 
. / and of the branch responsible for the collection of | 

the blood. from the blood donor. 

~ (xv) The licence number of the licensee. 

- (xvi) A ‘signed and dated certification. that the container 
"was inspected before issue. 

(xvii) The following caution: “ Store and transport at 
4°-10° C.”, 

. (5) The size of the printing on the label ‘shall be such’ 
- that it can be easily read and the information’ required 
’-by paragraphs (i), Gi), (iv), (vy). (vi). (xi) and. (xvii) of sub- 
_ fegulation (4) of this regulation shall be printed in larger | 
‘and. more conspicuous types than the types used. for the 
remaining information on the label. o 

(6) Samples of the proposed labels shall be ‘submitted 
by the licensee to the licensing authority whenever applica- 
tion is. first made by him for a licence ‘or whenever it. 
he to change the nature, type or wording of the 

‘ Jabe 

Pamphlet of Information. 

Ad, W A pamphlet of information and printed in ri both : 
-gedruk is, moet saam met elke houer met menslike bloed official languages shail be issued with every container. of 

~ human blood, - 

(2) This pamphlet shall give the following information 
and. advice : —, 

(i) The name, the business, postal and: telegraphic 
‘addresses of the blood donor society and its | 
. telephone » number, 

Gi)” The name, the busines 3s and. postal addresses and - 
the telephone number of the branch of the blood | 

_ donor society which collected the blood. 

Gi) T hen name of the licensee. 

24 
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6) Die letters « op dié ctiket 1 moet swait: wees “behalwe 
dat, indien die Rh-faktor’ négatief is, dit met ’n swart - 
reghoekige ruimte met swart letters aangedui moet word 
en, indien die Rh-faktor positiet i is, met "n soortgelyke wit 
ruimte met swart letters. 

(4) Die volgende inligting. moet in albei amptelike tale 
op die etiket gedruk word :— 

(i) Die regte naam van. die inhoud, naamlik », Mens- 
like Bloed ” 

(ii) Die ras waarvan die bloed afkomstig is (blanke, 
Kleurling, Asiaat of Naturel) wat met die volgende 
‘kodeletter aangedui kan word: _ 

W (vir Witmense); 
~ K (ir. Kleurlinge); 

I (vir Indiérs of Asiaite): 
- N-(ir Naturelle)... 7 | 

(id Die. tipe antistollingspreparaat wat gebruik is. 

Gv) Die primére bloedgroep van die skenker.. 

-(v) Behalwe in-die geval van -bloedgroep AB, ’n ver- 

daring of die isoagglutinientiter .., hoog ” of ., laag * 

_ is en of daar hemolistene aanwesig is of nie. 

(vi) ?n Waarskuwing dat, indien die bloed van groep O 

is en die isoagglutinientiter hoog is of indten daar” 

hemolisiene aanwesig is, die bloed slegs gebruik 

moet word vir, toediening a aan pasiénte van bloed- 

groep O. 

(vii) ’n Verklaring of die Rh- faktor positief of negatief 
se is.- 

(viii). 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-geém- 
bosseer is en die volume van die inhoud regstreeks 
daarvan afgelees kan -word, 

; (ix) Die lotnommer-van die bloed. 

(x) Die registrasienommer van. die bloedskenker, 

(xi) Die identifikasiemerk van. die ‘plocdskenking. 

(xii) Die datum waarop die bloed van die bloedskenker 
onttrek is. 

’ (xiii) Die verstrykingsdatum van die bloed in die houer, 
(xiv) Die naam en adres van die bloedskenkingsvereni- 

ging en van die tak wat verantwoordelik was vir 
- die tap van die bloed van die bloedskenker. 

(xv) Die. lisensienommer- van die: lisensichouer. 

- (xvi) ’n Ondertekende en gedateerde sertifisering dat die 
houer voor uitre:king geinspekteer i is. 

(vii) Die volgende waarskuwing:: ,, Berg op en vervoer 
- by 4°C- 10° Cc” a , : 

(5) Die grootte van die letters op die etiket moet sodanig 
wees, dat hulle maklik gelees kan word en -die inligting 
wat nodig-is by paragrawe (i), (ii), Gv), (v), (vi), (3) en 
(xvii) van: subregulasie (4) van hierdie regulasie moet in ~ 
groter en opvallender letters gedruk wees as dié wat vir 
die ander inligting op die etiket gebruik word, 

(6) Eksemplare van die: voorgestelde etikette moet deur 
die lisensichower aan die . lisensiéringsowerheid voorgelé 
word wanneer ook al hy. die eerste “keer om ’n lisensie 
aansoek doen of wanneer ook. al daar besluit word om 

Inligtingspamtt. . 

“Ah, (1) *n Inligtingspamflet. wat . in albei amptelike tale 

-uitgereik word. 

(2) Hierdic pamflet moet dic ‘volgende inligting en 
_advies vetstrek »— 

@ Die naam, die besigheids-, pos- en “telegramadres 
van die. bloedskenkingsvereniging en sy telefoon- 

- nomimer. 

(i) Die naam, die’ besigheids- sen. posadres en die 
- telefoonnommer. van -die tak van die bloed- 

skenkingsvereniging wat die bloed getap het. 

-, Gi) Die naam’ van, die, lisensichouer. 
78, 
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~ : @ The. ‘advice that’ “the medical practitioner, “who ‘is. 

responsible * for the - administration of the blood | . 

.: should always. carefully: inspect the. container and |” 

. the blood’ therein before he infuses it) so.as to’) - 

‘ensure that the hermetic seal of-the container is + 

- gtill intact and shows no evidence of ‘being pierced 

after. -the - container was filled, ‘that there. are no : 
of other ‘evidence ‘signs of haemolysis . nor 

suggestive: of contamination by - micro-organisms. 

and that the expiry date of the blood has not been” : 

passed. 

~(v) The- necessity. of” always storing and transporting: 

- the container at a temperature. of 4°-10° (© until 

just before the infusion is administered. 

(vi) The dangers. that’ may occur \if the container is 

, _ opened for any reason | Prior to the administration 

7 of the infusion. 

(vid) 
performing, or causing to be performed, a pretrans- 

fusion compatibility test between a sample. of the 
_‘patient’s blood and a sample of the blood “in the 
pilot tube attached to the container. . . 

. (viii) Any other information or advice that the licensee 

may wish to convey to medical practitioners who © 
- infuse human blood provided by the blood donor 
" society. : 

(3) The pamphlet should ‘also draw the attention of , 
‘medical practitioners to the provisions of. regulations, 9 
and 13.of Part I of these regulations. 

(4) The licensee stall; when he first applies fot a blood 
donor society licence, -and thereafter whenever. any 

| changes are madevin this pamphlet; forward 3 copies of 
_ it-to the licensing authority. 

Form for Reporting Untoward Reactions or Deaths. 

45. (1) Every blood donor society shall provide a form, 
printed in both. official languages, in the nature of. a 
questionnaire to_be completed by the medical practitioner |- 
who, in terms of fegulation 9 of Part I of. these regula- 
tions, Teports. an untoward reaction or death ‘so as to 
enable the licensee to complete. the relevant entries in the 
register of reactions and deaths as- provided. for i in regula~-| . 
tion 35 of this: schedule, 

-. 2) The licensee may issue a copy of this form— 

_ @) with every container of human blood; or, 
(ii) only ‘when an untoward - reaction or death is 

reported to him. - 

' (3) The licensee; shall when he first applies for a blood . 
donor society licence and thereafter’ whenever” any: | 
changes are made in this form, forward three copies of 

4 it to the licensing authority. 

"REGULATIONS FOR THE: CONTROL: OF BLOOD 
oo T RANSFUSION SERVICES. ; 

  

| PART I im 

SECOND SCHEDULE 
  

PROVISIONS RELATING TO BLOOD PROCESSING 
. LABORATORIES. 

  

' A. GENERAL PROVISIONS. | 

A ppointment ofa 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 js satisfied is qualified. by 
‘suitable and adequate post-graduate training and 
experience, as the medical officer in charge of. its blood 
processing laboratory... 

® This medical | practitioner shall be. the license. 

money Ss _BUITENGEWONE STAATSKOERANT, 20 MEL. 1960. PN Se OF 

The necessity, except in. dire emergency, of always } 

    
Wy) Die advies dat die: poneesheer 9 wat wverantwoordelike: 

is vir die ‘toediening van die-bloed, ‘voordat: hy die. ~ 
-bloed toedien, die houér en-die bloed daarin‘ altyd. 

sorgvuidig moet, inspekteer’ ten einde’ te verseker’ 

‘dat: die _hermetiese -verseéling: van die houer AOg: 
“ ongeskonde is en. geen tekens toon dat. dit ocp-. 

: gesteek is nadat die houer géevul is nie, -dat- daar: 
. geen tekens. van~hemolise of ander tekens is wat - 
op besmetting, deur mikroGrganismes dui nie én dat. 

LO die verstrykingsdatum van die ‘bloed nog nie verby. - 
_ ds nie. 

(v) Die ‘noodsaaklikheid. ‘daarvan dat die houer’ altyd - 
' - by ’n temperatuur van 4°-C-10°C, opgeberg en. 

“VErVvoer word ‘tot net voor. die toediening, ~ 

(vi) Die moontlike -gevare indien die houer. om enige, a 
rede voor die toediening oopgemaak word. ‘ 

-(viil) Die ~noodsaaklikheid © daarvan, behalwe > inv Vy 
_ dringende noodgeval, dat daar altyd.’n vooroortap-. 

pingstoets vir die veren rigbaarheid van ’p monster-; 
van. die pasiént se bloed en ’n monster van die we 
bloed in‘ die toetsbuisie wat aan die houer ‘geheg- _ 
is, cuitgevoer moet word ‘of uilgevoer moet hat: - 
word. 

(viii) Enige” ander inl: ‘gting of advies. wat dié lisensies Vn 
houer wil meedeel aan die geneeshere wat menslikée ~ 
bloed. wat deur die. bloedskenkingsyereniging 

- verskaf word, toedien. 

(3), Die pamflet moet cok die aandag van geneéstiere 
op die bepalings van regulasies 9 en 15 van Deel, i van, = * 
hierdie regulasies vestig. | . a Ree 

(4) Die lisens! ichouer «moet, wanneer hy die eerste keer. 
-om *n bloedskenkingsverenigingslisensie aanscek doef. eft ° 
daarna. wanneer ook al daar enige’ veranderings in. hierdie. ° 
pamflet aangebring word, drie. afskrifte daarvan aan. die - 
Hsensie&ringsowerheid stuur. 

  

Vorm vir die @angee van ongunstige reaksies of 
\ SS sterfgevalle.. 

45, (ly Elke - bi oedskenkingsverenigi ing: moet *n: “vormn . 
verskaf in albei amptelike tale gedruk-en in dic aard Van ~ 
’n vraelys wat deur ‘die geneesheer wat ingeyolge regulasie | 
9 van Deel I van-hierdie regulasies "n-ongunstige reaksie _. 
of *n sterfgeval. aangee, ingévul moet word ten einde die. - 
lisensichouer in staat te stel om die toepaslike insktywings. : 
in die register van reaksies en. sterfgevalle te maak SOOS inn: 
regulas’e 35 van hierdie Bylae bepaal. . 

