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No.-R.: 19504. “B06 November. 1962. 

"REGULATIONS FOR THE CONTROL OF BLOOD ~ 
“FRAN SFUSION SERVICES. 

  

' The Minister. of. Healthy, i in. the exercise of the powers 

conferred: on him. by sul -section (1) of section eighty-three 

  

bis of the ‘Medical, Dental and Pharmacy Act, 1928 (Act | 

No.. 13 of: 1928), and ‘after consultation with the South 

African Medical ‘and: Dental: Council; has. made. the follow- 

"ing regulations’ in: substitution for the regulations promul- 

* 1960. 
a by Government: Notice. No. R: 699 of the 20th May, 

PART LY ss 
  

    

ny ATE ON WHICH THE REGULATIONS WILL 
cote “COME INTO FORCE. 

L “These ‘regulations shall be cited as the Blood Trans- |: 

fusion Regulations, 1962, and they shall come into. -Opera- 

tion.on the 28th day of ‘February, 1963.” 

"DEFINITIONS. 

General Definitions... 

2, (t). (a). A 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 withdrawn— - 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. 0 preparations of human blood. 
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‘DEPARTEMENT. VAN "GESONDHEID. 

No. R. 1950] 1 Bo November 1962. 
; _REGULASIES VIR DIE. BEHEER VAN BLOED- 

OORTAPPINGSDIENSTE. - ; 

  

~ Die Minister -van Gesondheid het ‘in die uitoefening van | 
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),. en ita -oorleg- . 
pleging. met die Suid-Afrikaanse Geneeskundige en. Tand-.. - 
“heelkundige Raad' die: volgende regulasies gemaak ter ver-. 
-vanging van die regulasies..afgekondig by~ Goewerments- 
-kennisgewing No.-R. 699 . van 20 Mei 1960. . 

DEEL bk. - 

DATUM WAAROP DIE REGULASIES VAN. VKRAG, 7 
‘WORD.: 

  

‘1. Hierdie- regulasies word aangchaal as die Bloedoor- 

tappingsregulasies, 1962, en tree op: die 28ste dag van. 
- Februarie 1963 in werking: . 

-WooRDOMSKRYWINGS: 

_ Algemene woordomsk-ywthes. 

2. (1) (a).’n Bloedskenker beteken ’n persoon:- wat vry- , 
willighik toelaat dat van sy bloed getrek -word— . 

(i) vir aanwending as mensbloed; of | 

Gi) vir " bewerking tot ' preparate van mensbloed, 
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(by A blood donot: society means an organisation which. 
recruits blood donors, arranges for the withdrawal of blood 
from them, stores it and—. . 

i after having such tests. as .are “prescribed in the 
relevant Schedule of .these“ regulations carried out 

_on. each individual: blood donation, supplies it to 
medical ptactitioners.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 laboratory 
which processes. blood into preparations of human blood. 

(d) The licensing authority means ‘the Seoretary for 
Health. . ; 

(e)- A‘blood donor society licence means a licence issued 
by the licénsing authority to a medical practitioner for the - 
operation of a blood donor society. 

(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 labora- 

tory. 

(gy The: licensee means the medical’ practitioner to 
“whom, a blood donor society. licence or a blood. Processing 
laboratory 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. 

 @ Medical practitioner 1 medns-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 rela- 
tion to o preparations of. human. blood, ‘the Second Schedule. 

+ SPECIAL DEFINITIONS AND PROPER NAMES. 

A uman 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 into another 
human being. 

. Its proper name is: “ Human Blood’ ”. 

"Preparations of Human Blood (General Provisions). 

-(b) Preparations of hunian blood shall include— 

(i) any: plasma, serum, protein or other . substance 
which has ‘been separated from whole human’ blood 

“and to which’ an anticoagulant agent may or may. 

~ not have been.added:;-or:- 

(ii) any ‘dried product. which : hasbeen prepared. from 
such plasma, serum, protein or other substance, 

> ‘and which “is . interided. for therapeutic or prophylactic 

treatment of human beings. 

PREPARATIONS OF Human BLOop- (SPECIAL PROVISIONS). foo 

.. Human Plasma. 

(3). Human plasma is the fluid- which’ remains after - 

physical separation ‘of the cells only from human. blood. 

Human plasma may be supplied in three forms, viz:— | 

= ja liquid : form: which - consists - of . the original 
unaltered“ fluid plasma and ‘the Proper name of: 

which is" 

“ Human Plasma (Liquid) ”. 

= aa. frozen form..in -which the original fluid plasma . 

hag been, frozen. by .a method approved by. the 
licensing, authority arid the: proper name of which 

. is. 
“ Human Plasma (Frozen) ” . 

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

“Human Plasma (Dried) ”. ”   

-(b) ’n Bloedskenkingsvereniging beteken.’n organisasie 
wat: bloedskenkers werf, reélings tref dat bloed. van hulle 

| getrek word, dit opberg,: en— 
G) wat, nadat die proewe:in die toepaslike Bylae\ van 

_ hierdie regulasies voorgeskryf op. elke individuele 
bloedskenking uitgevoer is, dit as mensbloed. aan 
geneeshere verskaf; of 

@i) dit ‘na "n bloedbewerkingslaboratorium stuur: vit~ 
_” - bewerking tot: préparate van mensbloed. 

(c) ’n Bloedbewerkingslaboratorium beteken ’n: labora- . 
torium wat bloed: tot preparate van mensbloed bewerk. 

(d) Die lisensiéringsowerheid beteken. die Sekretaris vai * 
Gesondheid. - 

(e) ny Bloedskenkingsvereniginglisensie beteken ’ n lisen- 
sie-deur die lisensiéringsowerheid aan ’n geneesheer uit- 
gereik vir die dryf van n bloedskenkingsvereniging. 

(nm Bloedbewerkingslaboratoriumlisensie beteken _ 
Hisensie deur die lisensiéringsowerheid aan’ ’n~ geneesheer 
uitgereik vir die dryf van ’n bloedbewerkingslaboratorium. 

(g) Die lisensieHiouet beteken | ‘die geneesheer. aan wie ’n 
‘bloedskenkingsvereniginglisensie of ’n bloedbewerkings-” 
laboratoriumlisensie: uitgereik is.. 

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

.geskryf word. 

(i) Geneesheer. beteken ’n geneesheer wat as sodanig deur i 

die Suid-Afrikaanse. Geneeskundige en Tandheelt kundige 
Raad geregistreer is. . 

_(j) Die toepaslike Bylae, met ‘betrekking tot mensbloed 

-beteken die Eerste Bylae van hierdié regulasies en, met — 

betrekking tot Ppreparate van mensbloed, die Tweede Bylae. 

SPESIALE WOORDOMSKRY WINGS EN REGTE NAME.. 

’-Mensbloed, : foe eet ey “ 

(2) (a). Mensbloed is. -volbloed wat van ’n mens gettek is 

-en wat met ’n'geskikte teenstollingsoplossing gemeng is én 
vit terapeutiese of prtofilaktiese toediening aan” iemand - 

anders bedoel 1 is. 

_ Die regte naam. n.daarvan is: “ - Mensbloed ”. ” 

Preparate.van, mensbloed (algemene bepalings). 

(b) Preparate van mensbloed: sluit i in— 

(i) enige plasma, serum, proteien of ander stof wat van 

mensvolbloed afgeskei is: en waarby * n teenstollings- 

oplossing gevoeg. mag ‘gewees het ‘of ‘nie; of 

Gi) enige gedroogde produk wat van dié Plasma, serum; 
proteien of ander stof berei “is; 

en wat vit terapeutiese of f profilaktiese behandeting van 

mense bedoel i is, 

_PREPARATE ‘VAN MENSBLOED (sPESIALE BEPALINGS)., 

cat bse 

_M. ensplasma. 

(3). (a) Mensplasma is die vloéistof wat oorbly 2 na fisiese 

afskeiding van slegs die selle van-mensbloed. Mensplasma . 

| kan in ‘drie vorms verskaf word, nl— _ 

G@ ’n vioeibare vorm wat uit die oorspronklike: onver- . 

anderde viceibare plasma: ‘bestaan en. die regte naam - 

daarvan is=-.. 

8 ‘Mensplasma (vloeibaar) ”; He hes 

Gi) ’n ‘bevrore: yori waarin die socpronktike vloeibare: , 

plasma bevries is volgens ’n metede. deur-die lisen- 

siéringsowerheid goedgekeur en. die. Tegte. naam — 

daarvan. is— 

“ Mensplasma (bevrore)”; 

Gi n- gedroogde vorm waarin: ‘die. « ootspronklike vlogi- 

: bare plasma gedroog is volgens *n. metode deur.die 

" lisensiéringsowerheid goedeekeir en die ..regte 

naam daarvan is— boy 

Jf Mensplasma (eedroog) ”. —
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H uman Seri. 

a) ‘Human : serum 18 the: fluid which: has ‘been separated, 

after natural ‘clotting, from: whole ‘blood “which ‘has been 

withdrawn from human: beings and to which no anti- 

codgulant agent ‘has been added;:.or, after: clotting has 

been induced’ bya ‘method: approved -by the licensing 

atithority; from human: blood. : eHuman ' serum may be 
supplied in two forms, yiz— . 

» Gia liquid form which. consists of the original . 
unaltered: fluid. serum and | the proper name of 
which is— 

“ Human Setum | (Liquid) ”: 

  

Gi) a ‘dried form in which the erigial fluid serum has | 

been dried by a method approved by the licensing 
authority and the proper name of which - is". 

“Human Serum. (Dried) ”. mo 

“H uman Serunr ‘Albianin: 

“o@ "Huiman’ gertim: “albumin 1 ig “that ® 'Habtion of the water ” 
soluble protein derived from human plasma or.serum of 

which the molecular. weight is approximately 70,000. - 

* Human serum albumin may be supplied i in two forms, 
vizi— 

- buffered solution which has been prepared accord- 
ing to.a formula approved by the licensing authority 
and the-proper name of which is—~ 

_“ Human Serum Albumin (Liquid) ”; 

Gy a dtied form in “which the albumin has been dried |: 
by ‘a method’ approved by the’ licensing authority 

and the proper name of which is— 

“ Human Serum Albumin (Dried) ”. 

"Human Antibody Globulin. 

@ Human antibody globulin ° is that fraction of the 
water soluble: protein derived. from . human plasma or 
serum. which contains. those. antibodies which are com- 

‘monly found in the blood of adult human: beings. 

Human antibody: globulin may. be, supplied | in two. 
forms, VIZ 

@ a liquid form. in awhich the g globulin i is ina buffered 
solution which has been prepared according to a” |. 

“formula approved by the’ licensing authority. and 
the proper name’ of which is—- — 

“Haman ° Antibody’ Globulin (Liquid); 2s 

@. a dried form in. which ‘the globulin has. been dried 1 
bya method: approved by’ the: licensing authority 

_ and the proper ‘name-of which is—.°... 

“ Human Antibody Globulin (Dried) ”. ” 

. Human F ibrin. 

© Human’ fibrin’ is the water: insoluble: protein which. | 

o constitutes the matrix of the clot which is formed in whole 

blood which has been’ ‘withdrawit from human’ beings.and 

"allowed: to: coagulate. Le 

ts proper name is 

“ Human Fibrin” 
    

     

  

Hi uman. Fi i brinogen., 

@ Human fibrinogen is the water soluble protein, con- 

_stituent of human’ plasma: which, on the addition of human 

a thrombin, is. transformed into, human fibrin, 

“Tts-proper: name. is—~ >... 

o“ Human ‘Fibrinogen ”. 

i uman Thrombin. 

uma fibrinogen into human; fibrin. 
“Its proper name iss ; 

-“ Auman: Thrombin”. :       

: skei is. 

: “honk: 
~~ @ a liquid form in which the “albumin is in al 

“(g) Haman ‘thrombin is the enzyme. which -franstorms,   

ee ~Mensserum: ee 

(by Mensserum. js. die. vloeistof wat, na natuurlike stol- 

lirig, van Vvolbloed wat van mense. gétrek ‘is, afgeskei-is en 
' waarby “geen teenstollingsmiddel gevoeg ‘is. nie, .of - wat, 

nadat. stolling volgens.,’n metode deur die lisensiérings- 

owerheid goedgekeur. veroorsaak is, van mensbloed afge- 

* Mensserum kan in twee vorins wverskaf, word, 
ni: : : 

aE 

@? “H. loeibare: vorm wat uit die. oorspronkliké% onver- 
anderde viceibare serum bestaan'en die-regte naam 
daarvan ig— : 

“¢ Mensserum (vloeibaar)”; 

_ -Gi) ’n gedroogde yorm waarin die eden vicei- 
bare serum gedroog is volgeis ’n metode deur die 
lisensiéringsowerheid -goedgekeur en die regte 
“naam daarvan is— 

“ Mensserum (gedroog)” 

iM ensserumal bumien.. 

(oO Mensserumalbumien ‘is daardie declijie in- water 
oplosbare proteien wat van mensplasma of mensserum-ver- 

kry is waarvan. die molekulére- gewig ongeveer 70,000. is. 

Mensserumalbumien kan | in twee vorms verskaf word, ; 

G) *n vloeibare vorm waarin ‘die albumien is inn buffer- 
“oplossing is wat, berei is volgens ’n formule deur 

- die lisensiéringsowerheid goedgekeur en: 1 die Fegte 
_ naam daarvan is— ~~ 

“ Mensserumalbumien (vloeibaar)”; 

Gi)? a gedroogde vorm waarin die albumien. Yea is 
volgens ’n metode. deur die- lisensiéringsowerheid 
goedgekeur en die regte naam daarvan is-— 

“ Menssefumalbumien (gedroog)”- 

. Mens-teenstof-globulien. 

(d). Mens-teenstof-globulien . is. die in. water:.oplosbare 

deel van die proteien verkry van mensplasma of -serum 

-wat. dié teenstowwe -bevat wat gewoonlik in die bloed van 

volwassenes aangetref word. 

Mens- tcenstof- slobulien kan in Dn twee vormis s verskat Word 

nl: : 

(i) ’n vloeibare vorm ‘waarin die globulien in’n n buffer: 
oplossing i is wat berei is volgens ’n formule deur die . 
lisensiéringsowerheid: goedgekeur, die meets 3 naam 

“daarvan is. . 

“ Mens- teenstof-globulien (vloeibaar)”: 

Gi) Pir gedroogde vorm. waarin die globulien secon is 
-. volgens. *n.metede.-deur. die lise nsiéringsowerheid 

. goedgekeur; die regte naam daarvan i is— 

“ Mens-teenstof- globulien (gedroog) >. 

_ Mensfibrien. 

(e) “Mensfibrien-i is dié.in water onoplosbare deel van, dic 
proteien wat die grondstof uitmaak van die, stolsel.gevorm 
in volbloed van mense getrek en toegelaat 0 om te ‘sto, . 

     

Die regte naam daarvan i is— 

“ Mensfibrien ””. 

  

" Mensfibrinogeen. ee 

~ Mensfibrinogeen is dié in ‘water oplosbare deel van 

die -proteien van mensplasma wat met.die. _byvoeging van: 
menstrombien in mensfibrien omgesit word: 

Die regte naam daarvan i WS leet agen ik 

“ Mensfibrinogeen”. 

“Menstrombien. 