(2) Die. lisensichouer kan ’n afskrif. van hierdie. vorm on 
uitreik— a 

G). saam met élke houer met menslike bl] loed: of 

Gi) slegs wanneer ’n ongunstige teaksie of” ‘n° stergova 
by hom aangegee word. 

(3). Die lisensichouer moet, wanneer hy die eerste: keer: ° 
-om-’n bloedskenkingsvereniginglisensie aansoek doen- en. 
daarna wanneer ook al enige veranderings in hierdie: -vorm: > ~ 
aangebring word, drie afskrifte daarvan aan die: ‘lisen= 28 
si€ringsowerheid. stuur.. 

_ REGULASIES VIR DIE BEHEER VAN BLOED- ra 
: -CORTAPPINGSDIENSTE. Soo oh 
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ene    Le cee oo “ TWEEDE BYLAE. 

‘BEPALINGS IN VERBAND MET BLOED-. 
BEWERKINGSLABORATORIUMS. ° 

A. ALGEMENE: BEPALINGS: 

_Aansrelling van’n verantwoordelike mediese. beampte,- 

1. (1) Elke organisasie wat verantwoordelik i is Vit: die. 
dryf. van ’n bloedbewerkingslaboratorium moet.’n’ genees= ;-- 
heer aanstel wat, na die. organisasie oortuig is, geskikte ~ 
en toereikende nagraadse opleiding en ondervinding: ‘gehad 
het, as. die’ verantwoordelike. mediese - beampte van sy. 
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for. the proper performance of, all medical, technical, 

- out. by the bicod processing, laboratory and which are 
- prescribed in this Schedule and he shall be responsible for 

_ ensuring that all the relevant requirements of Part 1 of 
“+. these regulations ‘and of this Schédule are fully complied 

with. ss : 

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

f 

 (b) any change in. the designation, or the business, | 

_ (c) any changes inthe organisation of, and the methods 

_ as the licensee for a period not exceeding 30 days during 

“ 26. 

oN 

96 

A ppointnient of a Deputy Medical Officer. 

2. The. organisation which is responsible for the opera- 
tion of a blood processing laboratory may appoint a 
Suitably qualified and experienced ‘medical practitioner as 
the deputy to the licensee. 

Functions of the Licensee. 

3.-(1) The.licensee shall be in charge of, and responsible 

administrative and clerical procedures which are carried | 

.’” (i) the surname, full christian names, postal address . 
' and médical’ qualifications ag registered by the 
‘South African Medical and Dental Council.of any 
medical practitioner who has been’ appointed - by 
the organisation responsible for operating the 

-~. blood processing laboratory. as his. deputy; or 

’ 

(ii) any change which has been made in the appoint- 
* ment of such a deputy. 

~ Q) The licensee shall forthw ith advise the. licensing 
authority in writing of-— — 

(a) any change in the designation, or the business, | 
‘ postal or telegraphic addresses or the telephone 

’ number of the blood processing laboratory; or. 
a 

' postal or telegraphic addresses of the. organisation 
responsible for operating the laboratory; or. 

and ‘procedures adopted by, the laboratory with 
special reference to any changes— . 

(i) in the sources of supply of blood for pfocess- 
ing into preparations of human blood; 

. Gi) in ‘the types ‘of preparations of human -blood 
“processed by the laboratory; — . 

- (iii) in the technical- methods ‘and procedures 
' adopted by the laboratory for processing these 

preparations and in the test methods employed 
to ensure that each batch of preparation 
complies with the prescribed standards for 

' quality, purity and safety relative to such 
preparation; 4, 

(iv) in the system adopted by the laboratory for 
|, the keeping of prescribed records; or 

oo (v) in the layout of the laboratory. buildings and 
: . their relationship to neighbouring buildings or 

” laboratories. 

(4) The ‘licensee: shall furnish the licensing authority | 
with a copy of the annual report of the laboratory as soon 
as is reasonably possible after its publication. 

. Functions of the Deputy Medical Officer. . 

4, (1) The deputy medical officer to the licensee shall | 
act as the assistant and understudy to him and shall have 
full.powers to act as ihe licensee whenever ‘the latter is 
temporarily absent or unavailable for duty and he shall 
then be responsible for ‘carrying out all the duties of. the 
licensee as prescribed in this Schedule. a 

(2) Should the licensee permanently relinquish his 
duties“ as the medical: officer in charge ‘of the blood |. 
processing laboratory, -the deputy medical officer may act   which application may.be made for a new licence, “' gedoen kan word, 

| GOVERNMENT GAZETTE EXTRAORDINARY, 20 MAY 1960. ~~ 

Aanstelling: van 7) adjunk-mediese beampte. 

_. 2. Die organisasie wat verantwoordelik is vir die dryf 
van ’n bloedbewerkingslaboratorium kan .’n -behoorlik 
gekwalifiseerde en ervare geneesheer as die plaasvervanger 
van die lisensichouer. aanstel. - 

Funksies van die lisensiehouer. 
3. (1) Die lsensichouer oefen beheer uit oor, en is 

verantwoordelik vir, die- behoorlike uitvoering van alle 
mediese, tegniese, administratiewe en klerklike prosedures 
wat deur die bloedbewerkingslaboratorium behartig word 
en wat in hierdie Bylae voorgeskryf word en hy is verant- 
wocrdelik daarvoor om toe te sien dat daar aan al die 
toepaslike vereistes van Deel I van hierdie regulasies en 
van hierdie Bylae ten voile voldoen word. . - 

(2} Die lisensiehouer moet die , lisensiéringsowerheid 
onverwyld skriftelik verwittig van— ‘ a 

_ (i) die van, voile voorname, posadres en mediese 
Kwalifikasies, soos deur die Suid-Afrikaanse 
‘Geneeskundige en Tandheelkundige Raad geregi- 
streer, van enige geneesheer wat deur die organi- 
sasie verantwoordelik. vir die dryf van die bloed- 
bewerkingslaboratorium” as’ sy  plaasvervanger 
aangestel is; en . 

(ii) enige verandering wat in die aanstelling van 
sodanige plaasvervanger gedoen is. 

(3) Die lisensichouer’ moet die lisensi 
onverwyld skriftelik verwittig van— 

(a) enige verandering in die benaming, of die besig- 
heids-, pos- en telegramadres of die telefoon- 
nommer van dic bloedbewerkingslaboratorium: of 

‘(by enige verandering in die benaming, of die besig- 
heids-, pos- en telegramadres van die organisasie 
verantwoordelik vir die dryf van die laboratorium: 

’ of , . . . - 

_. (c).enige veranderings in die organisasie van, en die 
.,,Metodes en prosedures gevolg deur- die labora-— 
.» torlum met. spesiale verwysing na enige verande- 

rings— a , : 
_ (i) in die voorraadbronne. van bloed vir bewerking 

tot preparate van menslike bloed; 
Gi) in die tipes preparate van menslike blocd wat 

deur die laboratorium:. bewerk word: 
' Gi) in die tegniese metodes en prosedures wat 

deur die laboratorium gevolg word vir 
bewerking van hierdie preparate en in die 
toetsmetodes wat toegepas word ten einde te 
verseker dat cike lot preparaat aan die voor- 
geskrewe standaarde vit gehalte, suiwerheid 
en veiligheid wat op sodanige preparaat 
betrekking het, voldoen: . 

(iv) in die stelsel wat deur.die laboratorium gevolg 
word vir die hou van voorgeskrewe rekords: of 

{v) in die aanleg van die laboratoriumgeboue en 
hulle ligging met betrekking tot nabygeleé 
geboue of laboratoriums. me 

Sringsowerheid 

(4) Die lisensichouer moet aan die lisensizringsowerheid 
*n eksemplaar van die jaarverslag van die laboratorium 
besorg so gou as wat redelik moontlik is na die publikasie 
daarvan. , , 

Funksies van die adjunk-mediese beampte. 
4. (1) Die adjunk-mediese beampte vir die lisensie- 

houer staan hom by en neem in sy piek waar en het volle 
bevoegdhede om as die lisensichouer op te tree wanneer 
ook al laasgenoenide tydelik van diens afwesig is of nie 
daarvoor beskikbaar is nie, en hy is dan verantwoordelik 
daarvoor dat al die pligte van die lisensiehouer soos in 
hierdie Bylae voorgeskryf, uitgevoer word. 

. @) Indien die lisensichouer sy pligte as die verant- 
woordelike mediese beampte van die bloedbewerkings- 
laboratorium permanent neerlé, kan die adjunk-mediese 
beampte as die lisensichouer optree vir *n tydperk van 
hoogsteris 30 dae waartydens aansoek om ’n nuwe lisensie 

1
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“The Licensee’ br. Deputy Medical Officer Always to be 
. Avaitable. ; . 

sus §,. Rither the ‘Ticensee or the deputy medical officer in 

charge shali be. available at all times for the control of 

‘ the blood processing laboratory. | | oo 

_ Applications for Blood Processing Laboratory Licences.” 

6. (1) Every medical. practitioner who. is appointed by 

an organisation as the medical officer in. charge of its 

blood processing laboratory shall forthwith apply in 

writing to the licensing authority for a blood processing 

laboratory: licence and shail furnish with his application 

the following information :— 

(a) His surname, full christian names, ‘postal address 

and medical qualifications as registered by the 

South African Medical and Dental Council. 

(b) The designation, the business, postal and telegraphic - 

addresses and the telephone number of the blood 

_ processing laboratory. Oo _ 

““(c) The designation, and the business, postal and 
~ telegraphic addressés of the organisation respons- 

ible for the. Operation of. the blood processing 

: laboratory. a oS 

(d) A letter signed by an appropriate official. of the 

‘ above-mentioned organisation ‘stating .that— 

(i) the applicant has been permanently or tempo- 

rarily appointed by it as the medical officer in 

charge of the laboratory; and — 

(ii} the date from which ‘such appointment. is. to 

take effect; and 

. ‘Gii) jf the appointment is a temporary one, the | 

period for which the appointment has been 

made... - . 

(e) Ao short and comprehensive description by the 

“applicant of the organisation of and the methods 

and procedures to be adopted by the laboratory | 

in respect to the processing of preparations of 

human blood that it will undertake. This descrip-_ 

tion shall include the following particulars:—- 

(i) The designations and. address(es) of, the blood 

donor society/societies which will supply the 

laboratory with blood withdrawn from human. 

beings for processing into preparations. of 

human blood. 

(ii) A list of the types of preparation of human 

blood) which will be processed by the 

laboratory. . 

(iii) A detailed description of the. technical methods 

and procedures which itis intended to employ. 

in the laboratory for the processing of these 

preparations and of the test methods which 
will be employed routinely in the laboratory to 

ensure that the quality, purity and safety of 

every batch of these preparations will comply 

“with the releyant standards which are 

prescribed in this Schedule ‘for these prepara- 

tions. 

(iv) A description of the system to be adopted: by 

the laboratory. for the keeping of. all the, 

records which are prescribed im this Schedule. 

(v) A sketch plan of the laboratory buildings 
- showing their lay out and relationship to neigh- 

bouring buildings or laboratories. 