~-(g) Menstrombien i is die- ensiem. wat. t mensfibrinogeen in 

. mensfibrien omsit.:: 

Die regte naam aarvan is— ore 
« “ Menstrombien.” aoe a ee
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“Teceican “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— . 

@ which: relate to. blood ‘transfusion or to these: regula- 

tion; and , 

@® which the. licensing authority may wish to refer to 

... this committee for advice. oo 

ComPuLsoRY LICENSING. OF PERSONS aN CHARGE OF THE 

OPERATION OF BECOD: ,DONOR SOCIETIES OR Broo 

' ProcessinG. LABORATORIES. 

4, Every blood: donor society and every. blood pro- 

cessing laboratory “shall, in respect of all its activities as 

prescribed in these. regulations, be under the overall con- 

trol of a medical practitioner who. shall— ° 

(a) in ‘the “case. of ‘the* formers: ‘holds blood: donor. 

society licence; or 9 >". 

' (b) in the. case of the latter, hold a blood. processing 

laboratory. licence. . 

PROHIBITION OF Acts WHICH PERTAIN TO THE OPERATION 

oF A BLOOD Donor SOCIETY, OR A ‘BLOOD, PROCESSING: 

_ LABoRaTory. | 

6 It'shall be an offence for any person a 

“to carry out, ‘or at 

‘~ to cause.to be carried out, or 

40 assist'in the carrying out of any. act in respect of — 

(a) the. withdrawal from persons of blood which 

- 3s. to be supplied as: human. blood, or blood: for. 

_ processing: into ‘preparations of human blood; 

or. 

©) the storage, transportation or - supply of human 

blood except in respect..of blood -which. has 

: already » been. supplied... by,. a. blood. - donor 

. society as human blood. and. is: stored and 

transported i in. conformity with the relevant pro- 

visions: of the. First. Schedule. to ‘Part IL of. 

these regulations; or. 

—& the supply of blood for processing into prepara 

_-. ..tions .of human ‘blood; or” 

ad) the. processing of ‘blood into such preparations, 

unless such an act is carri a. out. 

@ by or under. the control of a medical prac- 

titioner who’ holds a requisite licence as 

provided. for in these regulations and the 

  

Act.is carried’ out in- conformity with the 
relevant provisions of these regulations, 

except, that it shall not be an offence for any 

- medical: practitioner to carry out-such an act— 

@ in respect of a particular patient :who, . at 
-* the ‘material. time; is under his. personal | -- 

medical cate or is undet the ‘care -of.| ‘ 

“another practitioner at*whose. request: the. 

“former carried. out the act, or 

Gai for: the purpose | of bona fide research, pro- 

vided “that the ‘programme ‘for the pro- 
posed” research - has . been .- previously 

“notified by. the medical practitioner con. 
_. cerned to. the: ‘licensing authority... 

APPLICATION. HOR LICENCES. 

6. (1) Applications to the licensing authority for a blood 

donor society licence or for a blood processing laboratoty 
licence, ‘shall be addressed to ““ The Advisor in Pathology, 
State Department of Health, P.O, Box 26, Cape Town” 

(2) Licences to operate. both a blood donor‘society and 

a blood processing laboratory may: be held concurrently 
by the: ‘same medical: practitioner. 

(3) The applicant for any such. licence shall furnish the: 
licensing. authority with such written information as is | 
required in the relative schedule: to these regulations. 

4 

  

TEONIESE ADVISERENDE KOMITEE. . 

3. Die. Minister. van Gesondheid. kana: adviserende, 

- komitee “bestaande: uit behoorlik. gekwalifiseerde. persone. : 
| 

aanstel_om die lisensiéringsowetheid van advies t te > bedien 

in verband met enige tegitiese sake—~ 

(a) wat. met: bloedoortapping . of. hierdie regu Si 
“verband staan; en. . |. He - 

(b) wat die lisensiéringsowerheid n na hierdie komitee wil : 

, verwys: vit advies: cron] E oe BE ag Ls i 

   

    

VERPLIGTENDE LISENSIERING “VAN. PERSONE. WAT. VERANT- 

, WOORDELIK ‘IS. VIR “DIE DRYF VAN BLOEDSKENKINGS- . 

‘VERENIGINGS OF BLOEDBEWERKINGSLABORATORIUMS. 

- 4, Elke  -bloedskenkingsvereniging en elke bloed- 

bewerkingslaboratorium, moet| ten.. opsigte van’ al sy 

-bedrywighede soos in hierdie regulasies voorgeskryf, onder 

die algehele- beheer ‘staan van ’n-geneesheer: wat—-;.-" 

(a) in die geval’ van eersgénoemde, .’n bloedskenkings 
vereniginglisensie moet ‘hou; of 

(b) in die geval van laasgenoemde, "no bloedbewerkings: 

laboratoriumlisensie moet hou. one 

VERBOD @P HANDELINGE wi BETREKKING ‘HET op DIE. 

DRYE VAN’ ’N BLOEDSKENKINGSVERENIGING -OF 'N 
BLOEDBEWERKINGSLABORA iORIUM.- 

5. Enige persoon begaan’ n misdryt as hy” n atta 

ten opsigte van— 

(@) die trek. van ‘bloed van persone, wat: as “mens: 

““bloed of bloed ‘vir bewerking: tot preparate van 
-.- mensbloed.-verskaf moet word; of. 

-@) die opberging, vervoer of verskaffing * van ‘mens- 
bloed behalwe ten opsigte van. bleed wat reeds. 

: deur ’n bloedskenkingsvereniging as-mensbloed 
verskaf. is en. ooreenkomstig die toepaslike 

- bepalings.-van. die Eerste. Bylae van Deel I 
_-van hierdie regnlasies opgeberg.: en, vervoer is; 

of . 
ae) die verskaffing van. bloed vir bewerking tot pres 

-parate van mensbloed; of 
‘@O ‘dic bewerking van bloed :tot die ‘preparate; 

verrig, of | 
‘Jaat verrig, of cfg 
“help om dit te yerrig, ioe 
tensy di¢ Hiandeling ve verrig ford - 

(i)deur of - onder |die beheer ‘van 7n genees- 

heer wat die vereiste lisensie. ‘how soos in - 

hierdie régulasies bepaal en ‘die handeling 
verrig word. ooreenkomstig die toepaslike — 
bepalings-van hierdie regulasies; 

poe behalwe dat 

nm peneesheer nie. ‘a mnisdeyt began nie as s hy 7 
dié’ handeling. verrig. 

ti) fen obsigte van |’n: ‘bepaalde pasiént wat op 
die ‘betrokke tyd onder sy persoonlike 

-~ mediese ‘sorg. is -of onder die sorg” van ’n 

ander geneesheer op wie, se versoek hy die © 

Eas handeling™ verrig:- of. 

GY die doeleindes Tvan bona fide- -navorsing; 

mits. die program. vir -die . voorgenome 

navorsing vooraf deur » die  betrokke 

~ geneesheer aan| die., lisensiéring gsowerheid 

meegedeel iS. | Birch Uas ene Wh Ese 

      

AANSOEKE OM LiseNStES! - 

6. a “Aansoeke aan. ‘die lsensivingsowerheid om ’n 

lisensie: vir. ?n bloedskenkingsvereniginig of ’n. bloed- 

bewerkingslaboratorium - moet | aan die “"Adviseur in 

Patologie ‘van’ ‘die Staatsdepattement™ van: -Gesondheid, 

Posbus 26, Kaapstad” oe gerig words = free 

|~ -Q) Lisensies om sowel ’n. bloedskelikingsvereniging as. 

7H. bloedbewerkingslaboratorium te dry: kan gelyktydig 

deur dieselfde geneesheer gehou word: 

'Q) Die applikant ‘vir .enige sodanige- lisensie. moet dié | 

-skriftelike inligting wat in die toepaslike: Bylae-van-hierdie - 

“regulasies vereis word, aair die} lisensi¢rinigsowerheid ver 

strek, / 7 a : 

|
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Tite Penton OVER: WHICH: : LICENCES ¢ SHALL REMAIN VALID. 

te A Ticence which has: been issued under these regula~ - 
- tiotis’ shall: unless sooner withdrawn or suspended. by the- 
licensing authority, remain valid: ‘only. ‘as. long. as— >> 

@ in the case of a blood donor. society, ‘Jicence, its | 
holder “retains _ his. appointment to. the “society 

if 

. charge of its blood transfusion | service; ‘Or: 

_~ (b) in the case of a blood processing. laboratory licence, 
“its holder retains his appointment as the medical 

” Officer “in ‘charge of the” laboratory to. which the} 
licence’ refers. 

  

    

  

NDITIONS U BER WHICH Licences ¢ ‘SHALL BE IssuED. 

'8. Before a. blood dotior® ‘society Or a: a blood. processing 
laboratory. licence-is issued, the applicant shall satisfy the 
licensing: authority that the following conditions. ‘Shall be - 
observed: oa 

W The ‘licensee shall ‘provide. and maintain, ‘or. shall 
 chave “provided, -and . maintained OR, his behalf, 

_ adequate: staff, premises and equipment for the 
_ proper carrying, out of all. the- activities which care 
_ prescribed: in- the relative Schedule. 

‘o ‘The: licensee shail allow any officer. of the State 
poet Department of Health. who-has been duly authorised 

in writing to:do.so by” the. Jicensing: authority — 

  

_ fa) to. enter;’ at all reasonable- times and with or 
~ without prior notice, any premises in- which ': 

the licensee’is cartying out, or causing to be 
carried out, any acts pertaining to: the opera- 

tion, 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.’ 

"+ “Teeords kept by: (or used, employed or kept 
on behalf of) ‘the: licensee. in respect of any | 

~“activities which ‘are: Prescribed ' in the relevant 
Schedule; and .    -.reasonably.. consider | to. be’ “necessary. | and 

. adequate for. testing purposes, of. any batch 
Of the: following. substances OF materials: —_ 

  

(i): ‘Anticoagulant agents 

- 4) biiman’ ‘bloods. 

“preparations, Las 

_ OY) testing or diagnostic agents or preparations 

soos. tory in the testing..of -human blood or 
fhe ca ck ates preparations of. human. blood; 

@) any other expendable material used or 

that it renders. 

licensing authority, forthwith furnish to ‘the- Jatter— 

(a) samples, : 
_, authority may: consider to. be reasonably neces- 
"sary and adequate. for the. Purpose « of testing; 

and / or 

  

catried out “by, or on behalf of, the licensee 
-.and:. which, are ° prescribed in the relevant 
Schedule for. ‘such substances, in. respect of— 

| every: batch; or~ such =batch .or. batches as the 
“ol dieensing authority may. “specify,-.of : any. such: sub- 

por stance. or material, as is referred, to.in 1 paragraph 
‘ (2). (by of, this: regulation. . - 

    

‘yéferred to in the licence:as ‘the’ imédiéal officer in| 

(b) to take: samples, in- such’ amounts ‘as he” may 7 

(ii): pieparations | of shuikan blood. or of blood fos 
in -any “stage of Processing: ‘into’ “such |. 

‘.thereof-as: used -by..the: society .or labora: |°: 

"supplied by the ‘society’ or laboratory -in . 
respect of the: blood transfusion services 

ey: “The: licensee: shail, at. the: “written “request ‘by. the - 

in-.such amounts. as- the licensing 

Hogs by: full: protocols of ‘the tests “which have been.   

“TypPERK WAARVOOR LISENSIES GELDIG BLY. 

is tensy eerder:. deurdic: ‘lisensieringsowerheid ingetrek of 
                               

@ in “die geval’ van. ’n. ‘blocdskenkingsvereniging- 
- lisensie, sy houer sy. aanstelling in die vereniging 

in die lisensie genoem as die. mediese. beampte ver- 
 -antwoordelik ‘vir die bloedoortappingsdiens daar- 

~ van behou; of. 

_(b) in die geval van ’n bloedbewerkingstaboratoriun 
lisensie, sy- houer sy aanstelling. as die verantwoorde- 

> die. lisensie betrekking.-h het, behow. os ~ 

VOORWAARDES WAAROP LISENSIES UITGEREIK. WORD. 

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

a Die Jisensichouer moet. voldoende personel, persele 
--en. uitrusting. verskaf en. onderhou,. of vir hom laat 
verskaf en onderhou, vir die behoorlike. uitvoer. van 
al die. bedrywighede wat. in: die toepastike Bylae.. 
 voorgeskryf word. 

“Q) Die isensichouer moet ° enige. ‘peanipte’ van ~ > die 
Staatsdepartement van: Gesondheid: watdeur® die 
-lisensiéringsowerheid’ skriftelik, behoorlik. gemaglig. = 

_ is om dit te doen, toelaat om: | 

. (a) op. alle: ‘redelike tye en met. of sondér kentis- 
gewing ~: vooraf, 

-_-verrig, binne te-gaan en, dié perseel te inspek- 
- -teer en. ook enige:uitrusting, enige.-metodes of 
enige rékords wat deur -die fisensichouer ten: 

. opsigte van enige bedrywighede wat in die toe: 
'paslike Bylae -voorgeskryf -word,. gebruik, aan; 
gewend. of. gehou. word: (of vir hom. gebruik, 

a aangewend of gehou word) te inspekteer; en - 

(Bb) monsters te neem, in dié. hoeveelhede wat: hy, " 

7. °n Lisensie- wat. ingevolge hierdie regulasies ‘uitgereik 

like mediese beampte van die. laboratortum waarop) ~ 

enige - perseel. waarop “die - 
lisensi¢houer- enige handelinge in verband met. ~ 

~-die.dryf ‘van-’n bloedskenkingsvereniging of *n | 
bloedbewerkingslaboratorium . verrig. of - laat 

° vir proefdoeleindes redelik nodig en voldoende « - - 
ag, Van’ enige lot van die. volgende stowwe. of 
~materiale:—— ~... 

-@ teenstollingsoplossing; : 
--(ii) mensbloed; _. . 

Gi) preparate van. mensbloed: of. van blosd j in 
~ enige: stadium van -bewerking tot. die 

' preparate; 

“raterium: by. die’ toets’ van. mensbloed.-of 
preparate, van mersbloed gebruik; 

-(v) enige: ander, verbruiksmateriale deur. di¢ 
- vereniging ‘of. laboratorium gebruik — of 
verskaf: ten. opsigte van die bloedoortap; 

- pingsdienste wat hy ewer. 

3) Die lisensichouer moet, op skriftelike versock van 
die lisensiéringsowerheid, onderstaande onverwyld 
aan laasgenoemde. verskaf: =" 

(a) monsters, in dié hoeveelhede: wat. die lisensié- 

_ringsowerheid- redelik nodig. en voldoende ag 

oe, vir proefdoeleindes; en/of 

(by volledige protokolle. van die: proewe, wat dew 
‘of vir die lisensiehouer uuitgevoer is en wat. in 

- die toepaslike Bylae vir. dié stowwe voor; 
geskryf. ‘Is; ten opsigté ‘van—" 

-  élke lot, of .dié lot of. lotte wat die’ ‘lisensiérings- 

owerheid  spesifiseer, van. enige sodanige stof of 

: ~materiaal wat. in paragraaf (2) ) van hierdie’ Teg 

. lasie genoemt word. aR 

8, 

: iv) proef-.of diagnostiese. middels of. preparate 
‘daatvan, soos déur' dié vereniging of labo+. 

 



6 | GOVERNMENT GAZETTE EXTRAORDINARY, 30 NOVEMBER 1962 

@ If. the “ficensing ‘authority so directs, the “licensee . 

shall not supply, for the treatment of, or for. use in 

connection with the treatment of, human beings any. 

batch of any substance or material of which samples 

Or: protocols ’ ‘have. been furnished under the two.) >. — 

preceding paragraphs: of this regulation until a 
- certificate has been issued by the licensing authority . . 
permitting ‘the supply of such. substance or. material. 

©) The licensee shall, on being informed by ‘the licen- | 
sing ‘authority that any part’ of any, batch ‘of the 

. aforementioned.-substances or materials has. been 
found -by the: ‘latter not. to conform. with the stan- 
dards of quality, purity or safety as provided in-the 
relative Schedule and on. being directed so to do, 

_ withhold the batch or. the remainder of the: batch 
from issue, and, in So far-as is practical, recall all 

__ Issues. that have already been made. from ‘such 
batch... The licensee shall then dispose of stich 
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 beings any container of human. blood or‘ of 
a preparation. of -human blood, or any other sub- 
stance or material for use in connection. with the. 
treatment of human beings after. the expiry date. 
of ‘such blood, preparation, substance. or. material. 

(7) The licensee: shall, should he relinquish his post as | 
the medical officer in charge of a blood donor 

- society ora. blood processing laboratory, notify the 
- licensing authority forthwith and. in. writing of such. 

relinquishment, 

- (8) The licensee shall comply with all the orovisions | 
_of these regulations including those. of the rélevant 

- Schedules and. he: shall: also comply with ‘such 
further. ‘relevant requirements, if any, as may be | 

* prescribed in: any ‘regulations ‘which are made 
under the Medical, Dental and Pharmacy Act, No.- 

13 of. 1928, relating to. blood .transfusion .and- of 
which «the. licensing authority has given him not 

“less than one calendar. month’s notice: - 

KEEPING OF RECORDS OF Pre- TRANSFUSION COMPATIBILITY 
TESTS: (COMPLETION OF CERTIFICATES OF COMPATI- 

BILITY: RETENTION OF. PILor TUBES AND-SAMPLES OF | 

THE PATIENTS’ ‘BLOOD. AND THE FORWARDING OF THE 

. SAME FOR INVESTIGATORY. PURPOSES IN -RESPECT OF © 
UNTOWARD REACTIONS AND Dears. 

9. (1)The medical practitioner who is responsible for 
‘the performance of. a pre-transfusion: compatibility test in 

infusion into a particular patient shall—. 

-’ before ‘such container -of blood ‘is finally issued by him 
for, infusion into the patient, 

-@ ensure that a record: of the fest (showing the’ identi- 
- fication mark of .the..container, the name. of the 
patient, the name of the doctor in charge of ‘the 
case, the name of the hospital-in which the patient 
is being. treated, the date on which the test was 
performed and the signature of the person respons- 
ible for* the performance of the test) is kept; 

® ensure’ that the certificate’ of compatibility on the. a 
label of the container .[as provided for by regula- 
tion 40 (5) of the First Schedule to Part IT of these. 
regulations] has been completed, 

after the test has been completed, 

©). retain, at a temperature of 4°. to 10° C. and for a 
~ period of not less than ninety-six hours from. the 
completion of the test, 

_(@ the: pilot tube (attached to the container as 
~ provided for by regulation 18 -of the First 
Schedule to Part IL of these regulations) with |... 
such residual blood that has remained: therein. 
and with the.original label Aintact;.and   

Indien die lisensiéringsowerheid dit gelas, moet ‘die 
lisensiehouer _ nie’- enige: lot van enige: stof of 
materiaal:-waarvan monsters of protokolle ingevolge 
die twee voorafgaande patagrawe van hierdie regu- 
lasies ‘verskaf is, vir 'die- behandeling van of vir 
aanwending in verband met. die behandeling van 
mense verskaf hie voordat'’n’ sertifikaat deur die 

- ‘Fisensiéringsowerheid | vir’ die verskafling van 
~ sodanige stof of materiaal uitgereik is, 

6) Die lisensichouer. moet; nadat hy deur die ‘lisensié- 
ringsowerheid _meegedeel. is, dat daar deur laas- . 
genoemde gevind is :dat:.enige gedeelte van enige 

‘Jot van voorncemde. stowwe of materiale nie aan 
die standaarde van gehalte, -suiwerheid. of veiligheid, 
soos in die toepaslike Bylae bepaal, voldoen. nie, 
en hy gelas i is om dit. te doen, die lot of die res van 
die lot terughou, en, vir sover dit uitvoerbaar is, 

’ alle uitreikings wat reeds uit: dié lot gedoen: is, 
terugroep: Die lisensouer moet. dan oor. dié lot 
‘wat teruggehou . of teruggeroep is, beskik. op-’n — 

“ wyse wat deur-die lisensiéringsowerheid goedgekeur 
is: 

(6) Die lisensichouer mag |nie enige houer: met mens-— 
bloed of met ’n prepataat-van mensbloed, of éenige 
ander stof of materiaal vir aanwending in verband 
met die behandeling van mense na die verstrykings: 

  

                                           
  

vir die behandeling van mense ve stskaf nie, 

a Die lisensiehouer moet,. indien hy sy betrekking: ‘aS 
verantwoordelike mediese beampte van. ’n bloed- 
skenkingsvereniging of ’n- bloedbewerkingslabora- 
torium neerlé, die lisensi¢ringsowerheid | Onvetwyld: 

_ en skriftelik van dié neerlegging i in kennis stel. 

(8) Die lisensichouer moet. aan al die: bepalings van. 
hierdie regulasies met inbegrip van’ dié van’. die 

_ toepaslike Bylaes voldoen en moet ook voldoen 
.aan dié verdere, toepaslike vereistes, as daar is, wat 
inenige regulasies: wat uitgevaardig’ is ingévolge 
die Wet op Genceshere, Tandaftse én Aptekers, 
No. 13 van. 1928, met betrekking tot bloedoortap- 

                                            

          

  owerheid -hom minstens een kalendermaand’ ‘Kennis : 
gegee het. Likes 

DIE. HOU VAN REKORDS VAN VERENIGBAARHEIDSPROEWE 

SERTIFIKATE; DIE BEWARING VAN PROEFBUISIES, EN 

MONSTERS VAN DIE: -PASIENTE SE BLOED EN’ DIE STUUR 

DAARVAN VIR ONDERSOEKDOELEINDES- TEN’ OPSIGTE 

. VAN QNGUNSTIGE, REAKSIES EN ‘STERFGEVALLE. : 

-9..(1) Die -geneesheer wat) v verantwoordelik is. vit die 

respect .of -a particular container -of ‘blood intended for | uitvoer van ’n verenigbaarheidsprocf voor oortap ping ten 
opsigte van ’n bepaalde hover. met bloed bedoel vir toe- 
diening aan ’n bepaalde: pasiént moet—" 

voordat .dié houer met bloed finaal deur : hom uitgereik 
‘word vir toediening aan die- pasient, 

(a) verseker dat’ ’n rekord| van die proef (waarin die 
. identifikasiemerk van die houwer, die naam van die 

-pasiént; die naam, van die geneesheer i in beheer van | 
die. geval, die naam van. die ‘hospitaal waarin-die -. 
pasiént behandel word, die datum waarop.die. proef. 
uitgevoer is en die handtekening: van. die: persoon 

wat verantwoordelik: was -vir die ‘uitvoer. van die 

proef aangedui word) gehou word; 

(b) ‘verseker -dat ‘die verenigbaarheidsertifikaat op: die 

etiket van die houer [soos. bepaal by: regulasie 40 
(5): van. die Eerste Bylae van Deel: JI van hierdie . 

_. regulasies] ingevul is; | a 
nadat die. toets voltooi, is, 

. ( die volgende ‘by 7a ‘temperatuur van 4 tot 10° Cc en 

vir ’n tydperk van minstens ses-en-negentig uur na 
die voltooiing van die toets bewaar— 

(i) die proefbuisie (aan. die’ -houer “geheg soos 
bepaal by- regulasic 18. van die Eerste Bylae 
van Deel IL van hierdie -regulasies) met die 
-bloed wat daarin oorgebly het én met die oor- 
spronklike otiket,  pngeskondes en 

  

VOOR OORTAPPING; DIE INVUL © VAN VERENIGBAARHEID- a
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Ge a sample ‘of the. patient’s blood, ‘of an. \aniount | 1. 
which is-adequate for testing purposes. in-a | 
. Suitable- sterile,: stoppered tube labelled: with 

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

« of the. medical practitioner in. charge of the case 
- “e _and the date of collection’ of. the. sample; and 

if so directed: during. this aninetys SIX hours ‘period of | 

pats 
ig storage. by— 

    

    

   

  

    

  

“the label of the container); or 

@) ‘the ‘Regional: ‘Director of State Health. Services 
of the. region in_ which’ the ‘Patient ‘was treated; 

fotivard, ‘promptly, the above-mentioned pilot ‘tube 
and sample: of the patient’s blood to: whomisoever 
and wherever. directed for the purpose. of investi- 

‘gating: the eause of: any-untoward reaction:or death 

which has been. reported in. terms of. egulation 12. 

of-this part.of these regulations.. 

@ This ‘regulation shall. not preclude the “medical 
‘practitioner who was responsible for. the. performance of 

”. the: pretransfusion ‘compatibility. test from. aseptically. 

_ "removing portions: of the residual -blood: remaining in the 
pilot tube and/or the tube containing the sample of the.) 

patient’s blood for r Independent investigations provided 
that. eos cola el la Devan ce 

“@ sufficient amounts of blood. are left i in “these tubes 

to allow of such. testing as may be required by. 

‘Tegulation 13. of this part of these regulations; and: 

©). no delay occurs in the forwarding of these tubes to 
whomsoeyer or wherever directed by the licensee’. 
or Regional’ Director ‘of State. Health Services as + 

_ provided for in paragraph (@) of sub- regulation (1) 

f this regulation. a 

    

"RESPONSIBILITY OF THE» 
“INFUSES A PATIENT wiTH. HUMAN BEOOD TO. ENSURE 

WHEN INDICATED THAT A SUITABLE PRE-TRANSFUSION 

_ COMPATIBILITY TEST HAS BEEN PERFORMED AND THAT | : 

THE. PATIENT | HAS BEEN” SATISFACTORILY IDENTIFIED. 

10: The medical practitioner who is responsible: for the 

actual infusion of a patient with. human -blood shall— 

immediately before: such blood i is infused; 

/@ verify that the certificate of. compatibility on .the 

_s-Jabel of the container in respect of such test and as 

  

. provided for by regulation 40° (5) of the First. | 

Schedule. of. Part. AL of, these regulations, has been 

completed; and | 

@) satisfy: himself: that: the patient. has been. -satisfac- 

. torily identified and is the correct patient for whom | 

“the | “blood ins “each container “to” be: infused’ is =|’ 

    

    

  

-"TNFUSED™ PATIENT WITH! HUMAN BLOOD OR’A- PREPARA- 

“TION OF HUMAN BLOOD: TO “ENSURE THAT EACH .CON- 

TAINER USED: 
-<, PURPOSES.-IN. 1 RESPECT. OF UNTOWARD. REACTIONS OR 
   

  

the intravascular infusion of a patient: with human blood 

Oa preparation of, human blood shall— 

“(ay ensiite’ that’ each: contairier from which the human 

blood “or: preparation of ‘human. blood has been 

co infused (with such . residual contents that has 

  

    container: intact) is retained, together with the used 

“giving. set.” 

hours from the’ completion ‘of the infusion; and 

the ‘Ticénsee | of ‘the: blood | donor: society which ° 
_, originally: suppliedthe container of blood (the ’ 
name: and address ‘of’ which society appears. on’ 

- Mepican. “PRACTITIONER WHO> 

“RBSPONSIBIEETY ” (OB -THE - “Mepican PRACTITIONER “WHO |, 

‘¥S:* RETAINED....FOR INVESTIGATORY ; 

“AL. The medical practitioner . who ‘is _responsible for. 

remained therein and with the original label on the. | 

, ata storage, temperature of 4° to - 

10°,..C. fora. ‘period. of not. less than twenty-four | ~   

a) ’n monster van dié pasiént se bloed—’n hoeveel- 
heid wat voldeende is vir proefdoeleindes—in 
“nl geskikte,, steriele, .bepropte buisie. voorsien 
van ’n étiket met die pasiént se’ naam, die naam 

. die datum ‘van die tap van die monster; en” 

" jndien aldus. gelas gedurende: hierdie. opbergings- 
_ tydperk van ses-en-negentig wur deur—- 

“@. die. lisensichouer ‘van’ die bloedskenkingsver- 
eniging’ wat oorspronklik die. houer. met bloed 
verskaf het (d.w.s: die veréniging wie se naam. 

. of adres op die etiket van die. houer: voorkom); 
0 oe 

@. ‘die Streeksdirekteur: “Staatsge esondheidsdienste 
- van. die streek waarin die. pasiént behandel is; 

-(dy onmiddellik bogenoemde proefbuisie en monster van 
die: pasiént se bloed stuur.aan wie ook al. of waar- 

_—_ heen ook al gelas vir-dié doel-van ondersock -na ‘die 

- oorsaak ‘van enige ongunstige: ‘teaksie of sterfgeval 
wat ingevolge regulasie 12 van hierdie, deel: van ‘hier: 
die regulasies aangegee is. 

~Q) Hierdie regulasie belet nie. die ‘geneesheer - wat. ver- 
antwoordelik was vir die uitveer van die. verenigbaarheids- 
proef voor cortapping om gedeeltes van die bloed wat in 

“die proefbuisie én/of die buisie met die monster van die 
pasiént se. bloed-oorbly, vir eie ondersoeke asepties te.ver- 
“wyder nie; taits— 

@ voldoende: Hioeveelhede bloed j in hierdie ‘buisies gelaat 
: word'vir die uitvoer van die proewe -wat by regulasie 

13 van hierdie doel van hierdie regulasies vereis 
word; en | . 

() hierdie buisies onmiddellik gestuar word a aan wie ook 
-al of waarheen ook al gelas deur die lisensiehouer, 

- of Streeksdirekteur: Staatsgesondheidsdienste ‘soos - 
‘bepaal in paragraaf. @). van. sub-reg ulasie ad van 
bierdie regulasie. 

“VeraNrwooRDELIKHEID VAN. DIE (GENEESHEER WAT MENS- 

. BLOED AAN ’N' PASIENT TOEDIEN OM TE VERSEKER DAT, 

WANNEER | NODIG,  ’N GESKIKTE VERENIGBAARHEIDS- 

PROEF -VOOR OORTAPPING. UITGEVOER IS. EN DAT DIE 

PASIENT OP 'N BEVREDIGENDE WYSE GEIDENTIFISEER 

is. 

10. Die geneesheer wat verantwoordelik i is vir die werk- . 

like toediening van mensbloed aan ’n pasiént moet— 

“onmiddellik. voor die bloed toegedien word— - 

@ vasstel dat...dié verenigbaarheidsertifikaat op die 
“etiket van die houer ten opsigte van. die-proef en 

“soos bepaal by regulasie’ AQ (5) van die Eerste Bylae. 

yvati Deel If van’ hierdie regulasies, ingevul is;. en, 

(b) hom daarvan vergewis dat die : pasiént op: a 

_ bevredigende. wyse: geidentifiseer is en die regte 

pasiént. is. vir. wie die bloed in ‘elke houer wat toe- 

-gedien ‘moet word, ‘bedoel i is eo 

VERANTWOORDELIKHEID VAN DIE GENEESHEER WAT MENS- | 

2 “BLOED: OF “YN: PREPARAAT VAN: MENSBLOED).AAN- DIE . 