It shall, -however, not be’ necessary for the 
‘applicant to furnish this description of the organi- 

sation of, and the methods and procedures adopted 
by, the laboratory if such a description has been 
previously furnished to, and ali the subsequent 

_ changes therein notified to, the licensing authority 
\ provided that— . Co 

:() he refers in his application to such .previously 
supplied. description and notifications; and 

(ii) be certifies that no other.changes have since 
* been made’ oo ee 

“| besonderhede insluit: — oo 

  

Die lisensiehouer of adjunksmediesé ‘beampte: moet altyd 
i |. ¢ beskikbaar wees... 

5. Of die lisensichouer of die adjunk-mediese beampte — 
moetite alle tye beskikbaar wees om beheer uit te- oefen. 
oor. die. bloedbewerkingslaboratorium. . : LS 

Aansoeke om bloedbewerkinesladcratoriumlisensies. . 

6. (1) Elke geneesheer wat deur ri organisasie aangestel’ - 
word, as dic verantwoordelike mediese beampte van sy © 
bloedbewerkingslaboratorium 
lisensiéringsowerheid skriftelik aansoek doen om ’n. bloed- 
bewerkingslaboratoriumlisensie en: moet: die volgende 
inligting saam met sy aansoek verstrek : — on 

moet onverwyld by ‘die - 

(a). ‘Sy van, volle yoorname, posadres en mediese kwali+ 
' fikasies soos deur die Suid-Afrikaanse- Genees-'. 
| kundige en Tandheelkundige-Raad gerégistreer..- 

(b) Die bendming, die besigheids-, pos- en telegram- - 
adres en die telefoonnommer van die bloedbewert- - 

kingslaboratorium. Lo _ 

(c) Die benaming en die besigheids-, pos~ en-telegram~ 
. adres. van die organisasie verantwoordelik vir die 

dryf van die bloedbewerkingslaboratoriums |” 

_(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 verantwoordelike 
mediese beampte van die laboratorium; en | 

'. Gi) die datum waarop sodanige aanstelling van - 
krag word; en: ~ . : Co 

(iii) indien dit ’n tydelike aanstelling is, die tydperk- 
‘waarvoor die aanstelling gedoenis. =  ~-  ~ 

(e) ’n Kort en omvattende beskrywing. deur die :appli-- 
kant van die ‘organisasie van die laboratorium en 
die metodes en prosedures wat deur. die labora-.- 

_ torium gevolg sal word in verband met die bewer-.- 
_ king van preparate van menslike bloed wat hy sal ~ 

'  ondernéem. Hierdie beskrywing moet die volgende - 

| . (i) Die benaming/s en adres/se van die bloed- . 
te skenkingsvereniging/s wat. bloed.. wat. van | 

_ mense onttrek is vir bewerking.tot preparate’ 
van menslike bloed aan die laboratorium sal! 
verskaf, 2 . : 

(ii) ’n Lys van.die tipes. preparaat van -menslike. 
- bloed wat deur die laboratorium bewerk sal- 
.. word. os Toe 

(iii) ’n Volledige : beskrywing ‘van die tegniese 
- metodes .en_ prosedures wat die organisasie ’ 

"  -voornemens is om in die laboratorium aan te 
wend vir. die bewerking van hierdie preparate . 

en van die toetsmetodes wat gerecld in die. 
laboratorium toegepas sal word ten-einde te. 
-verseker dat die gehalte, suiwerheid en. veilig- 
heid van elke lot van hierdie preparate sal ~ 
voldoen aan die toepasitke standaarde wat in 
hierdie Bylac vir hierdie preparate voorgeskryf 
word. oo 2 — 

-.” (iv) ’n Beskrywing van die stelsel wat deur. .die 
: _ laboratorium gevolg sal word vir-die hou van - 

al die rekords wat in hierdie bylae, voorge-_ 
-skryf word: - So 

(v)’n Sketsplan van die laboratoriumgeboue wat 
hulle aanleg en ligging met betrekking, tot, 
naby geleé geboue, en Jaboratoriums toon. <. 

Dit is egter nie nodig dat die applikant hierdie 

beskrywing van die organisasie van die -labora- 

_toriums en die metodes en prosedures wat deur die 
‘Yaboratorium gevolg word, moet verstrek -nie, in- 

dien so ’n beskrywing voorheen aan die~lisen- 

siéringsowerheid verstrek is en laasgehoemde ‘in 

kennis gestel is van al die veranderings wat later’ 

'‘ daarin aangebring is, mits— i 

(i) hy in sy aansoek na sodanige beskrywing en 
kennisgewings wat voorheen verstrek is. ver- 
wys; en : re 

-:°° Gi) hy sertifiseer dat geen ander veranderings = 
-  sedertdien aangebring is nie.



© Such other information: as may, ‘be. required by: ‘the 

‘licensing authority in respect to the organisation 

‘of and: the methods .and procedures adopte dd by 

. _ the laboratory in respect to the processing of 

preparations of human blood. te 

~ Renewal of Licences. oy. 

oF, ‘Every licensee on application for renewal of a ‘blood 
processing laboratory: licence beld by him shall furnish 
the licensing authority with the following information :— 

(a) The registration number of the licence heid by him. 

(b) His “surname, full christian names, postal address- 
‘and medical qualifications as registered by the 

- South African Medical and Dental Council. 

© The designation, the. business, postal and telegraphic 
- addresses and the telephone number of the blood 

. processing -laboratory. 

@ The designation, and the business, 
. telegraphic. addresses of the’ organisation respon- 
sible for the operation of the blood” Processing 
laboratory. - 

© ‘A: letter. signed by an “approptiate “official of the 
above- mentioned organisation . stating’ that the 
applicant will continue to be employed permanently 
or temporarily‘as, the medical officer in charge of. | 

~~. . the blood. processing laboratory and if to be 
employed temporarily, the period . over which he | 
‘will be so employed. 

oO A statement from the applicant to the effect that— 

_@ no changes have been made in the sources 
of supply of. blood for processing, or in the 
list.of types of prepafations procesied by the 

’ Jaboratory or in the technical methods and 
procedures adopted by the laboratory inthe. 

processing of preparations of human blood or 
in the routine testing of such preparations to 
eisure that they comply with the standards of, 

2 . = quality, purity and safety ‘as prescribed by. this | 
... °..- Schedule, or “in the system of keeping of | . 

prescribed “records, or in the layout of the 
laboratory buildings and. their relationship to - 
neighbouring buildings or laboratories since | 
a description of: these matters was last 
furnished fo the licensing: authority; “or 

toe ii) that all such changes: which have since been 
“made have been, or are now being, notified to. 
-- the licensing, authority. 

’ 

Notification that the Licensee “has Ceased to Act as the 
Medical. Officer in Charge of the Laborator: ‘Y, 

8. ‘Should the licensee for any reason relinquish his 
‘post as medical ‘officer in charge of the laboratory, the 

appropriate officer of the organisation responsible for the 
' operation of the blood processing laboratory. shall forth- 
: with notify the licensing authority in writing of this fact 
_and advise the latter as to the name of the deputy medical 
officer who will: carry on the laboratory until a new 
‘tnedical: officer in charge’ has been appointed. ° 

| Sour ces of Blood Processing into Pr eparations of 
. Human Blood. 

9. Only blood which has been obtained from a licensed 
--blood donor society may ‘be used by a blood processing 
Breed. for processing into _ Preparations of human 

‘ bloo 

Conditions under which Blood may be Processed into 
Preparations of Human Blood, 

10. (1) Only blood which has been collected, stored 
-and. transported. in accordance with the First Schedule to 

.. these regulations shall be used for processing into prepara~ — 
. tions-of human blood. 

(2) The blood shall be delivered to the laboratory 
within 28 days iticlusive from the time of its withdrawal 
‘from the blood donors. 

28 ee 
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postal and 

‘vereniging verkry is,   

p ‘Ander “inligtinig: wat deur = ‘die lisenisiéringsowerheid / 
verlang word ten opsigte van- die organisasie van 
die laboratoriam en die metodes en prosedures wat 
in. verband met die- bewerking van preparate van 

“menslike ‘bloed deur die laboratorium gevolg word. 

Hernuwing v van lisensies. 

7. Elke lisensiehouer moet by aansock om die her- 
nuwing van “n bloedbewerkingslaboratoriumlisensie wat 
deur hom gehou word, die volgende inligting aan n die lisen- 
siéringsowerheid verstrek : —’ 

(ay Die registrasienommer van die lisensie wat deur hom 
gehou word. 

(b) Sy van, volle voorname, " posadres en mediése . 
“kwalifikasies soos deur die Suid-Afrikaanse Genees- 

_  kundige en Tandheelkundige Raad. geregistreer. 
' (c} Die benaming, die besigheids- pos- en telegramadres 

en die telefoonnommer van die bloedbewerkings- 
laboratorium., © 

(d) Die benaming en die besigheids-, pos- en telegram- 
adres van die organisasie verantwoordelik -vir die 
dryf van die bloedbewerkingslaboratorium. + ~~ 

‘(e) ’n Brief deur ‘n gepaste amptenaar van bogenoemde 
organisasie waarin gemeld word dat die applikant 

_ permanent of tydelik in diens gehou sal word as 
die verantwoordelike mediese beampte van die . 
bloedbewerkingslaboratorium, én indien hy tydelik 
in diens geneem sal word, die tydperk waarvoor hy 
in diens geneem sal word. © 

(f) ’n Verklaring van die applikant dat— 

(i) daar geen veranderings aangebring is nie in 
die voorraadbronne van bloed vir bewerkiag, 
of in die lys van tipes preparate wat deur die 
laboratorium bewerk word of in die tegniese 
ni¢todes en prosedures wat deur die labora- 

. torium gevolg word by die. bewerking van 
preparate van menslike bloed of in die gereelde 
toets van sodanige preparate ten einde te ver- - 
seker dat hulle veldoen aan die standaarde 

hierdie Bylae voorgeskryf, of in-die steisel van 
die hon van voorgeskrewe rekords of in die 
aanleg van die laboratoriumgeboue en. hulle 

‘ligging met betrekking tot nabygeleé geboue of 
laboratoriums sedert: die laaste keer toe ’n 
beskrywing van hierdie aangeleenthede aan 
die lisensigringsowerheid verstrek is; of. 

Gi) Al sodanige veranderings wat sedertdien aan- 
.. gebring is, reeds aan die lisensiéringsowerheid 

meegedeel is, of nou meegedeel word. 

Kennisgewing dat die lisensiehouer opgehou het om as 
die. verantwoordelike mediese beampte van. die 
laboratorium op te tree. 

' 8. Indien die lisensiehouer om enige “rede sy betrekking 
‘as. verantwoordelike _mediese beampte van die labora- 
torium neerié, moet die gepaste amptenaar. van die 
organisasie -verantwoordelik vir die. dryf van die . bloed- 
bewerkingslaboratorium die - lisensiéringsowerheid. onver- 
wyld skriftelik van dié feit-in kennis stel en laasgenoemde 
verwittig van die naam van’ die adjunk- mediese beampte ~ 
wat vir die laboratorium verantwoordelik sal wees totdat 
"n nuwe verantwoordelike mediese beampte aangestel is. 

Bronne van bloed vir bewerking tot preparate van 
menslike bioed. 

9, Slegs bloed wat van ’n gelisensieerde bloedskenkings- 
kan deur ’n._ bloedbewerkings- 

laboratorium gebruik word vir bewerking tot preparate 
-| van menslike bloed. 

Voorwaardes waarop bloed tot preparate van menslike 
‘bloed bewerk kan word. 

10. (1) Slegs bloed wat ooreenkomstig: die Eerste Bylae 
-van hierdie regulasies getap, opgeberg en vervoer is, mag 
vir bewer king tot preparate van menslike bloed gebruik 

| word. 

(2) Die bloed moet binne 28 daé met insluiting van. 
die datum -waarop dit van die bloedskenkers | onttrek. is by. 

1 die Jaboratorium “afgelewer word.   

  
van gehalte, suiwerheid en veiligheid soos by —



(3) The blood shall be delivered: to. the Jaboratory in. 
the original containers into which each donor- was. bled. - 

(4) The containers of. blood shall be delivered. to the 

laboratory in cléan’ insulated or refrigerated shipping 

hampers which will maintain them ata suitably - low- 

temperature or by such other means as has been approved 

‘by the-licensing authority. 
containers are delivered ‘shall be checked and recorded 

at the laboratory on their receipt. Only containers which 

“have been maintained. continuously. at-a temperature not 

exceeding 10° C. shall be used for processing into human 

_ antibody globulin. . 

(5) All containers of blood for processing into prepara- 
tions of. -human blood. shall be maintained at the 

laboratory from the time-of receipt until the time that 

The temperature at which the- 
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processing is commenced at a teniperature of 4° to 10° CL | 

(6) Only containers of blood of which the hermetic seals | 
are intact ahd show no signs of puncturing shall be used 

for processing into preparations of human blood. : 

(7) Only containers of bicod from donots who at the 

time of withdrawal of blood from them have been shown 
to have negative serological tests for syphilis shall be | 

processed into: preparations of human biood except that 

blood which has been stored continuously at a temperature | 

between:4° and 10° C. for not less. than 96 hours may be 

used for such processing though no serological tests for - 
been syphilis have been carried out or such tests have 

shown to be positive. oo 

is commenced, a sterility. test shall be carried out, by a 

method approved. by the licensing authority, on every | jconcigringsowerbeid goedgekeur, en slegs bowers. waar- 
container of blood for. processing and only containers of 

which the contents have been shown to be sterile by such | 

".3) Die bloed: moet in’ die oorsp , 
.dit van elke skenker getap is, by die faboratorium: 

‘aangeieken word.. Slegs houers wat deurgaans by 

temperatuur van hoogstens 10° C gehou is, mag vir... 

  

7 - - . . . oe 

EB 

ronklike houers waarin - ~ 

afgelewer word,- bee 

(4) Die houers met-bloed: moet by die Jaboratorium oo 
atgelewer’ word in skoon, geisoleerde of verkoelde _. 

versendingshouers wat hulle by ’n geskikte lace tempera-. — 

tuur sal hou -of op ’n ander ‘wyse wat. deur “ die. 

lisensiéringsowerheid goedgekeur is. Wanneer die houers ~ 

in ontvangs. geneem word, moet:die temperatunr waarby. 

hulle afgelewer word, by die laboratorruny nagegaan cn -- aa 
a’ 

bewerking tot menslike teenstof-globulien gebruik word. *. 

- (5) Alle houers’ met. bloed vir bewerking tot preparate 

van menslike bloed moet vandat hulle ontvang is totdaty _ 

daar met die bewerking begin word by die laboratorium — 

by ’n temperatuur van 4° tot 10° C gehou word. oe 

_ (6) Slegs -houers met bloed. waarvan dic hermetiese 

_verseélings ‘ongeskonde is en wat geen tekens toon dat™ ~ 

| hulle copgesteek is nie, mag yir bewerking tot preparate - 

| van menslike bloed gebruilk-word. = Nee 
I : . . : 

(7) Slegs hovers met bloed van skenkers ten opsigte 

vai wie, toe die bloed van hulle’ onttrek is, die serum- 

toets vir-sifilis negatief gebiyk het, mag tot _preparate van. -- 

menstike bloed bewerk word, behalwe dat bloed wat deur- sO 

gaars vir minsteis 96 uur by ’n temperatuur. van tussen ¢ - 

4° en 10° C opgeberg is vir sodanige bewerking gebruik 

kan Word, hoewel daar geen serumtoetse vir. sifilis..uit~ 

| gevoer' is nie of sodanige toetse positief geblyk het...” 

(8) Nadat die hovers met bloed- vir ‘bewerking ‘by die“: 

(8) After receipt at the laboratory and before processing |. taboratorium in ontvangs geneem is en voordat daar met 
die bewerking begin word, moet ’n steriliteitstcets op. elke - 

houer uitgevoer word volgens “i metode deur die 

van die inhoud by sodanige toetse steriel geblyk het, mag - 

tests may be used for processing into preparations of vir Dewerking tot ‘preparate van menslike bloed ‘gebruik 

, ~ Be ee | human blood: at So uo Co 
(9) Alle positiewe steriliteitstoetse op houers met bloed ~ 

moet aa voltooiing van die toetse sonder versuim skriftelik - 

deur die -lisensichouer gerapporteer. word aan ‘die vetant-: 
‘woordelike mediese beampte van die bloedskenkingsdiéns 

wat die houers: verskaf het soos in regulasie 32. Gyan > 

‘die Eerste Bylae van- hierdie regulasies bepaal. a 

(10) Die eerste stadium in die bewerking. yan bloed 

tot preparate van menslike bloed waardeur die plasmia-of ©. 

serum van die rooi bloedliggaampies of bloedklont ~ 

afgeskei word, moet binne 30 dae vandat die bloed van- 

die bloedskenkers onttrek is, voltooi word. — | rn 

(11) Alle afgeskeide plasma of serum moet by. ’h 

temperatuur van 4° tot 10° C gehou-word totdat daar 

met die bewerking daarvan tot ’n preparaat van menslike “~ 

(9) All positive sterility’ tests. on containers of blood 
shail be promptly reported in writing on their completion | 
by the licensee to. the medical officer.in charge of the 
blood donor service which supplied the containers: as 
provided for.in regulation 32 (3) of the First Schedule. 
of these. regulations. . Co 

(10) The first stage in the processing of blood into 
preparations of human blood whereby the plasma or 
serum is separated from the red blcod corpuscles or blood | 
clot shall be completed within 30 days of the withdrawal 

_ of the blood from the blood donors. : Be 

(11) All separated plasma or serum shall be maintained 
at.a temperature of 4° to 16° C. until its processing into a. 
preparation of human blood is commenced. . 

_bloed begin word. oo. ol, 

- (42) *n Rekord moet deur die lisensichouer gehou word. 

van dike houer met bloed wat deur hom vir bewerking 

ontvang is en hierdie rekord moet die volgende inligting © 

weerges {— - Ce 

’ (a) Die identifikasi¢merk van ‘die houer soos dit op sy — 

_ | etiket verskyn; - TN 
(b) die datum waarop die bloed in die houer van die. 

. Skenker onttrek is, ook soos dit- op die etiket - 

|. daarvan verskyn; oe 
{c)' die datum waarop dic 

"| ontvangs geneemiss 
_ (d) die temperatuur waarby die houer afgelewet is. - 

(e) die datum waarop daar met dic steriliteitstoets. begin. 
: iss. o 2S 

(fj die datum waarop: die steriliteitstocts yoltooi is; 

_ (2) die resultaat van die steriliteitstoets; 2 

_(h) die datum waarop die plasma of serum van die 100i . . 

bloedlizgaampies of bloedkiont afgeskei is. 9. , 

(12) A record shall be kept by the licensee of every 
container of blood received: by him for processing and 

_ this: record shall reflect the following information :— 

(a) The identification mark -of the container. ‘as’ 
appearing on its label; 

(b) the date on which the blood in the container was_ 
‘withdrawn from the donor ‘also as appearing on 
its label; - oe - | 

(c) the date of receipt of the container at the laboratory; 
(d) the. temperature at which the container was 

_ delivered; TS 2 
{e) the date on which the sterility test was set up; 
(f) the date on which the. sterility test. was completed; 

_ (g) the result of the sterility test; . 
(4) the. date on. which the plasma or-seram was 

separated from the red blocd corpusclés or blood 
clot. noe , . st 

houer by die laboratorium in 

Perseel-en uitrusting. . 

oO : - 11. Die perseel waar bloed tot preparate van ménslike .: 

_ Ui. The premises on which bicod is processed into | bloed’ bewerk word en waar toetse uitgevoer word ten 

‘preparations of human blood and on which tests are einde te verseker dat die’ gehalte en. veiligheid van 

_ carried out to ensure. that. quality and safety of- such sodanige preparate en die uitrusting wat in verband: | 
preparations and the equipment used: in connection there- | daanmee gebruik word, geskik en toereikend: vir die doel, 

‘with shall be suitable and adequate for the purpose, shall |-is, moet van so ’n aard wees dat dit moontlik. is om 

Tee . eo .0 a BD es 

Premises and Equipment.  



~ allow of proper aseptic precautions being taken and’ shall 
be to the satisfaction of the licensing authority. No 

“material which may contain pathogenic organisms may be 

introduced into premises in which preparati ons of human 
blood are processed. : ; 

‘Methods of: Processing. 

12. (a) The methods used for processing blood with- 
drawn from human beings into preparations of human 
blood; 

. (b) The number of. containers of blood that may be 
pooled for processing as a single batch for any Specific 

_ type of preparation; and 

- (c} The methods for cleansing and steritising of 
apparatus employed in the processing of preparation of 
human blood; 
shall be approved by the licensing authority. 

Batches of Preparation. 

13. (l) 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 througii to completion 
as a single lot. 

(2) Every batch of preparation shall . be given an 
‘identifying batch number. 

"Tests for Guality and Purity. 

14, (1) The tests for quality and purity which shall be 
applied routinely to every batch of a particular type of 
preparation shall be those tests which have been approved 
by the licensing authority as tests which will ensure that 
the batch of preparation in question shall comply with 

‘those standards for quality and purity which are 
prescribed in those regulations of this Schedule which 

. apply to this type of preparation. 

(2) No batch of preparation of human blood shall be 
issued for use in human beings uniess it has successfully 

: passed the prescribed tests for quality and purity. 

Tests for Safety. 

“15. (}) The following safety tests shall be routinely 
carried out on preparations of human blood: — 

(a) Sterility Tests —These tests shall be carried out on | 
every batch of every type of preparation. 

-.(b) Pyrogenicity Tests These tests shali be carried out 
on every type of preparation which is | intended for 
intravascular infusion. “ 

(c) Toxicity Tests-—These tests shal! be ‘carried out on 
every batch of every type of preparation which is 

~ intended for intravascular infusion, 

(dy Other Safety Tests.—These tests shall be carried out 
on every batch of such types of preparation for 
‘which they are prescribed in those paragraphs of 
Section B of this Schedule which apply to these 
particular types of. preparation. 