’PASIENT *TOEGEDIEN HET OM TE VERSEKER DAT ELKE 

HOUER “WAT, GEBRUIK 1S, BEHOU WORD VIR ONDERSOEK- 

DOELEINDES’ TEN OPSIGTE ; VAN ONGUNSTIGE, REAKSIES 

OF STERFGEVALLE. 

11. Die geneesheer wat verantwoordelik : ds vir die intra- . 

 vaskulére toediening van. mensbloed of *n preparaat van 

-mensbloed aan.’n pasiént moet 

(a) verseker dat elke. hover | waaruit die imensbloed of 

preparaat van mensbloed toegedien is (met dié 

inhoud. wat daarin oorgebly het.en met die oor-. | 

---spronklike etiket op: die houer ongeskonde) behou 

word, tesame-met die gebruikte “ toedientoestel.” 

_. by ’n opbergingstemperatuur van 4-10° C vir ’n tyd- 

perk. van ‘minsteris.. vier-eri- twintig uur na die vol- 

* tooing van die toediening:. en- 

Z 

van die geneesheer in beheer van die geval en.
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wo forward promptly, ‘this container and “ eiving et” ”, 
if so directed during this period by. o 

@ the licensee. 6f the. blo6d-.doner. society | or 
blood processing. laboratory which oft iginally’ 
"supplied thé “blood “or preparation ‘(and the 
name and address of which® ‘appears ‘on -the - 

“label of the: container); or | coo rn ne 

&) the Regional Director ‘of State Health Services 

  

“Glate: “Health Departinent) of the: region in 4 | 
which the patient was treated, 

"to whomscéver or wherever directed for the purpose |: 
" of investigating: the cause of any. untoward reaction - 

or death» which:.followéd . ‘upon. the infusion ‘and 
© “which has been reported’ in terms. of regulation 2 

a of this. Parlor these regulations. a ; 

. ReroRTine BY Meprcan, PRACTITIONERS OF Untowarp 

, _ REACTIONS. OR DeatHs FOLLOWING ,UPON INFUSIONS: 

“OF. HUMAN “BLOOD... OR. PREPARATIONS OF, HuMaN 
- Broop.. . ao. 

12, dy Every. ‘medical: practitioner’ who: has infused a 

of. human blood— 

@. if ‘the: patient suffers. an. ‘untoward reaction to the 
_ infusion; or. 

Gi) if the patient dies and: ‘the infusion appears. to have | o 
“caused of contributed to-the death: 
“shall teport ‘such: untoward reaction or death, with 

all relevant parlictlars and by: the quickest means © 
\. ” practical; 

_ Gii) te -the licensee of - the blood donor society or of - 
the blood processing. laboratory which . originally 
‘supplied. the blood.or. preparation (the - address of 
which..appears on. the label ‘of .the- container); or: 

dy) to ‘the ‘Regional. Director of State: Health: Services de 
_ State Department of Health)-of the region in. which. 
the patient was treated if the blood-or preparation | © :... 
was not supplied bya. licensed blood donor. society | 
Or blood: processing laboratory. - 

“Q) Any report made by a-medical practitioner in terms | . 
of this regulation, if. not originally: made in writing, shall 
be confirmed by him in writing as. soon’ as it is feasonably. 
practical to.do SO. : 

(GQ) For the” purpose of. this. regulation, “the term 
“ untoward: ‘reaction.”’ .shall. mean. all instances. in which 
she. infusion is followed by evidence of 
{a).a blood stream infection; or 

‘(b) intravascular haemolysis; OF: 

@ any other severe reaction. of. illness: which is Subse- 
_ quent: to the: infusion and 1 appears, to. be: attributable 
“fo “it, : vet oad fen sg 

  

@ The reports i in connection with: deaths; swhich: follow . 
upon infusions with “human blood” or. preparations Of 
human blood and which are tequiréd*f6 be made by: this 
regulation; shall be. made -by. ‘the.medical- practitioner 
concerted :quite apart from any other reports concerning 

“ _ the death which be may. be required to: make’ under: the 
-” Births, Martiages : vand’ Deaths Registration: Act’ (Act No. 

~ 17 of 1923) or ‘the. Inquests ‘Act (Act No. 58 of 1959). 

Action’ TO BE TAKEN FoLLOwING UPON THE REPORT OF». 
AN. UNtTowarpD: REACTION ‘OR DEATH. 

435 Upon: receipt. ofa report, as ‘pro’ ided for i in regula- 
tion’ 12 of this first’ part of ‘these. regulations, from: a 
“medical. ‘practitioner ‘of an” untoward -reaction-or: death 
following upon an intravascular infusion: of human blood 
or a“preparation of human blood, the licensee or the 
Regional Director.of State Health Services, ( to. whomsoever. 
the: report‘ was made— . oe a 

@. shall direct, if he deems it necestary for investigatory | 
» | purposes— as . 

a) the medical. practitioner ‘who’ administered, the 

‘regulasic, 
“moet.so' ‘spoedig as wat i redelik moontlik i is s deur hom sksif- 

| witdrukking * ongunstige: reaksie ” 
toediening ‘gavole word deur. tekens | van—., 

- toedienings met mensbloed “of. preparate: 

moet deur die -betrokke geneesheer ingedi 
_van enige ander aangifte betrefiende. die. dood wat hy inge- 

Jasie ‘12 van- hierdic-eérste: deel -van‘hierdie:-regulasies, deur’   infusion, and {or 

    

 ) -onmiddellik hierdie® ‘houer’en é . 
“die aldus geélas® geduiretide hictdie tydperk deur—~ 

‘@ die lisensiehouer van d bloédskenkingsver- 
etliging of die blocdbéwerkingslaboratorium 

“5 wat oorsprénklik die.-bloed: ofspreparaat. ver- 
» skaf het-waarvan: die naam-en adres op die 

  

   

    

oe * etiket-van die houer voorkom);: Of: 

es Gi) dic Streeksdirekteuré "Stantsgecondheidsdienste . 
(Staatsdepartement’ van Gesondnviey van. die 
streek: waarin. die-pasiént, behandel, is; 

«-stuur -aan-wie cok:al: 
. die-doel: van. ondersoek. nadie oorsaak yan, onige 

, -ongunstige. reaksie. :of. ‘sterfgeval | wat: op. die. toe- 
.diening .gevolg. het en. wat -ingeyol regulasie. 12. 
-van hierdie deel van hierdie Tegu e} 

   

  

    
: Diz AANGEE DEUR GENEESHERE VAN ONGUNSTIGE, “REAKSIES 

OF | STERFGEVALLE WaT. VOLG: OP DIE TOEDIENING ‘VAN 

2 MENSBLOED OF. PREPARATE VAN _MENSBLOED, . 

2. WD Elke ‘geneesheer wat mensbloed “OL tr preparaat 
van mensbloed intravaskuler: aan a pasiént toegedien het, 

    

| moet— 

patient intravascularly with ‘human blood ora preparation | (i) indien ’n ‘ongunstige reaksie na die toediening by die. 
pasitnt ingetree het; of 

(ii). indien: die pasiént sterf en. die toedicning biykbaar 
die dood veroorsaak ‘het. of een van die aanleidende 
corsake daarvan was; : 

dié ongunstige reaksie of sterfeeval, tesame met ‘alle toe- 
/paslike besonderhede en op die spoedigste . uitvoerbare, 
wyse, aangee— : 

(ii) by. die. lisensiehouer van die bloedskenkingsver- 
eniging .of - die. bloedbewerkingslaboratorium.. wat. 

_oorspronklik die -bloed~ of. preparaat. verskaf het’ 
-(waarvan die adres op die wetiket: vans die: howe, 

. voorkom); of. wa - 

@) by “die Streeksdirekteur : “Staatsgesondheidsdienste: 
(Staaisdepartement van Gesondheid). van: die :streek: 
waarin die. pasiént behandel. is indien die. bloed of - 

. “preparaat- nie deur:’n, gelisensieérde bloedskenkings- 
vereniging of bloedbewerkingslaboratorium: verskaf 
is-nie. 

Q) Enige aangifte, deur? n- ‘geneesheer, ingevelee. hierdie 
“indien. -nie- oorspronklik: skriftelik.. gedien nic, 

telik bevestig-word.. 

(3) Vir die foopassing van hiéraie qogillaaic, beteken die: 
salle: genalle:- ‘Waarin: die 

    (a)’ n-bloedstroombesmetting; of-.: 

(b) intravaskulére hemolise; of & 

fe) enige andet hewige feaksie’ of: sickte” wat 0 
diening volg.en. blykbaar daaraan.toe te skryf AS. 

(4) Die .aangifte in’ verband set sterfgevalle wat volg. op - 
an mensbloed: 
       en wat:ingevolge hierdie, segulasie. ingec 

volge die Wet op Registratie van Gebootten, Huweliken 

en Sterfgevailen (Wet No. 17 vair_ 1923) of-die"Wet-op 
_ Geregtelike Doodsondersoeke. (Wet No. 58°vaii 1959) moet . 
indien.” 

“grapeE-wAT NA DIE AANGIBTE VAN’ " ONGUNSTICE . 

. REAKSIE OF STERFGEVAL GEDOEN MOET: WORD. 

13 Na contvatigs ° van "in aangifte, soos: bepaal by. regu: 

  

   

    

’n geneesheer ‘in verband ‘met: ’n-ongunstige reaksievof.n 

sterfgeval: wat op “a @ntravaskulére’ toediening van: mens: 

_bloed of ’n preparaat van mensbloed voig,’ moet. die-lisen= 

 sichouer of die: Streeksdirekteur: ‘Staatsgesondheidsdienste, - 

“by wie cok al die aangifte ingedien i isp 
    

   
   

    

no gelas ‘dat,: indien’ hy¢ dit. vir. ondersoekdoeleindes 
nodig ayy. f+: owe wi OB 

ay die. Sehedshesr! ‘wat die toedienin 
en of 

 



2. oe Z 
  

   

    

0) ‘the. medical. practitioner. who was. een] 
Lf erformance . of Abe: pre- transfusion. | es 

  
efor. the: 

  

to. deliver, respectively— en os 
Oo ‘the original: container(s): from: which “the b blood 

    

_and for: 

     

   

    

    =. S . 
laboratory test which’ appear ‘necessary. and as 

  

‘reaction: contributed: tot é déath; and 

“B) shall ‘make a ‘written “recor 
.its-findings in the Regi 

  

   
   

the investigation ond 

  

~. First Schedule'-in respect of.reactiqns and deaths 
following upon infusions’ with human’ blood and by. 
regulation -22: of the Second: Schedule. in respect of 

~ -yeactions and deaths following. upon infusions with . 
2 ‘Preparations of human blood. 

Action TO. BE “TAKEN WHEN A ‘BATCH OF. HUMAN: Bioop’| , 
-OR'OF A. PREPARATION. OF Homan: BLoob Is SUSPECTED. 
TO: BE! UNSAFE... 

. 14.) If at any. time ‘the Jicensee: has any reason to 
suspect that’ the “batch: of: human ‘blood. or a preparation |: |: 

“of human’ blood is unsafe ‘for- the therapeutic or pro- 
, phylactic ‘treatment’ of human beings; or that a batch of 

any ‘substance’ or: niaterial. issued by. sucha ‘society or 
- Jaboratory for. use in. connection’ with the treatment of | 
‘human: beings) is: unsafe for such purposes, he shall— . ° 

(a im iediately’ stop 
if material * ‘belonging » to. such*’ batch. } 

    

  

     
  

“ds practical, 
“been.issued: and . 

& ) forthwith: 

  

   

    

    

: batch is-at fault, and 

  
Or the investigation, ase provided ‘for. above—_ 

_@ clearly’ ‘proves. that-the batch in. question is safe, ‘the | 
nea icensec. may: authorise. ‘its: issue. ity, Whe. usual. ways | 

  

ob ot ie later. 

WITHDRAWAL, SusPENsioN OR. ‘Rerusat TO: o Issuk 
» LICENCES. 

  

45. oO The Hioensing’ ‘authority. 1 ‘may y tetuse. to. igsue.a 
: blood donor society. ora -blood. processing ‘laboratory. |. 

» Hicence-af-he considers that the applicant i is.unable to com- ||: 
ply: effectively. withthe. relevant: brostisions of. these: regu. | 
lations. 

  

(2). The licensing authority may’ ‘withdraw « ‘or “guspend: a 
blood | donor society “ot a blood’ processing laboratory: 

yhen’ ‘any’ person has,- in’ confection: with ‘the’ 

  

“operation - of ‘the sOciely or: laboratory, contravened or 
~ failed: to. comply: 
these regulations. eS 

  

ample « of ‘the patient’ - 

circumstances: will allow, to determine ‘the cause’of | — 
he’ reaction’ or death. and whether ‘the blood or |. 

"preparation: in “question was ‘the cause. of the : 

for Untoward Reactions 
‘and Deaths provided for: by: ‘regulation: 38 of the 

) the issue -of all: blood, ‘preparation, : 

in: stock’: ‘dnd*he shall; in’so :far as. 
‘recall. any part, of such ‘batch as has a 

ed   vith: any. of. the. televant provisions: of: 

  

“Or preparation: for infusion - was: obtained, |: 

atftence, or cause: +o be commionded, amy ose 
sstigation » which ‘shall: “include” all’-such: labora- |. 

tory ‘tests -as- appear appropriate “and as. circum-=—| ” 
stances. will allow, ‘to’ ascertain: Whether: OF not the: vipa 

~ 

-gntrek of: opskort wanneer iemand:in verband. met di¢: 

o die. -genceshicer ‘wat, verantwoordelik. was vit ‘die . 
“-witvoer van’ die Verenigbaarheidsproet YOOE 

  

- onenteti 

» ‘die oorspronklike houer /s waaruit ‘die bloed of. | 
= -prepardat vir: toediening. vverkry is en/of; . 

© die ntsefbuisie Is en monster van die- pasiént 
_-se-bloed;. 

aan a. espesiiseerde. persoon, of. spl, moet 
caflewer;. oes sans 

@ onverwyld:’n: ondersock instel of laat instel wat alle 
-gepaste laboratoriumproewe' insluit ‘No : 
te wees.en wat in die omstandighede 

   
~ vasstelling. ‘van’ die. oor: ak: van: “die: ‘ongunstige a 
 reaksié of. sterfgeval:,. venom vas: te-stelof-die |. 

- -betrokke bloed’ of preparaat die’ reaksie veroorsaak’ - 
_ het of cen van: die. aanleidende oorsake van die. dood oo 

  

  

_wasyens 28 wo 

Q" n skrifteli e aal néékening: van die. onder ek’ en die. 
bevindings in “verband daarmee maak in. die 
Register vir Ongunstige Reaksies en Sterfgevalle 

_ soos bepaal by regulasie 38-van-die Eerste Bylae 
ten ‘opsigte van-reaksies en sterfgevalle wat, volg op. - 

« toedienings mét mensbloed en by regulasie 
      

die Tweedé Bylae ten opsigte van reaksi¢s en- sterf- - 
 gevalle wat. volg ‘Op toedienings van: ‘Preparate van - 

oo mensbloed. 