_ (2)'The methods for the performance of all safety tests 
-_ Shall be methods which have been approved by the licens- 
“ing authority for the purpose. 

(3) No batch of preparation:of human blood shall be 
issued for use in human beings unless it has successfully 
passed the prescribed safety tests. 

Records of Processing and Testing. 

16. Detailed protocols, in a form which has been 
approved by the licensing authority, shall be kept by the 
licensee in respect to the processing and testing for quality 

_and safety-of each and every batch of preparation: of 
human blood which is processed at the laboratory. 

; ‘Date of Manufacture. 

17. The date of manufacture of any batch of a prepara- 
~ tion of human blood shall be that date of. which all the 
‘tests for quality, purity and safety on that particular 
batch of preparation were successfully comipleted. 

Condition of Storage and-Expiry.Dates for Containers. 

18. (a) The conditions under which containers of each 
- type of preparation of human blood shall be stored; and 

an 
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. behoorlike aseptiese voorsorg: maatredls te tref en moet die 

lisensiéringsowerheid tev rede stel.- Geen materiaal wat 
patogene organismes kan bevat, mag op die perseel waar 
preparate van menslike bloed bewerk word, gebring word 
nie. ~ - 

Bewerkingsmetodes. 

12. (a4) Die metodes wat toegepas word vir bewerking 
van bloed wat van mense ontirek is, tot preparate van 

| menslike bloed; 
(5) Die getal houers met bloed wat saam as een enkele 

lot vir enige spesifieke tipe preparaat bewerk kan word; 
en 

(c) Die metodes vir die skoonmaak en steriliscer van 
apparaat wat by dic bewerking van preparate van mens- 
like bloed gebruik word; 

moet deur die lisensiéringsowerheid goedgekeur word. 

Lotte preparaat. 

13. (1) ’n Lot van enige bepaalde preparaat van bloed 
is dié hoeveelheid van dié preparaat waarvan die 
bewerking uit plasma of serum op een bepaalde dag begin 
word en as een enkele lot voltooi word. 

(2) Aan elke lot. preparaat moet ’n identifikasielot- 
nommer toegeken word. . 

Gehalte- en Suiwerheidstoetse. 

14. (1) Die ‘sehalte- en suiwerheidstoetse wat gereeld op 
elke lot van ’n bepaalde tipe preparaat uitgevoer word, 
is dié toetse wat deur die lisensiéringsowerheid goedgekeur 
is as toetse wat sal verseker dat die betrokke lot preparaat 
‘aan dié standaarde van gehaite en suiwerheid wat in dié 
regulasies van hierdie Bylae wat op hierdie tipe preparaat 
van toepassing is, voldcen. 

(2) Geen lot preparaat van menslike bloed mag vir 
gebruik by mense uitgereik word nie, tensy dit aan die 
voorgeskrewe gehalte- en suiwerheidstoetse voldoen het. 

Veiligheidstoetse. 

15. (1) Die volgende veiligheidstcetse moet gereeld op 
preparate van menslike bloed uitgevoer word : — 

(a) Steriliteitstoetse —Hierdie toetse moet op elke lot 
van elke tipe preparaat uitgevoer word. 

.(b) Pirogeenctoetse.-Hierdie toetse moet op elke lot 
van elke tipe preparaat wat vir intravaskulére toe- 
diening bedoel is, ui'gevoer word. 

(c) Toksiteitstoetse—Hierdie toetse moet op elke lot 
van elke tipe preparaat wat vir iniravaskulére toe- 
diening bed6el is, uitgevoer word. 

(d) Ander veiligheidstoetse —Hierdie toetse moet uit- 
gevcer word op elke lot van sodanige tipes prepa- 
raat waarvoor hulle in dié paragrawe van Afdeling 
B van hierdie Bylae wat op hierdie bepaalde tipes 
preparaat van toepassing is, voorgeskryf word. 

(2) Die metodes- vir die uitvoer van alle veilighcids- 
toetse is metodes wat vir die doel deur die lisensiérings~ 

| owerheid goedg=keur is. 

(3} Geen lot "preparaat van meénslike bloed mag vir 
gebruik .by mense uitgereik word nie, tensy dit aan die 
voorgeskrewe veiligheidstoetse voldoen het. 

Bewerkings- en toetsrekords, 

“46, Volledige protokolle, in ’n vorm wat deur die 
lisensiéringsowerheid goedgekeur is, moet deur die lisen- 
sichouer gehou word ten opsigte van die bewerking en 
toets vir gehalte en veiligheid van elke en iedere lot 
preparaat van menslike bloed wat by die laboratorium 
bewerk word. 

Vervaardigingsdatum. 

17. Die vervaardigingsdatum van enige lot van ’n 
preparaat van menslike bloed is dié datum waarop dié 
bepaalde lot preparaat al die toetse vir gehalte suiwerheid 

_en veiligheid deurstaan het. 

Opbergingestoestande en verstrykingsdatums vir houers. . 

18. (a) Die toestande waaronder houers met elke tipe 
preparaat van menslike bloed opgeberg moet word; en
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by The. expiry date beyond: which a ‘particular batch 

of preparation shall not be deemed At for use in the 

treatment of-human beings; __ 
shail be according to- the special provisions which are 

prescribed'in those regulations of this Schedule’ which are 

relative. to that particular type of preparation. 

Containers of Liquid Auman Plasma, Serum or Serum 

Albumin, Frozen Plasma and Dried Plasma, Serum. 

or Serum Albumin. 

19. (1) Containers for liquid human plasma, serum or | 

serum albumin, frozen plasma, and dried plasma, serum 

or serum albumin shall be either— 

(a) of colourless, transparent glass; or 

(6) of non-coloured disposable plastic material, sufi- 
cently transparent to allow of ready inspection of 

the. contents and shall cause no toxic changes in 

them. - 

Q) ‘The containers shall have hermetic closures which 

‘shall effectively protect. the .contents against contamina- 

tion, which shall cause no toxic changes in them and-shall 

readily reveal whether the container has been opened or 
the closure punctured for any purpose. 

(3) Samples of the containers and their. closures shall be 

submitted to the licensing authority for approval whenever 

application’ is made for a blood processing laboratory 

licence or for the renewal of such a licence or. whenever 
it is decided to change the type of container or closure. 

- (4) Only containers and closures which have been 
approved by the licensing authority ‘shall be used by 
blood processing laboratories for the issue of _these 

“preparations: of human blood. 

. Containers for Fibrin, "Fibrinogen, Thrombin and Human 
Antibody Globulin. 

20. The containers for fibrin, fibrinogen, thrombin ‘and: 
human antibody globulin shall be of a type approved by, 
the licensing authority. 

“Distilled Water. , 

21. If the blood processing laboratory supplies distilled 
water for dissolving dried plasma, serum or albumin 
prior to its infusion into human beings, this water shall be 
sterile and pyrogen free and shall also— -- ‘ 

(a). conform to standards of purity; 

©) be dispensed in hermetically sealed containers of a 
type; and 

-(c) be labelled in a manner: . 

which have been approved -by the licensing authority 

7 «“ Giving Sets?” 

22. If the blood processing laboratory provides “ giving 
sets” for the transfer of serum, plasma or albumin Qwet, 

‘frozen or dried) from the container to the vascular system 
of. the patient, these sets shall conform to the requirements 
specified in regulation 22 of the First Schedule to these 
regulations. . 

Records of Untoward Reactions and Deaths. 
23. (1) Records of all untoward reactions or deaths 

apparently caused by intravascular infusions with prepara- . 
tions of human blood shall be kept by every licensee of a 
blood processing laboratory in respect to all. containers: 
of such preparations issued by it and reported to him by ~ 
medical practitioners as having caused untoward reactions 
or.contributed to deaths. 

(2) These records shall be kept in a special register 
and in a manner approved by the licensing authority and 
they shall record the following information in respect to’ 

. each reaction or death réported to the licensee :— 

(a) The serial number of the entry. : 

(b) The name of the medical practitioner making -the 
‘. report and the date and time when he first made 
the report,   

~- (A) Die ‘verstrykingsdatum- “waarna ’n. bepaalde jot” 
preparaat ‘nle. geskik geag_ word -vir- gebruik -by: die 

met die spesiale bepalings wat-in dié regulasies van hierdie 
‘behandeling van mense-nie, moet in ooreenstemming wees 

Bylae voorgeskryf word wat betrekking bet op. dié a 
bepaalde tipe preparaat. _ - e 

- Houers vir vloeibare menslike plasma, serum ‘of serum” 
elwit, bevrore. plasma en n gedroogde plasina, serum. nm. of a! 
serumeiwit. ‘ ~ 

19, @ Houers vir vlocibare menslike plasma, serum Of 
serunieiwit, bevrore plasma, en gedroogde plasma, serum. >. 
of serumeiwit moet of— : 

(a) van kleurlose, deurskynende glas wees; Of. os 

(b) van nie-gekleurde wegdoenbare plastickstof, wat ” 
deurskynend genoeg: is sodat die inhoud geredelik 
geinspekteer kan word en wat. geen. toksiese 
veranderings daarin veroorsaak nie. - 

(2) Die houers moet hermetiese verseélings hé wat die - 
inhoud op. doeltreffende wyse teen. besmetting besketm, 
wat geen ‘toksiese veranderings in hulle 
en geredelik toon of die houer oopgemaak is en of. die’ 
versetling vir enige doel oopgesteek is. 

(3) Eksemplare van die houers en hulle verseélings nioét ” 
vir goedkeuring aan <die lisensi¢ringsowerheid voorgelé 
word wanneer ook al daar om ’n bloedbewerkingslabora~- 
toriumlisensie of om die hernuwing van sodanige lisensie... 
-aansoek gedoen word of wanneer ook al daar besluit word. © 
om die tipe houer of verseéling te verander.. - mS 

(4) Slegs houers en verseélings wat deur die lisensiérings-. + 
owerheid. goedgekeur is, mag deur bloedbewerkings- -- 
‘laboratoriums gebruik word vir die. uitreiking. van hierdie 
preparate van menslike bloed. 

Houers vir fibrien, fibrinogen, trombien en menslike. 
teenstof- globulien, 

20. Die houers vir fibrien, Aibrinogeen, 
menslike teenstof-globulien moet van ’n tipe wees wat. 
deur die lisensi€ringsowerheid goedgekeur is. 

\ 

veroorsaak nie ¢< 

trombien en * 

Gedistilleerde water. ne . ob 

21. Indien die bloedbewerkingslaboratorium gedistil: « cs 
leerde water verskaf vir die oplos van gedroogde plasma, 
serum of eiwit voor die toediening daarvan aan mense, 
met hierdie water steriel en pirogeenvry wees en: moet. 
ook— 

(a) aan suiwetheidstandaarde voldoen; So 
(b) geresepteer word in hermeties versetlde houers van: 

‘ntipe; en - -. as 
(c) géétiketteer word op ’n wyse , 

wat deur’ die lisensiéringsowerheid goedgekeuir ne 2 

,, Toedientoestelle, ”’ 

22. Indien die bloedbewerkingslaboratorium » toedien- : 
toestelle ” yerskaf vir die oorbring van serum, plasma of 
eiwit (nat, bevrore of gedroog) van die houer na die ‘vas- ‘ 
kulére steisel van die pasiént, moet hierdie toestelle vol- 
doen aan die. vereistes in regulasie 22 van die eerste by~ 
lae van hierdie. regulasies: gespesifiseer. . 

Rekords van congunstige reaksies en 1 sterfeevalle.: 

23. (1) Rekords van alle ongunstige reaksies of sterf---. 
gevalle wat skynbaar deur intravaskulére toedienings met.” 

- preparate van menslike bl 
‘elke lisensichouer van ’n bicedbewerkingslaboratorinm , 

ed veroorsaak is, moet deur” 

gehou word ten opsigte van alle houers met_sodanige 
preparate wat deur die laboratorium uitgereik-word en wat 
‘voigens aangifte deur geneeshere by die -lisensichouer; 
ongunstige reakstes veroorsaak het of een van die aan- . 
Jeidende oorsake van die sterfgevalle was. 

word en op ’n wyse deur die lisensiéringsowerheid ‘goed- | - 
gekeur en hulle moet die volgende inligting ten opsigte 
van elke reaksie of sterigeval wat by die. Jisensiehouer aan 

_(a) Die recksnommer van die inskrywing. 

(5) 

aangifte gedoen het. 

HON 

Die.naam van die geneesheer wat die aangifte- doen’ . 
en die datum en ‘tyd wanneer hy aanvanklik die . 

a ne 

too 

(2) Hierdie rekords moct in ’n spesiale register gehou : 

gegee is, gevat:— , / ae
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. © ‘The nature and. amount of the < preparation of human 

blood infused, and the batch and serial number: of doe 

’ the container. of which the contents appear to “have 

", been responsible for untoward reaction or death. 

@ The name of the patient and, when applicable, his 

_;- hospital, registration number and the name of. the 
- hospital or ‘place - at which the infusion “was” 

+ administered. 
(e) The sex, race and age of the patient. 

ay The nature of the illness or injury for which the | 
patient recéived the infusion. 

: (g) The date and time of the infusion. 
¢ 

(A). Brief clinical notes on the nature | and severity of 

“the untoward reaction. 

(i): The results. of any special _ investigations, | with“ 

special reference. to laboratory tests, which are 

. carried out to. trace. the cause of the untoward. 

; ' reaction. ; 

~G) If the untoward reaction was fatal— 

@ the apparent cause of death; ‘and 

wo 

(ii) if a post-mortem examination was cattied. out,” 

‘a summary of. the main. post-mortem findings. 

(k) The record and history of ‘other containers of ‘the 

_samé batch of the preparations and the. results of 
any investigat tions carried out, in tespect of these 

’ containers. 

OD: Any other remarks relative | to the nature and cause 
- of the untoward reaction or death. , 

me (m) The conclusions. reached ¢ as to the nature and cause 
- of the reaction Or death. 

Labelling... 

24, ray Every: container of a preparation of human- . 
blood shall have a label of appropriate size securely affixed 
“to. it... 

"(2 The ‘following i information shall be printed ¢ on the 
-Jabel in both official languages :— 

@ The proper name of the contents: 

(b) the ‘racial origin of the blood (European, Coloured, . 
Asiatic or Native) which may be indicated by the 
following code letters: — — 

W (for Whites); 
K (for Coloureds): 

‘TI for Indians cr Asiatics), =. > 
N (for Natives); : 

© the batch number forthe contents of the container. 
-and the serial number for the container in respect 

- to that batch; So ; 

-.@) the amount -of. preparations — ‘in the “container 
‘expressed in millilitres if in liquid or frozen liquid 
form and in grammes if in solid form; , 

“(e) the ‘date of completion of manufacture of the 
preparation; 

(f) the conditions. under which the container should be | 
stored. and the expiry date of its contents; 

(p) the name and address of the blood processing 
_’ laboratory which processed the preparation; - 

(k) the. licence. number cof the - blood “processing 
_-laboratory; - and 

- (i) such other information as may: be stipulated: by ‘the 
~-, -- licensing authority for each type of preparation. 

(3) The size of the printing shall be such .as may be 
easily read and the information required. by paragraphs 
(a) and (g} above shall be printed in a larger and more 
conspicuous type than the type used. for the other informa- 
tion on the label. . 

- (4) Samples of the proposed labels shall be submitted 
for approval by the licensing authority whenever applica- 
‘tion-is made for a blood transfusion laboratory licence, 

- or. for. the renewal of. such a licénce or’ whenever it is- 
_ desired to change the nature of the “printed matter On. 
the. label. . 

” 32 
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©) Die ‘ard en “hoeveelheid - van - die’ préparaat van 
menslike bloed wat toegedien is, en die lot- ¢i. 
reeksnommer van: die hover waarvan die inhoud | - 
blykbaar. verantwoordelik was | vir "n- ongunstige 
reaksie of ’n sterfgeval.. 

(d) Die naam van die pasiént en, indien van toepassing, 
_ sy. hospitaalregistrasienommer en die naam van die 
hospitaal of plek. waar die toediening geskied™ het. 

(e) Die geslag, ras en ouderdom van die pasiént. 
(f) Die aard van die siekte of besering waarvoor die 

pasiént die toediening ontvang het. 
(2) Die datum en tyd van die toediening. 

(A) Kort. kliniese- aantekeninge - oor die aard en. hewig- 
heid van die ongunstige reaksie. 

(i) Die resultate- van enige spesiale ondersoeke, met 
spésiale verwysing na laboratoriumtoetse wat uit- 
gevoer word ten eindé die-oorsaak van die ongun- 

_ stige reaksie op te spoor. 

@ Indien die ongunstige reaksie noodlottig v was— 

oo) die skynbare oorsaak van die dood; en 
Gi) indien ’n’ lykskouing uiigevoer is, *n same. 

vatting van die vernaamste lykskouingbevin- 
dings. | 

(k) Die rekord en geskiedenis van ander houers met 
dieselfde lot van die preparate en die resultate van — 
enige ondersoek wat ten opsigte van hierdie houers 
ingestel is: 

() Enige ander opmerkings wat be trekking het op die 
_aard en oorsaak van die ongunstige reaksic of 
sterfgeval. 

(m). Die gevolgtrekkings waartoe geraak is met betrek= 
‘king tot.die aard en oorsaak van die reaksie of 
sterigeval. 

Etiketteri ing. 

24. (1) Elke houer met ’n preparaat van menslike bloed 
-moet voorsien wees- van ’n etiket van ’n gepaste grootte - 
wat stewig daaraan geheg is. 

- Q) Die volgende: inligting moet in -albei amptelike tale 
op die etiket gedruk word: ~ : 

(a). Die regte naam van die inhoud; 

(b) die ras waatvan die bloed afkomstig is (blanke, 
Kleurling, Asiaat of Naturel) wat met die volgende 
kodeletter aangedui. kan word :—~ 

W (vir Witmense); 
K (vir Kleurlinge); 
I (vir Indiérs of Asiate), 

.N (vir Naturelle); . 

(c) die lotnommer vir die inhoud van die hover en die 
recksnommer vir die houer ten opsigte van daardie 

-lot; 

(d) die hoeveelheid preparaat in die hover in milliliter — 
‘uitgedruk indien in ’n vioeibare of bevrore vloei- 
bare vorm en in gram, indien in soliede vorm; 

(e) die datum van voltooiing Vv, van vervaardiging van die 
. preparaat; 

(f) die toestande waaronder die houer opgeberg moet 
‘word en die’ verstrykingsdatum van die inhoud 

’ daarvan; 

(¢) die naam en adres van die bloedbewerkingslabora- 
torium.wat die preparaat bewerk het; 

(A) die lisensienommer van die bloedbewerkingslabora- 
torium; en - 

. (i) ander inligting’ wat deur die lisensiétinesowerheid 
vir elke tipe preparaat gestipuleer word. 

(3). Die grootte van die letters moet sodanig wees dat 
“hulle maklik “gelees kan word en dic inligting wat vereis 
word by paragrawe (a) en (g) moet in groter en opvallende 
letters gedruk ‘wees as di¢ wat vir die ander inligting op 
die etiket gebruik word. 

(4) Eksemplare van die voorgestelde etikette moet vir 
goedkeuring aan-die lisensiéringsowerheid voorgelé word 

“ wanneer ook. al daar om ’n bloedbewerkin slaboratoriur- ng 
lisensie of om die hernuwing van scdanige lisensie aan- 

. soek gedoen word of wanneer ook al daar verlang word 
‘om die.aard van die drukwerk op die etiket te verander.  
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Pamphlet Accompanying Each Container. 

25. ()-A pamphlet of information and printed ia both 

official languages. shall be issued with every container of 

preparation of human blood. 

(2) This pamphlet shall. give the following informa 
tion: — 

() The name, the business, postal and ° telegraphic 

address and the telephone number of the blood 
processing laboratory. 

- ii) The name of the licensee. L 

(iii) Advice \in regard to the nature, storage, use and 
methods of administration of, and precautions. in 
the use of, the preparation which the licensee con- 
siders should be brought to the notice of medical | 
practitioners. 

(3) This pamphlet shall also draw the attention of 
medical ‘practitioners to the provisions of regulations 9 
and 13 of Part I of these regulations. 

(4) The licensee shall, when he first applies for a blood 
processing laboratory licence and thereafter when any 
changes are made in this pamphlet, forward 3 copies of 
it to the licensing authority. . 

Form for Reporting Untoward Reactions or Deaths. 

26. (1) Every blood processing laboratory shall provide. 
a form, printed in both official languages, in the nature of 
a questionnaire to be completed by the medical practi- 
tioner who, in terms of regulation 9 of Part I of these 
regulations, reports an untoward reaction or death so as 
to enable the licensee to complete the relevant entries in 
the register of reactions and deaths as provided for in 
regulation 20. of this Schedule. -~ 

(2) The licensee may issue a copy of this form— 

G@) with every container of a preparation of - human 
blood; “or 

(ii) only when an untoward reaction or death is 
reported to him. 

(3) The licensee shall, when he first applies for a blood 
processing laboratory licence and thereafter whenever any 
changes are made in this form, forward 3 copies of it to 
the licensing authority. 

B. SPECIAL PROVISIONS, 

Liquid Human Plasma. 
27. (1) Quality and Purity. , 
(a) Liquid human plasma shall be free: of red blood 

‘corpuscles and, on inspection, shall show no 
visible sign of haemolysis... 

(b) tt shall contain not less than 4:5 per cent (w/v) of 
protein. 

(2) Expiry Date-—The expiry date for liquid human 
plasma shall. be not more than 6 calendar months as 
calculated from the time the plasma was separated from 
the red blood corpuscles. 

(3) Sterage.—Liquid human plasma shall be stored at. 
a temperature of not higher than 25° C. nor lower than 
10° C. in a place which is shaded from direct sunlight. 