_STAPPE ‘WAT GEDOEN. ‘MOET. WORD, -WANNEER : DAA. VER- 

MOED | WORD. DAT.. N Lor. VAN MENSBLOED OF. VAN nN. 

PREPARAAT: VAN’ MENSBLOED ONVEILIG IS. . 

14. (1): Indien, die lisensichouer te. eniger: tyd “rede het 
~om te vermoed.dat *n lot van niensbloed: of: van ’n prepa- 
raat-van mensbloed_onveilig is vit die terapeutiese ‘of profi- 
laktiese ‘behandeling van: mense, of dat.’n lot van. enige 
‘stof_ of materiaal wat vir-aanwending in: verband ‘met die 

| behandeling -van: mense:. deur..dié -vereniging ‘of. Jabora-.. “ 
~“torium. uitgereik ds, vir. dié- doeleindes, Onveilig, As, moet 
Shy SE bs 

@. onmiddellik die “uitreiking,v vai: valle bloed, ‘prepatsat. - 
.. stof of materiaal wat tot dié lot behoort: en wat nog 

~: in -voorraad ~is, _stopsit. ‘en. moet “hy, Vir. sover dit... 
uitvoerbaar i is, enige gedeelte: van die lot wat reeds - 
‘uitgereik i is, terugroep; en , 

=-(b) onverwyld ‘met ’n ondersoek: begin, of ‘adie lant. - 
begin. wat . alle laboratoriumproewe | insluit, -wat.- 
 Bepas. 5 bly te ‘wees: en: ‘wat: ‘in: die ormstan g 

    

    

    

o. ‘duidelik bewys dat die ‘petrokke lot veilig i is, a kis die ne | 
lisensichouer:: die: uitreiking” daarvan op. die | gewone we 
“owyse magtig..maar =. ° bes 

@) nie. bewys: dat’ die betrokke Jot veilig, is nie, ‘moet, 
odie lisensichouer. ee as - 

@): die lisensiéringsowerheid, so ‘spocdig “as wat " 
‘rédelik moontlik -is,. skriftelik: -verwittig van die 
“pesultate van die: -ondersoek; ON: : 

Gi). dit nie-uitreik ‘nie,’ maar daatoor: ‘beskik op’ hi 
o wyse: deur laasgenoemde ‘goedgekeur. 

        

~ INTREKKING, OPSKORTING OF. WEIERING. OM LISENSIES 
: ‘UIT TE REIK.. : 

45. @: Die lisensiéringsowerheid kan weier oma lisen- : 
sie vir. ’n bloedske ingsvereniging of ’n. bloedbewe: k 
laboratorium uit te reik indien “hy meen. dat die. appli 
nie in staat is om-doeltreffend aan die toepaslite bepe I 
“van: hierdie ‘regulasies . te, voldoen’ nie. 

(2) Die: lisensiéringsowerheid kan’ 1 lisensie v vir n bloed:. 
‘skenkingsvereniging © of ~’n: bloédbewerkingslaboratori i 

    

   
    Bs : 

   

  

“van dié vereniging of laboratorium: enigeen: van. die toepas-.~ 
like bepalings van hierdie- regulasies: oortree. ‘het | Of Ver~ 
suim het.om daaraan. te voldoen. pe PE Se ~ 

©. n volledige. s “sktiftelike tekord: van dic. ondersoek ¢ en ge 
die cbevingings i m 1 verband daarmee ‘hou. oo



10. 

- (3) The licensing authority’ shall, if he refuses to issue, 
or withdraws, ‘or ‘suspends a ‘biood “donor society ofa | 

blood: processing laboratory licence, promptly inform the | 

‘medical .practitioner concerned in writing of the-reasons. 

for refusing to issue, or for withdrawing, or suspending 

the. licence: a: a . eS 

‘PENALTY FOR CONTRAVENTION OF THE REGULATIONS. ° 

16. 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 exceeding one hundred rand (R100). 

> PART OIL 
  

FIRST SCHEDULE. 
  

* PROVISIONS RELATING. TO BLOOD ‘Donor SOCIETIES. 

"Blood _ Benor- Societies ‘to be Registered. as Non-profit 

o. “Making Companies. ~. 8 

- 1,-A licence to. 
be issued to a medical practitioner unless such society is 

registered ag a non-profit making company in terms :of | 

section twenty-one-of the Companies. Act, No. 46 of 1926. 

_ Appointment of a Medical Officer in Charge. 

~ 2. (1) Every blood donor society shall appoint a medical 
practitioner as the medical officer in charge of the blood 

transfusion services. that it renders... , 

Q) ‘This medical practitioner shail be the licensee. 

oe Appointment of a Deputy Medical Officer and of. fos 

: 2s Assistant Medical’ Officers. . 

3. A blood donor society may appoint" 

_ + (a) ‘medical practitioner as a.deputy medical officer to 

the Jicensee; and 
. 

(b) medical practitioners as assistant medical officers to 

_ Functions of the Licensee... 

4, (1). The licensee shall ‘be in overall charge: of, and.” 

‘responsible “for. ensuring ‘the proper performance of all | 

_ medical, technical, ‘administrative and. clerical procedures | 

which are. carried out by the-society. and.its branchés,. if 

any, in respect of the blood transfusion services which it | 
rendets and which are prescribed in this Schedule and he 
shall also be responsible for ensuring that all the relevant 

‘requirements of ‘Part I.ofthese tegulations: and of this 

Schedule are fully. complied. with. ©. 0-5. . - Do 

Qy “The “licensee . shall forthwith vadvise the ficensing | 
“authority, in’ writing. of— 

_-, Gi) the. surname, full christian names, postal address and 

    nedical. qua as I ed by 
‘African: Medical and Dental Council of any medical 

practitioner who has been appointed by the society | 

| as his deputy;or - wos 
‘” “@i) any change which has been made in the.appointment - 

of such a deputy. 

| Q).@, The licensee’ shall notify 

  

the licensing authority, 
- in-writing,.of-any changes which have been, or are about. 

to be, made by the society in—., . 

-@the designation, business, 
addresses or telephone numbers. of the. socicty; 

i) the articles of association of the society;.and 
> - Gi) the ‘plan. of organisation: of and’ the methods..and 

. procedures adopted by the society in respect of the 
blood transfusion: services: that it renders and. 

operate a blood-donor society shall not | 

_ hierdie regulasies en 
word. 

fications as registered by the South |.   descriptions of which are required by regulation 8 | — 
“". of this Schedule. . 
10 mo, 
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. 3) Die lisensiéringsowerheid, moet, indien hy weier om _ 

’n lisensie. vir.’n. bloedskenkingsvereniging .of .’n. bloed-- 
bewerkingslaboratorium wit te reik, of dit:intrek of opskort, 
die.betrokke geneesheer sonder versuim skriftelik verwittig 
‘van die redes vir die. weiering om die. lisensie uit te reik 

. of om dit in te trek of op te skort. -- ek. a 

.... STRAF VIR OORTREDING VAN DIE REGULASIES. 

16, Temand wat enige toepaslike bepalings van hierdie. 
regulasies oortree of. verstim ‘om daaraan te voldoen, . 
begaan ’n misdryf en is by skuldigbevinding strafbaar: met 

*n boeté yan hoogstens eenhonderd rand (R100)... oye YA 

DEEL IL 
  

- BERSTE BYLAE. 
  

_ BEPALINGS IN-VERBAND MET BLOEDSKENKINGSVERENIGINGS, 

| Bloedskenkingsverenigings moet. as maatskappye sonder 
winsbejag’ geregistreer word. 

“1. ’n Lisensie om. ’n .bloedskenkingsvereniging te. dryf 
‘word nie aan ’n geneeshecr uitgercik nie tensy dié ver- 
eniging ingevolge artikel een-en-twintig van die Maat- 
skappywet, No. 46. van 1926, as ’n maatskappy sonder | 

_ winsbejag geregistreer is. 

_Aanstelling van ’n verantwoordelike mediese beampte. 

2: (1) Elke bloedskenkingsvereniging moet ’n genéesheer 
-aanstel as die mediése beampte verantwoordelik vir die 

| bloedoortappingsdienste wat hy lewer.. 
(2) Hierdie geneesheer is die lisensichouer. - 

‘Aanstelling van’n ad junk-mediese beampte.en van ©: 

- assistent-mediese beamptes. - 

3. 'n Bloedskenkingsvereniging kan... 9.20 

. (a) ’n_-geneesheer as ’n.adjunk-mediese:-beampte vir die 

.-  lisensichouer; en. ees 

(6) geneeshere as. assistent-mediese, beamptes. vir. .hom 
. ~aanstel.. : Oe 

_. Funksies van die lisensichouer. 

4. (1) Die’ lisensichouer, oefen, algehele -beheer. uit en is - 
|. vérantwoordelik daarvoor om toe te.sién dat alle mediese,. 

“ tegniese; administratiewe-en klerklike prosedutes: wat deur 
die vereniging en sy takke, as daar. is, behartig word ten 

opsigte: van die bloedoortappingsdienste “wat hy lewer en 
-wat in hierdie Bylae voorgeskryf word, behoorlik uitgevoer 

word, en is ook verantwoordelik:daarvoor.om._ toe, te-sien — 

‘dat daar aan al. dic. toepaslike. vereistes van Deel -I.van- 
n van hierdie Bylae ten volle voldoen 

(2) Die lisensichouer moet die. lisensiéringsowerheid 

-onverwyld skriftelik verwittig van— co 

“@) die” van,- volle~ voorname,° posadres en’. mediese 

-"” ‘kwalifikasies, soos “deur: die’ Suid-Afrikaanse 

Geneeskundige en Tandheelkundige ‘Raad ‘geregi- ~ 

streer, van enige géneesheer wat deur die vereniging 

‘as sy adjunk-mediese’ beampte aangestel.is; of 

(ii) enige verandering wat in die. aanstelling van die 

“~ adjunk-mediese beampte gedoen is.   

' (3) (a) Die lisensiehouer moet die lisensiéringsowerheid 

skriftelik in kennis stel._van enige veranderings wat deur 

“die vereniging aangebring is of wat.aangebring staan te — 

a oo | word in— wo ee 

postal _or « telegraphic |. (@ die benaming, bésigheids-, pos- of telegramadres of 
telefoontommers van die vereniging; 

(ii) die statute van die vereniging; en ~~ 

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

“'.. dures gevolg deur, die. vereniging ten opsigte’ van ~ 

‘die bloedoortappingsdienste wat hy lewer en waar-- 

van besktywings ingevelge te “8 van hierdie 
   

     

    

   

  

~ Bylae vereis wotd.. “~*~
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“(by In. the ‘case: whén changes are to be: made in the 
methods and procedures which require, under the relevant. 
regulations ‘of this Schedule, the approval of the licensing 
‘authority, the contemplated” ‘changes shall be «notified to 
‘him before they aré made and they shall not be put into 

  

operation. until -his. approval has:-been ‘received: by” the’ 
Other changes of which notification to the licensee. - 

licensing: authority is required shall be. notified: to him by 
the: licensee as soon as it is ‘x6 sonably practical to do so.     

(4): The: “‘Veensee. shall urnish: the licensing: authority 
‘with-a copy. of:the.anntal report of the: society as soon as. 
is reasonably possible .after its ‘publication: 

Functions of the Deputy Medical Officer. 

5. ‘Q) The deputy medical- officer. shall ‘be under the 
administrative - control of the licensee. and shall’ undertake. 
and be responsible for such blood. transfusion duties as: 

The deputy medical |. 
officer shall.also be the understudy to the licensee and.’ 
are delegated to him by the latter. 

shall. have full powers to act as. such whenever the latter 
is temporarily not available for duty. The. deputy medical | 
‘officer shall then be ‘responsible for carrying out all the 
duties of the licensee as prescribed by these regulations. 

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

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

‘The Licensee or the Depiity Medical Officer always 4 to be | 
Avaéi lable. 

6. Either the licensee or the’ deputy meiical officer in| 
charge. shall be available at all reasonable: times ‘for the: 

. proper control of: the’ blood transfusion services tendered 
- by the Societys, 

Functions of the. Assistant:Medical Officers: 

2 Fe -The “assistant “pedical : ‘officers ‘shall be~ under. the 
‘administrative. control of the licensee, shail undertake such: |- 
“Ylood’ transfusion. dutiés'as-are‘ delegated’ to: them: by- him. | 
and shall be responsible to him for coniplying with all the 
provisions: of this Schedule which relate to such duties. 

pplications for Blood’ Donor Society Licences. 

    
   ‘blood doior society: as the medical: officer: in charge of: 

“the: Blood transfusion services. rendered by ‘it shall -forth-   
   

- blood donor society licence: and: shall furnish with his 
e oplicati G ‘the following i ormation: =       

  

“African "Medical: and Dental Council. 

    

      

    

  

ddrésses. and the, telephone. numbers of the blood 
donor society, 

  

eon: in eharge. of “its. ‘blood. transfusion: services; 

(ili) if -, the. appointment ig. a. temporary one, the 
perigd, for . which - ‘the. Appointment. has been 

: dd). Acc copy. of. the Aaticles of Association of the society 
.. 08, if sucl 

¢ and no. 

  

  

      anges have, subsequently . been ‘made in 
them, a certificate to” this effect. from ‘the “public. 
officer of the society, 

“with:-apply, in writing, to- the licensing ‘authority for a. 

A: letter “signed “by the public officer. of the blood. S 

yy the’ applicant has” “been ] petmanently or! “tem: 7 
porarily appointed ‘by it as the medical officer 

copy. has ; ‘been™ previously furnished |   

(b) In die geval waar veranderings aangebring moet, word 
in:die metodes en. prosedures wat ingev olge dic tocpaslike 
regulasies van hierdie Bylae dic goedkeuring van die lisen- - 

_ siéringsowerlicid . vereis, moet die beoogde. veranderings 
‘aan hom meegedeel: word voordat dit aangebring word en 
moet dit nie in werking gestel word voor sy goedkeuring 
deur die lisensichouer ontvang is aie. Ander vetanderings 
waarvan die lisensiétingsowerheid in kennis gestel. moet 
word, moet deur. die. lisensichoucr aan hom meegedecl 

“word so spoedig : as wat dit redelik moontliik is om “dit te 
‘ doen: 

(4) Die lisensichouer, moet aan die lisensiéringsowerheid 
’n-eksemplaar van die.jaarverslag van die vereniging besorg 
en spoedig as wat redelik moontlik is -na die publikasie 
daarvan. 

Funksies van die adjunk-mediese beampte. 
5-0) Die adjunk-mediese beampte staan onder die 

administratiewe: beheer van die lisensichouer en moet die 
“ ploedoortappingsdienste wat deur laasgenoemde aan hom 
opgedra. word, oriderneem en ‘daarvoor verantwoordelik: 
wees.. Die adjunk-mediese beampte neem ook in die plek 
‘van die lisensiehouer waar en het volle bevoegdheid om 
as. die. lisensichoueér. op te tree wanneer ook al laas- 
genoemde tydelik nie vir diens beskikbaar is nie. Die 
adjunk-mediese beampte is. dan verantwoordelik vir die - 
uitvoer van al. die pligte van die lisensichouer soos in 

hierdie regulasies voorgeskryf. ’ 

(2) ‘Indien . die’ lisensichouer sy pliste. as’ die mediése: 
beampte verantwoordelik vir die bloeddortappingsdienste - 

. tree_vir 

wat deur die véreniging gelewer word, pernianent neerlé; 
kan die. adjunk- mediese beampte as die lisensichouer op- 

n tydperk van hoogstens 30. dae waartydens aan- 
soek om *n nuwe lisensie gedoen kan word, 

Die lisensichouer of die adjunk-mediese beampte moet 
altyd beskikbaar wees. 