(4) Labelling—The follawing additional information 
shall appear on the labels of all containers of liquid human. 
plasma: —_ 

(a) The protein content of the plasma. expressed in 
_ grams per 100 ml.; 

()) the nature and amount of the anticoagulent prepara- 
tion which was introduced; and — 

_(c) the caution that the plasma should not be used 
if it is cloudy or if a deposit is present, 

Frozen Auman Plasma, 

28. (1) Quality and Purity—The quality and purity of 
the plasma to be frozen shall be that as as. presctibed for 
liquid human plasma. 

| van die rooi bloedliggaampies afgeskei is.   \-vir vioeibare menslike plasma voorgeskryt is. 

\. 
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‘Parflet wat elke: houér vergesel. 

95. (1) ’no Inligtingspamfet wat in albei amptelike:t tale. 
gedruk i is, moet saan met eike houver.met ’n preparaat van. 2 
menslike biced uitgereik word.. 

(2) Hierdie pamflet moet die volgende inligting ver + 
strek :— 

(). Die naam, die besigheids-, pos- -en telegramadres i 
en die telefoonnommer van die bloedbewerkings- , 
Jaboratorigm. - ; 

Gi) Die naam van die lisensichouer. 

(iii) Advies in verband met die aard, opberging, eebruik 

t 

en toedieningsmetodes van, en voorsorgmaatretis  ~ 
by die gebruik van, die preparaat wat die lisensie- - 
hover ag onder die aandag van gene eshere gebring -. 

_maoet word. 

(3) Hierdie pamflet moet ook die ‘aandag van genees: 
here. op die bepalings van regulasies 9 en 13 van Deel {- 
van hierdie regulasies vestig. 

(4) Die lisensichouer moet wanneer hy die eerste keer 
om ’n bloedbewerkingslaboratoriumlisensie aansoek doen. >. 
er. daarna wanneer enige veranderings in hierdie pamflet © ~ 
aangebring word, drie afskrifte: daarvan | aan die lisen- 
‘siéringsowerheid stuur. 

Vorm vir die aangee van ongunstige reaksies of > 
- sterfeevalle. , 

26. (1) Elke bloedbewerkingslaboratorium moet nvorm 
verskaf in albei amptelike tale gedruk en in die aard-van.. 
’n vraelys wat deur die geneesheer wat ingevolge regulasie 
9 van Deel I van hierdie regulasies ’n ongunstige reaksie - 
of ’n sterfgeval aangee, ingevul moet word ten einde die * 
lisensiehouer i in staat te stel om die toepaslike inskrywings - — 
in die register van reaksies en sterfgevalle te maak S008. 
in regulasie 20 van hierdie Bylae bepaal. : 

(2) Die lisensichovuer kan ’n afskrif van hierdie vorm - 

uitreik— 

(i) saam met elke houer met ’n preparaat van menslike 
bloed; of . 7 

(ii) slegs wanneer n ongunstige reaksie ‘of’ D ‘storfgeval 

' by hom aangegee word.. 

G) Die lisensichouer moet, wanneer hy die eerste keer. 

om ’n bloedbewerkingslaboratoriumlisensic aansoek doen’ - ” 
en daarna wanneer ook al veranderings in hierdie vorm 

_aangebring word, drie afskrifte daarvan aan die lisen- © 
siéringsowerheid stuur. 

B. SPESIALE. BEPALINGS. 

Vioeibare menslike plasma. 

27. (1) Gehalte en suiwerheid. - 

-(e} Vioeibare menslike plasma moet vry wees van rcoi 
bloedliggaampies en, by. inspcksie, geen sigbare : 
teken van hemolise toon nie. 

(b) Dit moet minstens 4: ‘5 persent 
bevat. 

’ Q) Verstrykingsdatum,—Die 

(gew./vV.) proteien 

-verstrykingsdaturh _ Vit. 
_vlocibare menslike plasma moet hoogstens ses kalender- . 
maande wees soos bereken van die datum toe die Plasma . 

(3) Opberging—Vloeibare menslike 
opgeberg word by ° n temperatuur van nie hoér as 25°C. 
of nie laer as 10°C. nie in ’n plek wat teen regstreekse © 
sontig beskut is. , 

(4) Etikettering. —Die volgende addisionele inligting ~ 
moet op die etikette van alle houers | met vloeibare. 
menslike plasma verskyn :— 

(a} Die proteieninhoud van die plasma in gram per .. 
100 mi. uitgedruk; a 

(b)‘die aard en hoeveelheid van die antistollings- “ 
preparaat wat bygevoeg is; en 

‘(c) die waarskuwing dat die plasma nie gebruik moet - 
word. indien dit troebel is of daar ’n, afsaksel ‘ane 7 
wesig is nie. . : 

Bevrore menslike plasma, 

38. (1) Gehalte en suiwerheid—Die gehalte en suiwer- 
heid van die plasma wat bevrore moet word, is. dié wat, ‘ 

33. 

plasma. - moet oo
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@ Expiry Date. ~The» expiry ‘date for, frozen human 
“plasma shall be that which Ss } approved, by the licensing: 
authority.” . 

: 3) Storage. —Frozen human plasma shall be stored 
continuously at ia temperature which is not above 
— (minus) 18° C. 

(4) Labelling. —The following . -additional information 
shall appear on the labels of all containers of frozen 
human plasma :— So 

‘(a) The protein content “of the plasma expressed in 
grams per 100 ml; 

(b)-The nature and the amount of the afticoagulent 
‘preparation which was introduced; 

.(c) the instruction that before use the preparation 
should be liquefied by, warming the. container: toa 
temperature not higher-than 37° C.; and 

_ dd) the caution that the preparation shouid be used 
immediately after its liquefaction. : 

Dried H uman Plasma. 

29. (1) Quality and Purity. - 

(a) The quality and purity of the plasma to be dried 
shall be that as prescribed for liquid human 

“plasma. 

_. (b) The » dried plasma shall not lose more than 
- 1 per cent by weight after exposure to phosphorus 

pentoxide at a pressure not exceeding L mi illimetre 
_ of mercury. 

“© The dried plasma shail: dissolve completely in not 
"more than 10 minutes when distilled, water is added: 

_to reconstitute its original volume. 

(2) Expiry Date-—The expiry date for ‘dried human 
plasma shall. be ‘that which has been approved by the 

_ licensing authority. - 

-@B) Storage-—Dried human plasma shall be stored at a 
‘temperature which is not higher than 30° C. nor lower ~ 

. than 10° C. ina place which is shaded from direct sunlight. 

_(4) Labelling ——The following additional information 
shall appear on the labels of all containers of dried human 
plasma :— . 

(a) The protein content of the plasma when reconsti- 
‘tuted to its original volume and expressed in grams 
per 100 ml; - 

'(b) the nature and the amount of the anticoagulent 
preparation which was introduced; : 

(c) the amount of diluent necessary to reconstitute the © 
, plasma to its original volume;- and 

(@ the caution that the plasma should be used 
immediately after its reconstitution. 

Liquid- Human Serum. 

30. (1) Quality and Purity. 
(a), Liquid human serum shall be free of red blood | 

‘corpuscles and, on inspection, shall allow no visible | 
signs of haemolysis. 

~(b) Tt shall contain not ess than 6° > per cent (w/v) of 
|, protein. 

. » QQ) Expiry Date.—The expiry date for liguid human 
~ serum shall be not more than 6 calendar months as calcu- 

lated from the time the serum was separated from the 
blood clot. 

(3). Storage. —Liquid human serum shall be stored at 
a temperature not higher than 25° C. nor less than 10° C. 

‘in a place which is shaded from direct sunlight. 

(4) Labeiling—The foll lowing additional information 
shall appear on the labels of all containers of liquid human 
serum : —~ 

(@ The protein content of the serum expressed i in grams 
per 100 ml.; and 

. (b) the caution that the serum ‘should not be used if it 
ds cloudy 0 Or there i iS a: deposit i in it 
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‘| ee, Etiketiering. —Die. volgende addisionele   

Q) Verstrykingsdatum, —Die -yerstrykingsdatum. “vir 
_bevrore menslike plasma is dié datum wat deur die lisen- 
siéringsowerheid goedgekeur word. . 

(3). Opberging. —Bevrore menslike plasma moet. deur-° 
gaans by °n tetaperatuur van hoogstens - — (minus) 18° Cc. 
pgeberg . word. . 

i) Etikettering —Die volgende ‘addisionele inligting 
moet op die etikette van alle. houers met bevrore menslike 
plasma verskyn :— 

(a) Die proteieninhoud van ‘die plasma i in gram per 100 
mi, uitgedruk; 

(b) die aard en die hoeveelheid van die antistollings- 
preparaat wat bygevoeg is; 

(c) die instruksie dat voordat- die preparaat gebruik - 
word dit vioeibaar gernaak moet word deur die 
houer tot ’n temperatuur van hoogstens 37° Cc. te. 

- verhit; en 

(dj die waarskuwing dat die preparaat onmiddellik na. 
die vioeibaarmaking. dGaarvan gebruik moet word. 

Gedroogde menslike plasma. 

29. (1) Gehalie en suiwer heid. 

(a) Die gehalte en suiwerheid -van die plasma wat 
gedroog-moet word, is dié. wat vir vloeibare mens- 
‘like plasma voorgeskryf is. 

(b) Die gedroogde plasma moet hoogstens 1 persent 
aan gewig verloor na blootstelling aan- fosfor- 
pentoksied by ’ no druk van hoogstens | millimeter 
kwik. : 

(c) Die gedroogde plasma moet binne hoogstens 10 
minute geheel en al oplos wanneer. gedistilleerde 
water bygevoeg word om die oorspronklike volume’ 
daarvan te verkry. 

Q) Verstrykingsdatum.—Die verstrykingsdatum van 
gedroogde menslike plasma is dié datum wat deur die 
lisensiéringsowerheid goedgekeur is, 

one Opberging.—Gedroogde menslike -plasma moet 
geberg word by ° n temperatuur van mie hoér as. 30° C. 

OF “hie- laer as 10°C. nie in ’n plek wat teen regstreekse 
sonlig beskut is. - 

(4) Etikettering—Die volgende addisionele inligting 
moet op die etikette van alle houers met gedroogde mens- 
like plasma verskyn:—- 

(a) Die proteieninhoud van ‘die plasma wanneer dit tot 
die oorspronklike volume daarvan teruggebring is 

. | -€nin gram per 100 ml. uitgedruk; 

(b) die aard en die hoeveelheid. van die antistollings- 
“preparaat wat bygevoeg is; 

. {c) die hoeveelheid verdunningsmiddel wat nodig is om 
die plasma tot die oorspronklike volume terug te 
bring; en : 

(d) die waarskuwing dat die plasma onmiddellik na die 
terugbringing daarvan gebruik moet word. 

Vloeibare menslike serum. 

30: (1) Gehalte en suiwerheid. 

(a) Viocibare menslike serum moet vry wees van rooi 
bloedliggaampies. en by inspéksie geen sigbare 
teken van hernolise toon nie. 

(by dit moét minstens 6°5 persent (gew. [v) proteien 
bevat. 

 Q) Verstrykinesdatum.—Die verstrykingsdatum vir 
vioeibare menslike serum moet hoogstens ses kalender- 
maande wees soos bereken. van die datum toe die serum 
van die bloedkiont afgeskei is. 