_ 6. Of die lisensiehouer Of die: verantwoordelike adjunk- 
| mediese beampte moet op all redelike tye beskikbaar. wees 
om behoorlik behees uit te oefen cor-die: ploedoortappirigs- 
dienste wat deur die vereniging gelewer word. 

EF unksies van die assistent-mediese beamptes.. 

7. Die assistent-mediese beamptes staan onder die 
-administratiewe beheer- van. dic. lisensiehouer, onderneem 

1: Every” medical: pe actitioner: who. i iS appointed by. ne 

die bloedoortappingsdienste wat deur hom aan hulle 
opgedra word en is.aan hom veranitwoordelik vir die, vol-. 
doening dan al. die. bepalings van hierdie Bylae wat op | 
die pligte betrekking het. 

  

Aansoeke, om lisensies. vir. ir bloedskenkingsverenigings. 

8. G) Elke geneesheer wat-deur.’n: bloedskenkingsver- 
eniging aangestel’ word as die mediese beampte. verant- 

| woordelik vir: die ‘ploédoortappingsdienste- ‘wat deur: die 
| vereniging gelewer word, moet onverwyld by die. lisensié- - 

(a) His surname. Christian names: postal 5 4 dress ‘an ad. ‘Tingsowerheid - skriftelik’ aansoék ‘doen: om ’n’ lisensic-.as 

medical qualifications are registered by the South: 
*n. bldedskenkingsVereniging: en moet die volgende inligting 
-saam.met die. aansoek: verstrek+—-1° 

es: (a) ‘Sy. van, voorname;: posadres. en. mediese kwalifikasies 
“ @ The. designation, the business,, postal and telegraphic ~ soos deur: die Suid-Afrikaanse: Geneeskundige.. en 

Tandheelkundige, Raad geregistreer, 
. (6) ‘Die benaming, die besigheids-, pos- en telegramadres 

‘en. die telefoonnommer van. die. bloedskenkings- 
. + vereniging. 
(c) ’n Brief deur die skakelbeanipte . van. ‘die bloed- — 

~ Skenkingsvereniging onderteken waarin: “gemeld 
word dat—_ 

_ @ die. applikant permanent of tydelik ‘deur die 
_-vereniging Aangestel i is as‘die médiesé beampte - 
~verdntwoordelik vir sy. bloedoortappingsdienste; 

(ii) die’ datum waarop die’ aanstelling van krag 
 word:en | ~ ; 

Gi) indien dit *n: tydelike. aanstelling is, die tyd- 
_ perk waarvoor die aanstelling gedoen is. 

.. (dyn Afskrif van die ‘statute. van die -vereniging. of, 
- “indien- son. afskrif voorheen verskaf is -en_ geen 

veranderings later daarin aangebring is nie, *n 
sertifikaat met dié sirekking van die skakelbeampte ' 
van die. vereniging. 

“Ht
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©) A short’ ‘description: ‘by the applicant of— 
“the plan of organisation of and the methods and | 

“procedures: to be adopted by the ‘society. in respect 
of thé blood.transfusion setvices which “it will 
render and with special reference-to those methods 
and: procedures ‘for. which, under «the ‘relevant | 

: regulations of’ this. Schedule, the approval of the 
licensing authority. is. -tequired. : 

This description - shall, include, all the following 
particulars: a 

(i) An outline of. the ‘scope of the blood trans- 
fusion’ services to be rendered. by: the society. 

ma Gi) ~ description of the general plan of organisa- 
tion to be-adopted by the society. in order to 

~ provide these services. 

Gi An outline. of the geogtaphical boundaries ‘of | 
the region which is nornrally to be served by 
the society... ee 

ww) A list” ‘of the branches of the society, their | 

. » postal and telegraphic. addresses. and telephone | 
numbers; the scope of-the services tobe pro- | 
‘vided by, and an outline. of the. area nor- 
mally to be served by, each branch. 

(Ww) A. description of the system to. be eiployed : 
». by. the society ‘for the keeping -of all records 

which are prescribed in the relevant: regulations 
of this Schedule: . | . 

) A statement — 

“as to what extent the blood transfusion equip- |. 

ment, which is referred to in regulation 17-of 
this Schedule, is to be of a disposable or of a 

 70n- -disposable nature atid. as to what extent 
this equipment. and any anticoagulant solution 

“is. to. be. prepared. ready. for use-and supplied 
"to the society. by a commercial organisation,. be age es 

-@2,.8 local manufacturer. or importer. 

_..E any of this equipment. is. to be prepared 
_ ready for. use, Or re-use, OF if any anticoagulant 
“solution: is to be. prepared for ‘use, by. the 

society, a. description of all: the technical 
methods and .procedures which are to be 
employed by the society to:ensure that all such. | 
equipment ‘and. anticoagulant solution is safe 

- fore blood. -transfusion-:purposes and will not 
~ “gender the blood toxic, nor: ‘pyrogenic and: will |: 8 

_. Maintain its sterility. 
» “Tf any. of :this equipment-or ‘anticoagulant 
solution is to’ be: prepared ready for use by a {o 
“commercial organisation, a statement as ‘tothe 

" “name ‘and address.of the organisation’ which 
ig to--bé responsible for the: ‘supply of each 
item to the society. : 

ii) AS “description of all. the technical methods 

“and “procedures: ewhich are to: be employed by |. 

the society: in respect to the testing-of blood 
-ascis required. by the relevant. regulations of 

_ this Schedule. ‘If any of these prescribed tests 
ate not to be carried -out by: the society but 
by some independent institution onits behalf, 

- a statement.as to the name and address of the 
- institution which the society proposes should 

carry. out. these tests... 

oe ‘ft shall, ‘however, not be necessary for the applicant po 
, “for a blood. ‘donor society licence to furnish any of the 
“nformation ‘listed: above if such information: has already, 
been furnished and all subsequent. changes notified | to the 
‘Heensing: ‘authority provided that— 

cc. 

@ the applicant in his application refers “specifically 
- to-allsuch previously | furnished. information and | 

} he: certifies ‘that. no other ‘changes, have. since been - 
oe made. 
p 

0. *n Kort ‘beskrywing deur di die appl kant vail fe 

die organisasieplan . van die. vereniging. & 
“. getodes -en. prosedure. wat. deur: hem gevole.. sal. 

Gi) ’n. Beskrywing ‘van ‘die algemene’ organisasie- 

2) Dit is egier nie nodig dat. die 

‘lisensie vir. ’n bloedskenkingsverenigitig bogenoemde inlig- 
ting verstrek nie indien di¢: inligting’ ‘yeeds versttek -en die 

| -lisensiéringsowerheid in -kennis gestelis..van al die: ver- 
anderings wat later. daarin aangebring ' ‘is, mits+ 

“@ die applikant in sy aansoek spesifiek: verwys na al 

(b) hy sertifiseer dat geen. ande 
aangebring i isnie, 24   

   

  

word in verband met). die bloedoortappingsdienste 
wat hy sal lewer en met spesiale’ verwysing na die 

~~ mMetodes yen: prosedure waarvoor,.ingevolge,:.die 
toepaslike regulasies vari. hierdie. Bylae,.die goed- 
keuring: van: die: lisensiéringsowerheid vereis:. word. 

Hierdie beskrywing moet, al die volgende beson- 
derhede insluit—. i ben, 

@) "n. Aanduiding: van de shvang: van 1 die. blo Jd 
_oortappingsdienste., wat: deur. die ‘vereniging. 
gelewer sal word.) : 

    

plan wat deur die vereniging gevoig. “sal word 
ten einde hier ‘dienste’ te: verskaf: EO ed 

(ity *n Aanduiding van die: geoprafiése grense van . 
_ die streek wat normaalweg | deur die. vereniging : 
.. bedien | sal. word. i 

vy ’n Lys van ‘die takke van die -vereniging, hulle 
’ -pos-- en telegramadresse en telefoonnommers, 

die omyang van die’ dienste wat deur elke’ tak 
verskaf sal word en-’n aanduiding van | die 

. gebied- wat normaalweg, deur elke tak ‘bedien 
sal word. 

-(v) nr Beskrywing van “die stelsel. wat ‘deur die 
vereniging. gebruik sal word vir. dié. hou van’ 
ai die rekords wat in die toepaslike. regulasies 
van hierdie -Bylde voorgeskry! word. 

(vi) ’n Verklaring— | 
. - betreffende, die~ thate -waarin dit bloedoortap- 

pingsuitrusting wat in regulasie 17 van hierdie 
_ Bylae genoem word afskafbaar of. behoubaar 

sal-wees, en vetreffende die. mate waarin, hierdie ; 
uitrusting en. enige. teenstellingsoplossing ‘deur 
’n- kommersiéle organisasie; by. ’n:-plaaslike 

>-vervaardiger: of invoerder “gereed vir gebruik 
berei sak word: en: aan di Vereniging: verskaf 

~gal- word: : : : 
. Indien -van hierdie. nitrusting ‘deur die. swer- 

“ eniging: vir gebruik. of -hergebruik®: gereed- 
gemaak moet word of indien °n teenstollings- 
oplossing: Vir * gebruik’ ‘beréi: inoet™ word): 
beskrywing van | al’ ‘die tegniese _metodes en 
prosedures wat deur die. vereniging gevolg sal 
-word-om te. verseker dat al dié uitrusting, en 
teenstollingsoplossing veilig is vir bloedoor- 
tappingsdoeleindes ennie. die bloed toksies of |. 

= pirogeen:sal maak nie on: die steriliteit: daarvan 
sal behou, : 

Indien van hiei die aitrusting of teenstollings- 
oplossing deur ’n kommersiéle organisasie vir. 
gebruik ‘gereedgemaak of berei moet word, "in 
verklaring ten opsigte van die naam en adrés 
van die. organisasie..wat.vir die. verskaffing: van 
-elke item aan: die. vereniging ° werantwoordelik 
nicet wees. 

  

    
    

    

  

oo (vii) ?n Beskrywing van ‘al die tegniese “metodes ¢ en, 
prosedures wat deur die vereniging ‘gevolg sal 
word ten opsigte| van die toets van bloed. soos 

. Vereis ingevoige | dic toepaslike- regulasies van 
‘hierdie Bylae. Indien enigeen. van hierdie 
voorgeskrewe proewe nie deur d igi 
self uitgevoer sal-word fie, maar 
n° onafhanklike! inrigting, 

     

’n verklaring ten   is 
--opsigte van die naam én adrés Van die inrigting 

-. wat deur: die vereniging voorgestel, word on 
"hierdie proéwe uit te voer. 

  

   
pplikant vir die 

  

dié inligting wat voortieent verstrek i is; en: 
andering edertdien 
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-@) The ‘igensee shall ‘also. f nish ‘to. the Ficensing 
information “as.“may > be: 

  

authority ‘such other written | 
“required by the ‘latter in respect’ of the orBanisation of. and 
“mnethods arid’ ‘procédures. adopted’ ‘by. the: society for the 
“Fendering of its. blood transfusion : ‘services. 

WN ification: by- the Public Officer of the. Society’ that the. 
© Bieenseé:has' Ceased to Actas the Medical Officer in 
Charge of the Society's Blood Lr ri ansfusion Services. 

  

“9. Should’ the’ licensée” for" “any” reason “relinquish. his 
post. as ‘the medical. officer in charge of. the blood trans-. 
fusion services. rendered by ‘the society; the public. officer 
SOF the’ ‘society shall forthwith: notify: the licensing authority 
in writing of this fact and advise the latter as to the name 
‘of the deputy. médical officer who will carry.on the service : 
watil-a: new medical ‘olficer ia | charge has been appointed |. 
by ‘the society. « 

, Or ‘ganisation of Blood: Donor. Societies into European and 
‘Non-European Divisions. : 

40. Blood dotior societies or: branches of such. societies 
‘which recruit both . ‘European and ‘non-European blood 
donors shall’ be organised into -separate European and 
non-Eurapean: divisions. so. that— 

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

“(b) the records of European-and noi-European. donors 
and: of their - blood. donations: are. kept separate, | 

Registration of Blood Donors. ~f 

a All persons who donate: their blood to a ‘blood 
“Aouor society shall’ be registered -by_.that ‘society in.a 
“Manner Approved ‘by the’ Jicensing authority, as blood 

, donors. 

Oy On tegistration- ‘all the. particulars . which.. are |: 
required by regulation: 37: (1): of this, Schedule in respect “bloedskenkers geregistreer word. 
of each :donor “shall be, recorded:-in: a. mariner approved 
by the licensing authority. except that the® particulars’ in 
respect of the blood group ofthe donor shallbe delayed. 

   

i: the: mnecessary. blood tests have been. completed. 

Conditions under which: “Blood: Donors: may. make Blood 
sh 7 Sis, flyhie: . Donations. 

a a) Blood donors | shall be not “Tess ‘than sighteen 
- years: of age. 

: On: any one occasion; and    
) @ The. interval between any. “two corisecutive blood 

~ donations from 
eight weeks. 

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

_ drawn, ‘the following procedure. shall be catried. out: — 

“@ The: blood donor’ shall be adéquateiy identified as 
a particular’ person whois régistered or is being. 
“registered ‘by the sociéty asa‘ blood: donor. 

.@) A determination of the: haemogidbin “level of his 
blood: shall be madé under the control of a medical 

"practitioner: arid by .a method which has been 

  

» approved for. this. purpose by the licensing authority.” 

_G) Females. with a haemoglobin level of less than 
». 12:5.grams and, 

  

. Gi) males with a haemoglobin level, of less than |: 
13:5 grams 

oh 68. haemoglobin per 100 millilitres of blood shall |- 
mot. be bled for: blood donations. 

© ‘The. physical fitness of the donor for giving a “a blood 
_ donation: shall be assessed by a‘medical practitioner. 

.. who. shall base his opinion upon the donor’s médical 

~ “under the circumstances. 

woogie |. wees. 
%, Q). «@ No blood donor ‘shall have t more ‘than 500: milli-.} . 
litres’ of “blood: withdrawn. from: him as ‘a ‘blood donation’ 

from: any. one donor. ‘shall be not: less than : 

“history. and upon..such clinical: examination and, 
«tests, tha the practitioner ‘considers 1 to- be: necessary |.   

@). ‘Die. lisensichouer. moet - ook. dié . ander skriftelike 
inligting aan’ die- lisensiéringsowerheid verstrek wat deur 
laasgenoemde’ vereis word tén opsigte van die organisasie ~ 

| van. die vereniging. en.die metodes en prosedures wat deur 
hom . gevolg: word vir die Jewering van sy bloedoor= 
tappingsdienste. . 

-Kennisgewing: deur: die. skakelbeampte -vs van ‘die. vereniging 
.. dat: die lisensiehouer opgehou het. om as. die .verant: 
‘” woordelike mediese~ beampie. van die Vereniging se. 

uo Bloedoortappingsdienste op tetree. 
9.Indien die lisensiehouer om ‘enige: rede sy betrekking 

_as -mediese - beampte . verantwoordelik. “vir die - bloedoor- 
-tappingsdienste ‘wat deur: die vereniging : gelewer™ word, 
neerlé, moet die skakelbeampte van. die vereniging die’ 
lisensiéringsowerheid onverwyld- skriftelik: van’ dié: feit in. 
kennis: stel’ en laasgenoemde verwittig: van die. naam ‘van 
die. adjunk- mediese beampte wat: die diens ‘sal voortsit tot- 

1 dat: ’n-: ‘nuwe verantwoordelike medies ‘brampte deur die 
vereniging aangestel js. : 

Indeling van bloedskenkingsveren enigings in | Blanke en 
nie-Blanke afdelings.. 

_ 10. Bloedskenkingsverenigings of takke: van: dié. vereni- 
gings -wat sowel.. Blankes. as ‘nie- -Blanke. ‘bloedskerikers ' 
‘wert, moet. in afsonderlike. Blanke en nie-Blanke afdélings . 
ingedeel word sodat— 

(a) bloed van. Blanke en nie-Blanke: ‘bloedskenkers op . 
afsonderlike persele getap word’ of op. dieselfde - 

- pérseel. Waar hulle behoorlik vant tnekaar geskei' is; 
en... 2% 

(by die rekords van Blanke | en nie- .-Blanke skenkers en _ 
“dié van hul bloedskenkings apart géhou word. ° 

Registrasié. van bloedskenkers. 
de *(1) Alle. persone wat- hulle bloed aan. ’n bloed- 

skenkingsvereniging skenk,*moet. deur daardie: vereniging, 
‘op..’n- wyse deur: die” lisensiéringsowerheid goedgekeur, as 

(2) By. registrasie “moet al die besonderhiede wat inge- 
_volge regulasie 37° (1) van ‘hierdie’ Bylae tén opsigte van 
-élke skenker. vereis word; aangeteken word op ’n wyse deur 
die lisensiéringsowerheid goedgekeur, behalwe dat die 
besonderhede ten -opsigte. van. die bloedgroep. van die 
skenker weggelaat . moet. word totdat die nodige bloed- 
proewe voltooi 1s. “ 

_ Voorwaardes waarop bloedskenkers: bloed: kan: skenk.. . 
122 Bloedskenkers.. moet. aminstens agtien. jaar oud 

(2}-G) Geen: bloedskenker: imag by een nenkele geleentheid 
‘meer as 500° mililiter: blood. van. hom laat trek. as. n: bloed- 
 skenking nie;.en - 

(ii) die. tydperk tussen enige twee _agtereenvolgende 
bloedskenkings van: een -enkele: skenker “moet minstens Q 

-apt weke wees..- 
-(3)- Op: die: ‘dag van, die. ‘yoorgenome trekking van: die a 

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

. (a) Die: bloedskenker. moet voldoende geidentifiseer- 
word as ’n bepaalde persoon:wat deur die vereniging 
as *n bloedskenker: geregistreer word of geregistreer : 

. is. 
(6) Die hemoglobiengehalte . ‘van ‘sy. bloed “moet ‘vas- 

gestel word onder die beheer van ’n- geneesheer en 
_ volgens *n metodé wat’ vir hierdie doel deur die 
lisensiéringsowerheid. goedgekeur i is. . 

-. Bloed mag die van— ~~ 

- (i). vrouens:met ’n hemoglobiengehalte van minder 
as 12-5 gram; en ar. ’ 

(ii) mans met ‘n hemoglobiengehalte van minder as 
13-5 gram 

hemoglobien per 100. milliliter bloed. vir bloed- 
_skenkings getap word nie. 

(c) Die liggaamlike -geskiktheid van: die skenker vir 
bloedskenking moet deur ’n geneesheer vasgestel 
‘word wat sy mening moet baseer op’ die-skenker se 

-. thediese geskiedenis en op dié kliniese ondersoek en 
" proewe: wat dié geneesheer in die -omstandighede 

~“ nodig age" . 
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No person who does not appear to: be physically 

fit to give'a blood donation and only a person who |, - 

appears to: be free ‘of diseases transmissible by | 

"blood transfusion shall have blood withdrawn for-| 

this purpose’ 

_ except that— 

-@ persons,.with a previous history of. “malaria, 

‘which, at. the time that they offer their -bload, 

appears. to be quiescent may be bled—~ 

for human blood ~ 

: provided that-— ' 

- such. blood-shall only. be issued as human blood 

under such conditions as. have been specifically 

~-approved ‘by. the licensing authority, or 

°°. for blood to” be processed into preparations 

of human ‘blood 

provided that— 

chs each container into. which..the ‘blood i is received 

is labelled. in. accordance with’ the provisions 

of. regulation 31 (2) of. this ‘Schedule and: 

(ii) persons with positive. serological tests: for 

N 

syphilis may: ‘be bled for- blood to be issued as 

‘human blood 

~ provided that— 
their blood ‘is stored in accordance -with ‘regu: F 

lation. 24 7) (i) of this Schedule before it is 

-.. 80 ‘issued, 

(d) No person shall make - a ‘blood ‘donation, either for 

-qssué -as human. blood. or for processing into a 

preparation of human. blood, if he has -a history of | 

. having suffered from. viral hepatitis at any time: 

except. that— 

if such a person is considered bya medical prac-- 

titioner to be physically fit for such bleeding, he 

may be bled for the purpose of obtaining blood 

“for the: preparation | of specific: testing. serum. 

- Premises on which Blood: Donations. are: made, 

~ 13. The premises on: ‘which blood: donations are made 

‘by blood donors, shall be suitable: and | adequate for this 
‘purpose. 

a Operation of Withdrawal of Blood for Blood 
. Donation Purposes. 

~ Van geen persoon wat nie klaarblyklik liggaamlik 
geskik is vir bloedskenking nie en slegs van ’n 

' persoon wat blykbaar vry-is van siektes oordraag- 
_baar deur ’n bloedoortapping mag bloed vir hierdie 
doel getrek word, behalwe dat— 

@. bloed van persone| met. ’n vorige geskiedenis 
van malaria, wat ten tyde van “bul: bloedaan- 
bieding, in. ’n_ blykbaar rustende . toestand is, 

_ getap kan. word— 
vir mensbloed- 

mits— 

dié. bloedslegs:- as s imensbloed uitgereik word op 
die’ voorwaardes wat. spesifiek deur die. lisen- 
siéringsowerheid. eoedgekeur is, of 
vir bloed. wat. tot: preparate. van mensbloed 
bewerk moet word | : 

mits— 

. elke houer.\ waarin die bloed opgevang word 
van ’n etiket voorsien. word. ooreenkomstig die. 

bepalings’ van regulasic 31 @) ‘van - hierdie - 
Bylae; en. 

(ii) bloed van persone |met positiewe. serumproewe 
vir lues :getap kan |word om as mensbloed uit- 

. gereik te word ” : 

mits— 

hul bloed ooreenkomstig regulasie 24 oO qi) 
van hierdie Bylae opgeberg word voordat ait 

_ aldus uitgereik. word... . 

-@ Niemand’ mag bloed skenk 1 nie; of vir ir uitreiking a as 
mensbloed Of vir bewerking tot *n preparaat van 

- mensbloed, indien hy volgens sy geskiedenis . op 
“enige tydstip aan virushepatitis | ‘bély het behalwe | 
dat—indien so *n persoon deur *n. geneesheer ‘lig- 

- “waamlik geskik geag- word: vir die” bloedtapping, 
_ bloed van hom® getap kan word -vir'‘die:doelom 

bloed te verkry: vir die bereiding: van- - spesifieke 
proefserum. - 

rn) 

‘Persele. waarop. bloedskenkings gedoen word.” 

13. Die persele waarop ~ “bloedskenkings.: deur: bloed- 
skenkers gedoen word, | ‘moet ‘geskik: en ‘doeltreffend. vit 

| die doel: wees. | 

- “Die bloedtrekproses vir bloedskenkingsdoeleindes. 
14. (i) (a) The operation of withdrawal :of blood. from a 

a blood donor: ‘for: blood donation purposes shall be . 

catried out. in \ contorsauty, with acceptable methods of 

a asepsis and 

(b): the operation. “of. insertion: of the needle into the 
‘vein of the donor shall be made by a medical practitioner’ 
‘who: shall either ‘complete the: operation , of withdrawal. of 
the blood himself: or ‘shall ‘supervise its completion ‘by- a 
suitably trained: technician. . 

Q)y The- container’ into which the blood donation is) 
received shall contain blocd from. one donor onily and this 

" container ‘shall -be the.same. ‘container in which that dona- 
tion is issued as ‘human, blood or is forwarded.to:a blood 
‘processing’ laboratory for. ‘processing into.a. preparation ‘of 

human blood. «- 

(3) The amount of blood - which is received into ‘the 
container ‘shall exceed 75%. of the total volume of the: 
contents of the container made up: by the blood and the 
anticoagulant: solution. 

Identification Marks of Blood Donations, 

; “45. Every container of a blood donation shall be marked 
in a manner: which shall— 

- (a) allow of the prompt and. accurate identification of I 
that particular ‘blood donation’ and | 

@) have .-been approved — for this purpose by. the . 
: licensing authority.” 

“14. 

  
140 @ Die trek van bloed -van ’n bloedskenker vir 

bloedskenkingsdoeleindes moet: in ooreenstemming met 

-aanneemlike asepsismetodes hitgevoer word; en. 
| 

“(b) Die insteek van die: nald in ‘die. aar van-die. skenker 

moet. deur. ’n- geneesheer : gel oen: word. “wat of -self die. 

bloedtrekproses moet voltooi) df toesig moet hou oor die 

voltooiing daarvan deur "n behootlik opgeleide tegnikus. 

(2) Die houer waarin die bloedskenking ops gevang, word 

moet bloed van slegs een. skenker bevat en hierdie. houer — 

moet: dieselfde houer wees waatin daardie skenking as 

mensbloed uitgereik. word’ of} na ’n. bloedbewerkingslabo- 

ratorium vir bewerking tot. ‘n preparaat. van mensblaed 

gestuur word. wt oh 

  

nN 

(3) Die. hoeveelheid bloed| wat in die hover ‘opgevang 

word, moet meer wees. as 75 ersent van die. totale volume 

van die inhoud van die houer wat vit die bloed_ en. die a 

teenstollingsoplossing bestaan. 

Identifikasiemerke van bloedskenkings. 

15.. Elke houer met nh vi moet gomerk, word 

, ‘op’ t ‘wyse wat— 

(a) ‘onmiddellike en noukeurige identifikasie. van 1 daardie 

bepaalde bloedskenking moontlik maak; ‘en 

(b) vir hierdie doel deur die lisensiéringsowerheid goed- 

- gekeur is. : L 

I, 
|
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: oe a © Blood Batches: 

“fainers of blood donations: which are. made. at: any one 
bleeding session. a 

=) Alt containers’ ‘of blood donations belonging to a | 
particular batch ‘shall be identifiable as belonging to that 
batch by a method. which is: “approved by” ‘the licensing 
authority. 

«Blood Transfusion Equipment, 

"47. ay” The blood ‘transfusion’ “equipment which is, 
covered by. this regulation ‘shall include— 

“@ ‘the apparatus used ‘by. a blood donor society. to. 
withdraw. blood for blood donation 1 Purposes from 

a’ blood. donor, ite. “ taking sets °: °° 

-® the blood ‘contaiiers ‘used to receive: the blood 
- donations ‘upon. their withdrawal ‘from the donors 
and 

_O any. apparatus. which i is used or issued by the society 
to administer, ‘blood infusions to patients, 1.€,. 

“giving sets ” ; 

| (2) Every ‘blood. container shall be sufficiently. trans- 
parent to allow of its contents tobe seen readily and shall 

have a hermetic: closure which shall effectively protect the 

contents of the’ container from contamination with micro- 

~ organisms and which shall ‘also reveal whether the con-- 

tainer-has been opened: or entered after the blood donation. 

has been’ introduced. 

8) The whole apparatus for the withdrawal of. a ‘blood 

donation from a donor; ie. the “taking set” and the 

blood. container, shall, when. connected, from either a 

closed system or a vented system arid, if-the latter, the air 

- yent shall be such that it will-effectively protect the con- 

tents of the container. from contamination with micro- | 

organisms. 

(4) “Taking sets ” used by and ‘ *‘ Giving sets” used or 

issued by a blood. donor society. shall be packed, ina 

rmaanner: approved. by the. licensing: authority,.in individual 

sealed packages which shall. protect the sets. from con- 

tamination with micro-organisms. . . 

(5) (a) Blood transfusion’. equipment, in whole - or in 

part; shall-be-either—.. . 

... @.of-a disposable nature and intended for use once 
. only, or : 

Gi) of..a non- -disposable. nature’ and intended; after 

suitable preparation, for re-use. 

ty (by Disposable equipment ‘shall be used ‘once’ ‘only: for 

el od transfusion purposes: : - 

  

  

» (6) (a): Blood transfusion, equipment and anticoagulant 

‘of equipment, for .re- use by either— 

  t @. ‘the society or 

  

   

“() Any blood transfusion ‘equipment which is: prepared 
for use or ré-usée, and any anticoagulant: solution which is 
“prepared for. use,by\:a blood: donor. society. shall be 
: prepared by methods and procedures. which. will ensure the. 
sgafety of the equipment-and the anticoagulant solution for 
blood transfusion purposes. and. in. particular shall not 
tender the blood toxic nor pyrogenic and‘ shall maintain 
its sterility. 

Such methods and procedures shall be— 

“o in ‘conformity with ‘the’ provisions ‘of any schedule 
relative to blood transfusion equipment and anti- 

tes, .., coagulant.:solutions which may be . promulgated 
z under . the. Therapeutic Substances. Regulations 
__. . framed under the, Medical, Dental and Pharmacy 

Ket (Act No. 13 of 1928); and < 

- Gi) approved by the licensing authority. 

“16. Ww A atch of blood. shall. consist. of ail the con- | . 

solutions may be prepared ready for use and, in the case 

(ii) a commercial organisation for supply to the society.   

. Leite bloed. 

16. (1) ’n Lot bloed bestaan uit al die houers met bloed- 
skenkings wat oy een bloedt appingsgeleentheid gedoen 
word. 

(2) Alle houers met bloedskenkings wat tot nh bepaalde 
lot béhoort, moet geidentifiseer kan word-as behorende tot 
-daardie lot deur-’n metode wat t deur die lisensiéringsower- 
seid, goedgekeur word. 

a Bloedoortappingsiitrusting. 
a7. aM Die: bicedoortappingsuitrusting wat deur hierdie 

regulasie: gedek word, moet -uit die volgende bestaan— 

(@) Die. apparaat wat deur ‘n. bloedskenkingsvereniging 
> gebruik word om van ’n. bloedskenker bloed. te trek 
Vit bloedskenkingsdoeleindes, | d.w.s,. “trektoe- 

- stelle” ~ 
(6): die ‘bloedhouers wat gebruik: word om die bloed- 
i skenkings op te! ‘vaing « nadat’ ‘ditt van ‘die skenkers- 

getrek i is)'en 
(c) enige appataat wat gebruik: word of deur die vereni- 

ging, ‘uitgereik word om bloed aan pasiénte toe.te 
dien, d.w.s. “ toedientoestelle ” 

(2) Elke bloedhouer moet deurskynend genoeg wees 
sodat die inhoud. daarvan maklik gesien.kan. word-en moet 
’n hermetiese. verseéling hé wat dic inhoud van die hover 
op doeltreffende..wyse teen ‘besmetting deur mikrodrganis- 
mes beskerm en wat ook toon. of die houer oopgemaak of . i 

oopgesteek is nadat die. bloedskenking daarin gesit is, . 