(3) Opberging.—Viceibare menslike - serum moet 
opgeberg word by * n temperatuur van nie hoér as 25° C. 
of nie laer as 10° C. nie in ’n pick wat teen regstreekse 
sonlig beskut is: oO 

inligting 
oet op die ctikette van alle houers met _Vloeibare 

“mensiile serum verskyn : — 

(a) Die protefeninhoud ‘van die serum in gram per 
100 -ml.-uitgedruk; en ~ 

_ ) die waarskuwing dat die serum nie "gebruik moet- 
“-word indien dit troebel is of "ne ‘afsaksel daarin, 
aanwesig is tie. - -
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Dried H. aman Serum. 

31. (1) Quality and Purity. 

(a) The quality and purity: of the serum - to be ‘dried 

shall be that as prescribed for liquid human serum. 

(b). The-dried serum shall lose not more than 1 per cent 

by weight when exposed to phosphorus: pentoxide 

-at a pressure of 1 millimetre of mercury. 

{c} ‘The dried serum shall dissolve completely in not 

more than 10 minutes when distilled water is added 

to reconstitute its original volume. 

Q) Expiry Date-—The expiry date for dried human 

serum shall. be that ‘which has been approved by the 

licensing authority. 

: (3) Storage.—Dried. human serum 1 shail be stored at a 

temperature which is not higher than 30° C,-nor lower 

than 10° C. in a place which is shaded from direct sun- 

Tight. . 

(4) Labelling. —T he’ following ‘additional information 

shall appear on the labels of all containers of dried human 

serum :-~’ S 
(a) The protein content of the serum when reconstituted 

to its original volume and expressed in grams per 
100- ml.;. 

(b) the amount of diluent necessary to Feconstitute the 
serum to its original volume; atid ; 

(c} the caution that the serum should be used imme- 
diately after its reconstitution. 

Liquid Human Serum Albumin 

32. (1) Quality and Purity. 

(a) The quality of the plasma or serum from which the 
liquid serum albumin is prepared shall be that 
which ‘is prescribed for - hau human plasma or 
serum. 

(b) The solvent for the serum albumin and any 
stabiliser used shall be such as has been approved 
by the licensing authority.’ 

(c) The strength of the finished preparation shall be 
25 per cent (w/v) of protein. 

‘(dy The. finished product shall contain less than 
5 per-cent- (w/v) of globulin, 

(e) The pH value of the finished | preparation shall: lie 
between 6‘S:and 7-0. 

(2) Expiry Date. —The expiry date for liquid human 
serum albumin shall be not more than 5 years from the 
date of manufacture. 

_ @) Storage —Liquid human serum albumin. shall be 
stored at a temperature of 2° ‘to 10° C. 

(4) Labelling. 
shall appear on the labels of all containers of liquid human 
serum albumin :— 

(a The percentage of ‘protein present in the. solution 
expressed in grams per 100 ml. 

                                  

(b) the nature of the solvent and the nature and amount 
of stabiliser or any other substance which has been 

. added; 

(c) the osmotic equivalent of the solution in terms of 
plasma; and 

{d) the caution that the solution should not be used if 
it is cloudy or there is a deposit in it. 

‘ Dried Human Serum Albumin. ~ 

33. (1) Quality and Purity: 

(a) The quality and purity of the serum albumin to be 
‘dried shall be that prescribed for liquid serum 
albumin, 

_ (b) The dried serum albumin shall not lose more than 
1 per cent by weight after exposure to phosphorus 
pentoxide at a pressure of 1 millimetre of mercury, 

{c), The dried serum albumin shall dissolve completely 
when sufficient distilled water is added to make 

‘a 25 per cent solution.   
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Ge drooede: menslike” serum. . 

31. (1) ‘Gehalte-en Suiwerheid. , os 

@ Die. gehalte en suiwerheid van die. serum wat.« 
gedroog moct- word, is dié wat vir viocibare~ ] 
menslike serum voorgeskryf is. 

(b) Die gedroogde serum moet hoogstens 1 “persent = 
aan gewig verloor wanneer dit "by ’n .druk van 
i millimeter kwik aan fosforpentoksied blootgestel 
word. 

-(c} Die gedroogde serum moet binne hoogstens 10 
minute gehéel en al oplos wanneer gedistilleerde 
water bygevoeg word om die oorspronklike volume : 

_ ° daarvan te kry. 

(Q) Verstr ykingsdatum.   

-gédroogde menslike serum is dié datum wat deur’ die. 
: lisensiéringsowerheid goedgekeur is. 

(3) Opberging. -—Gedroogde menslike serum moet - 
_opgeberg word by’ n temperatuur van nie-hoér as 30° C. 
of nie laer as 10° C. nie in ’n plek wat teen regstreekse_ o 
sonlig beskut. is. 

(4) Etikettering. —Die . volgende addisionele inligiing © 
moet op die etikette van alle” houers | met gedroogde 
menslike serum verskyn:—- . 

(a) die proteieninhoud van die serum wanneer dit, tot. 

Die verstrykingsdatum vir™ 

die ocorspronklike- volume daarvan teruggebring is, _ 
en in gram per 100 mil. uitgedruk; 

_(b) die hoeveelheid verdunningsmiddel wat nodig is om : 
die serum tot die oorspronklike volume daarvan | 
terug te bring;.en 

(c) die waarskuwing dat die serum onmiddellik na die 
terugbringing daarvan gebruik moet word. 

ron Vloeibare menslike serumeiwit. . 

32. (1) Gehalte en ‘suiwerheid. . 

(a) Die gehalte van-die plasma of serum: waarvit ‘die 
* vloeibare serumeiwit berei word is. dié -wat -vir 

: vloeibare menslike plasma of serum voorgeskryf*is; 

{b) die oplosmiddel vir die serumeiwit en enige stabili- 
seerder wat gebruik word, moet dié wees wat deur 

. die lisensiéringsowerheid goedgekeur i is; : 

(cy die sterkie van die klaarbewerkte preparaat moet. 
25 persent (gew./v.) proteien wees; 

'(d) die Klaarbewerkte preparaat van serumeiwit moet. 
minder as 5 persent ' (gew./v.) globulien bevat;- 

(e) die pH-waarde van die Klaarbewerkte preparaat TG 
moet tussen 6°5 en 7:0 wees. 

Q) Verstrykingsdatum—Die versirykingsdatum - vir 
vioeibare menslike serumeiwit moet. ‘hoogstens vyE jaar 
van die vervaardigingsdatum wees. - 

_G) Opberging.—Vloeibare menslike serumeiwit ‘moet: 
by” n temperatuur van 2° tot 10° C. opgeberg word. 

' (4) Etikettering-—Die volgende addisionele- inligting ~ 
moet op die etikette van “alle houers met vloeibare - 
menslike serumeiwit verskyn : — 

(a Die persentasie proteien in die. oplossing . aanwesig.. 
in gram per 100 ml. uitgedruk; 

y 

{b) die aard van die oplosmiddel en die aard van en = : 
lioeveelbeid stabiliseerder of enige ander stof wat 
bygevoeg is; 

(c) die osmotiese ekwivalent van die oplossing it in terme 
van plasma; en 

" (d) die waarskuwing dat die oplossing nie gebruik | moet’ 
word indien dit troebel is of *n_ afsaksel daarin: : 
aanwesig is nie. 

Gedroogde menslike seruméiwit. 2 
33.1) Gehalte en suiwerheid. 

| (2) Die gehalte en ‘suiwerheid van die serumeiwit wat . 
_gedroog moet word, is -dié wat vir vlocibare serum ” 
eiwit voorgeskryf is. 

. (by Die gedroogde serumeiwit moet hoogstens 1 persent_ 
aan gewig verloor na blootstelling aan’ fosfor-.” 
-pentoksied by ’n.druk van 1 millimeter kwik. 

_.{c) Die gedroogde serumeiwit moet geheel- en al oplos- 
wanneer genoeg gedistilleerde water’ bygevoeg word | 
om-’n 25 persent- oplossing te lewer. 

35.
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(2) Expiry Date. The. expiry, ‘date for dried human 

serum albumin shall be that which. has been approved 

. by the licensing authority. ; 

~ Q) Storage. —Dried human ‘serum albumin sball- be 

. stored at.a temperature which is not higher than 30°C. 

nor lower than 10°C. in a place which is shaded from 

direct sunlight. 

(4) Labelling. —The following additional information 

shall : appear on the labels of all containers: of dried human 

‘serum albumin : — 

(a) The amount of diluent necessary to add to the ' 

contents of the container to make a 25 per cent 

- wiv)” ‘solution; 

() the nature and amount of stabiliser or any other 
“substance which has been introduced; 

( the osmotic equivale ent of the reconstituted 25 
per cent solution in terms of plasma; and. 

@ the caution that the solution should be used 
immediately after the diluent has been added. 

Human Fibrin, Fibrinogen, Thrombin and Antibody 
Globulin (Liquid and Dried). 

34 (a) The standards for quality and safety and the | 
_ ‘tests necessary to ensure that every batch of | 

' preparation complies -with” these | standards a 
- before it is issued for human use; 

~ (b) the: expiry dates; 
(c) the conditions for storage; ‘and © 

_ (d) the additional labelling requirements; 

‘for’ humin fibrin, fibrinogen, thrombin and antibody 
- globulin (liquid and- dried) shall be such as has been 
_ determined or approved by the licensing authority. 

QO Verstrykingsdatum. _Die verstrykingsdatum — vir 
| sedroogde menslike ‘serumeiwit moet dié datum wees wat 

| deur die lisensigringsowerheid goedgekeur is, ‘ 

(3) Opberging.—Gedroogde menslike serumeiwit moet 
opgeberg word by ’n temperatuur van nie hoér as 30° C. 
‘of nie laer as. 10° C. nie in ’n plek wat teen regstreckse 
sonlig beskut is. 

(4) Etikettering. —Die volgende addisionele inligting 
moet op die etikette van alle houers met. gedroogde 
menslike serumeiwit verskyn : — 

(a) Die hoeveelheid verdunningsmiddel wat by die 
- inhoud van die houer gevoeg moet word om ’n 

oplossing van 25 persent (gew./v.) te lewer; 
(b). die aard van en hoeveelheid stabiliseerder of enige 

, ‘ander stof wat bygevoeg is; 
(c) die. osmotiese ekwivalent van, die oplossing wat 

‘ teruggebring is tot 25 persent in terme van plasma; 
en 

“(d) die waarskuwing dat die oplossing gebruik moet 
word: onmiddellik . nadat . die verdunningsmiddel 
bygevoeg is. ~ 

_. Menslike fibrien, fibrinogeen, trombien en teenstof- 
‘globulien (vloeibaar en gédroog). 

34, (a) Die standaarde vir gehalte en veiligheid en dic 
toetse wat nodig is ten einde te verseker dat — 
elke lot preparaat. aan hierdie standaarde 
voldoen voordat dit vir gebruik by mense uit- 
gereik word; 

. (by die verstrykingsdatums; 
(c) die opbergingstoestande; en 
(d) die addisionele etiketteervereistes 

vir menslike fibrien, fibrinogeen, trombien en ‘teenstof- 
globulien (vloeibaar en gedroog) moet dié wees wat. deur 
die lisensitringsowerheid vasgestel of goedgekeur is. 
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