3) Die hele apparaat vir. die trek van *n ‘bloedskenking. 
van ’n skenker, d.w.s. die “ trektoestel ” en die bloedhouer, 
“moet wanneer: dit verbind is, of ’n geslote stelsel uitmaak 
Of "n-stélsel met ’n’ lugopening, en, indien laasgenoemde 
moet die lugoperiing van so ’n aard wees dat dit die inhoud 
van die houer op doeltreffende wyse teen besmetting deur 

| mikrodrganismes beskerm. 

(4) “ Trektoestelle.” wat. deur - n : ‘bloedskenikings- 
vereniging gebruik word en “ toedientoestelle ” 
n bloedskenkingsvereniging gebruik of uitgereik word,’ 
moet verpak word, op ’n wyse deur die lisensiéringsower- 
heid: goedgekeur, in. afsonderlike verseélde pakkette. wat 
die stelle teen besmetting deur mikroOrganismes beskerm. 

(5) (a) Bloedoortappingsuitrusting, gcheel of gedeeltelk 
moet wees 6f— . - 

_@) van n afskafbare: ard en bedoel om legen maal 
gebruik te word;.0f . 

(ii): van. ’n | behoubare ard. en * bedoel, na geskikte 
gereedmaking, om weer gebruik te word. 

- () Afskafbare “uitrusting moet slegs een maal vir 
bloedoortappingsdoeleindes gebruik word, 
(6) (a) Bloedoortappingsuitrusting - en 

oplossings kan gereed: vir gebruik berei_ word en, in die 
geval van uitrusting, vir hergebruik deur of— 

(i) die vereniging; of 

(ii) ’n_ kommersiéle organisasie: vik verskafing aan die 
vereniging.. 

(by Enige bloedooriappingsuitrustiag wat deur’ n ‘bloed- - 
1 skenkingsvereniging gereedgemaak word : vir gebruik of 
‘hergebruik en enige ‘teenstollingsoplossing wat vir gebruik. 
berei word, moet volgens -metodes en prosedures “berei 
word wat die veiligheid van. die vitrusting en. die. teen- 
stollingsoplossing - vir bloedoortappingsdoeleindes verseker 

en vetal nie..die bloed toksies.of. pirogeen maak nié en 
. die steriliteit daarvan behou. | 

Die metodes en prosedures moet— 

_@ in  ooreenstemming wees met die. bepalings van 
enige bylae wat betrekking het op bloedoortappings- 
uitrusting en teenstollingsoplossings ‘wat uitgevaar- 
dig kan word. ingevolge die Regulasies op Tetapeu- 
tiese Stowwe opgestel kragtens die Wet op Genees- 
here, ‘Tandartse en Aptekers (Wet No. B yan 
1928); en 

(i) deur die lisensiringsowettiid ‘poet: word, 

“is 

wat deur- 

teenstollings-



£6, 

a” The ‘Ticensee of a -plood ‘donor. society shall—. 

@ ‘when he assumes duty as the. medical officer. in. 

charge of the. blood transfusion services‘ rendered 

by the society, promptly forward ‘to the licensing 

authority samples of all blood. transfusion equip- 

“ ment (“ taking. “sets ”. “blood. containers 

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

issuing. and - 

~ (id) when ‘changes are to-be made: by the society i in such | 

equipment, prompily. forward to” the licensing 

authority~ samples of the new ‘types: of equipment 

which are. to be- cused. or issued. in. future: ‘by the | 

. society. 

(8) @. The formulae ‘of any anticoagulant. solutions to 

be prepared ‘or used by a blood donor society in respect. deur ’n bloedskenkersvereniging berei of gebruik gaan 
of blood to be issued by. it as human” blood : shall be 
approved. by the. licensing authority. 

(0). Any. changes to be madé by ‘the. society. in respect of 

such formulae shall be approved by the licensing authority. | 

Ta ct es _ van die formules aanbring, moet deur- die, Hisensiérings- 
Pilot. Tubes. - 

18, (1). A sterile » pilot tube to contain. a sample of the 

donor's. blood “obtained : at ‘the: time: the donation was 

made, shall be ‘securely affixed ina’ manner approved by~ 

the licensing authority: to-each container of blood which 

is to be issued as: ‘human: blood. , 

°Q): This: pilot . ‘tube’ shall “contain * “an adequate sample 

of the donor’s. ‘blood for ‘the performance ’ ‘of all pretrans-" 

fuision ‘compatibility tests as may- be necessary and .as 

° referred to -by. regulation 10-of Part I of these regulations. 

(3) Each” pilot: tube shall have securely affixed {6 it: a 

label which shall bear the same identification mark for the. 

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

for by regulation - 15 Of this Schedule, or in the event’ of 
the pilot. tube being an integral ‘part of the container, it - 

should. have securely. affixed .to -it,. or printed on it, an 

identification mark by which it can “be positively identified 
with the arent ‘container. , 

Bioop ‘Group Trsts ‘TO BE | PERFORMED IN RESPECT OF 

ALL ‘BLOOD DONATIONS INTENDED FOR ISsuE AS 

_ HUMAN BLoop. 

19. (dy: (a) A blood donation which i is intended for i issue 

_as:human.blood and which has been obtained by a-blood | 

donor: society ‘for. the first time. for this purpose.from a 

particular “blood. donor, ‘shal! not ‘be issued. by the society’ 

as such ‘unless at least<two separately collected samples: 
ofthe -donor’s blood, have - each been independently 

' subjected “to” blood group tests ‘as provided” for” in 
regulation 20 of this Scheditle. 

(8): i) The: first sample of blood taken for these tests 
shall be obtained from the dorior before he. makes his 
blood’ donation. The test on this sample shall: be known 
as the “donor group tést”” in respect of that particular 
donor and:the result of. this test shall be recorded by. the 
society in: accordance. with regulation 37 (1). of this 

Schedule as the blood group determined in respect © of that. 
donor. 

(ii) The ‘second sample of blood taken for these tests 
shall be obtained from the donor. when he makes: his 

blood. donation. “The test, on this sample shall be known 
as the ““donation group test”’ in respect of that particular 
donation ‘and the result of this test shall be recorded ‘by 
the society in accordance with: regulation 37 (2) of this 

Schedule ‘as. the blood: group determined i in respect of that 
donation. 

* (2) In those. cases, however, in which it-is not ‘practical : 
to. obtain a sample of blood from the donér beforé he 
makes “his donation, the donation. may still be issued as 
hunian blood 

provided that—. . 
ay the. first sample - for. the “ “ donor group - test "is: 

obtained when the donor makes his donation; ‘and ‘|’ 

ey 

“and | 

kan word. 

| staan. bekend.as.die-.,, skenkingsproefgroep.”” 

mits—. - Ie   
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(1 Die: lisensichower_ vain 2 bloedskeikingsverenging 
moet— 

(i) wanneer hy ‘diens aanvaar as die mnediésd beampte , 
verantwoordelik vir die bloedoortappingsdienste 

_ wat deur die vereniging|gelewer. word, .onmiddellik ~ 
-aan die. lisensi€ringsowerheid ., -monsters: van <aile- 

- bloedoortappingsuitrustir a. (“ trektoestelle ”, bloed- 
houer. en. ‘*toedientoestelle’’). wat die: vereniging . 
‘op daardie tydstip: gebruik. of uitreik; stuur; en 
wanneer veranderings in: dié witrusting «deur. die 
vereniging aangebring word, orimiddellik aan’ die 
lisensiéringsowerheid monsters..van. die nuwe tipes 
Autrusting- wat in die. toekoms deur die vereniging 
gebruik of uitgereik gaan word, stuur. 

8. (@) Die formules: van enige teenstollingsoplossing wat 

(ii). 

word ten. opsigte -van- bloed:-wat, déur hom as mensbioed 

- 
gocdgekeur- word, Coe ph 

(bd) Enige. -yeranderings: wat: ‘die ‘yeréniging: ten opsigte 

owerheid goedgekeur word. “| 

Proefbuisies. _ 

“witgereik moet word, moet: deur die lsensifringsowerheid 

18.°(1) ’n Steriele: proefbuisie wat.’n- monster t moet bevat’ 
‘van:die skenker se. bloed verkry toe. die skenking ogedoen 
‘is, moet stewig aan. elke. houer met bloed wat vir’ uit- 
reiking as bloed bedoel is, geheg word op. n wyse, deur die 

lisensiringsowerheid, goedgekeur. 

“(2y Bierdie proefbuisie moet. "n yoldoende dnonster van 
die skenker se bloed: bevat- vir die uitvoer:van alle. over 

- enigingbaarheidsproewe voor oottapping- wat ‘nodig ‘is en 
wat in regulasie 10° van Deel. I: van hierdie regulasies 
genoem word, iy 

(3) Elke proefbuisie: moet ‘in stewig: aangchegte otiket 
daarop. hé met ‘dieselfde identifikasiemerk vir'die skenking 

as die houer met bloed.en soos by. regulasie 15: van hierdie 
Bylae- bepaal of in die: geval waar: die -proefbuisic. ’n - 

-integrerende deel van die heuer is, ‘moet dit "niidentifikasie- © 
-imerk hé wat stewig. aangeheg: is-of .daarop-gedruk: is 
waardeur dit positief met dié moederhouer geidentifiseer 

  

BLOEDGROEPPROEWS.. WAT “UITGEVORR. - MOET. WORD :TEN 

OPSIGTE — VAN ALLE BLOEDSKENKINGS WAT: VIR UIT- 

REIKING AS MENSBLOED BEDOEL. TS... ow 

19. Gd) (a)? n Bloedskenking wat bedoel i is vir uitreiking 
as mensbloed en wat deur ’n bloedskenkingsvereniging as - 
die eerste skenking vir-hierdie doel van ’n bepaalde bloed- 
skenker verkry is; mag nie deur die’ vereniging as sodanig 
uitgereik word nie, tensy minstens twee afsonderlik getapte 
monsters vari die skenker se|bloed elk onafhanklik aan 
bloedgroepproewe ‘soos -in repplasie 20" 20 van hierdie ‘Bylae 
bepaal onderwerp is. 

y 

(b) (® Die eerste monster bloed..wat vir + hierdie. proewe. 
geneem word, moet. van die. skenker: verkry:word yoordat — 
hy sy bloedskenking- ‘doen. Die, proef .op ‘hierdie monster 
staan bekend as die. ¥, skenkergroepproef. ” ten-opsigte van 
dié. bepaalde .skenker en die [resultaat van hierdie proef 

moet. deur die vereniging aangeteken word: ooreenkomstig 
regulasie 37 (1) van hierdie Bylae as die bloedgroep wat 
tenopsigte van. die skenker vasgestel is. : 

(ii) Die twéede monster bloed- wat vir hicrdie proewe 

geneem word, moet van die skenker wverkry. word wanneer 
hy ‘sy bicedskenking. doen. 

van dié bepaalde skenking en die, .resullaat< van. hierdie 

proef moet deur die vereniging aangeteken. word: ooreen-. - 

komstig regulasie ‘37 (2) van. hierdie Bylae as die. bloed- 

groep wat ten opsigte van die skenking vasgestel-is. 

ié proef op hierdie monster, 
ten opsigte: 

(2) Tn dig gevalle ‘waarin dit nie prakties, moontlik is ‘ort, 

‘a bloedmonster van die skenker te véerkry voordat hy sy. 

skenking doen, nie, kan’ dic’ skenking egter “‘hogtans as 
mensbloed’ uitgereik word oe : 

  

(a). die eerste ‘monster vir. die “ skenkergroepproe! 
kry. word. wanneer: die skenker 8. -skenking, doen. en :



ay
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©. the second sample for the donation. group test ” 
is obtained. from. the blood ‘in the pilot tube |. 

eo attached to the container. 

and that-—. 

/@ during: the: interval between the pérformance of the . 
ae donor: group’ test’? and ‘the “‘ donation group 
test ’, avyellow label: is: conspicuously-arid securely 

~ attached to ‘the container by:a-method’ approved by’ 
* the: licensing authority” with’ the following words . 
“printed. in red thereonss="--' 

Caution: “Blood- ‘Group. Not Confirmed — 
_Waarskuwing: ‘Bloedgroep ‘Nie Bevestig Nie”, 

ii ) the “donation group’ test ” is performed, in. con- 

  

junction with the’ pretransfiision compatibility’ test. 

  

" ~eartied “out -at_thetime the blood is to’ ‘be: issued 
for infusion into a: particular patient; * ~ 

   

    

performed by. the laboratory. which is under’ the 
conttol ‘of the licensee or by. that independent. 

oo institution which has been’ approved: in-accordance 
with. regulation. 23 (2). Gi) of this. Schedule;-for. the 
performance of these blood tests. on behalf’ of the | 

hs.» society; and : 
(wv) the: results of the “ donor group. tests” and the 

yo» “donation group tests ” 

of. regulation: 37 of this. Schedule. 

“-Q). Every blood donation; which is: intended for issue’ as: 
human blood“ and which: has. been “obtained. by a blood: 
donor society from:a particular. blood..donor subsequent 
to his first donation to ‘that society, of blood-and in respect 
‘to which donation a .“ donor group test” has been 
performed, shalt only be issued’ by the society as such if— 

.@ a sainple. of blood has been obtained from the donor. . 
at. the time he made this. particular blood donation; 

® this sample has* been submitted to a blood group 
test, the “donation ‘group: test’, for this particular, - 
dotation: and 

‘©. thes restilt of this test: has - been. recorded: by: the 
- “ns society-.in. accordance with regulation. -37- ‘2)- of, 

    

: . respect of that donation. - 

Blood Group Tests. 
“90, (Ly Every ‘sample of a donor’s blood, which is to. be» 

subjected to. blood ‘group ‘tests in accordance with regula- 
tion 19 of this. Schedule, shall’ be tested— - 

“@ ‘to: determine its primary | blood group (ABO system); 

  

“vand 

. @) to determine whether it” is Rh positive Of ‘negative 
(ie. whether or. not “it F POssesses | ‘the. Rh, 

— antigen);, Po os ‘, 

except that. : : : 

it'shall not be 1 neceséary to-carry out this ‘atter test if— 
"two, samples. of* blood obtained from the donor on 
“separate occasions and independently tested have 
“proved ‘him to possess the: Ra, Or D antigen (ie. 
“that hé is Rh positive), and 

Gi) it has “been noted in the record kept in respect ' of 
the blood group of the donor in accordance. with 
regulation. 37 (1) of this Schedule that it has -been 

   

confirmed by the second test that hei is Rh positive. 

“ey The tests. which are used to -detérmine- ‘whether “a 
blood donor.is Rh’ positive or negative shall: be sufficiently 
Sensitive to: detect variants of.ihe Rh,, ie. D antigen aad 
bloods: possessing such Variants shall be recorded as Rh. 

positive. i 

Q) if the donot i is found net to possess the Rh,- or -D 
antigen or 2. variant of this antigen, a sample of his. blood 
shall also be™ ‘tested, at thé earliést -occasion which is 
practical to do‘so, for the’ Rh’ (C) afitigen and Rh” (E) 

- antigen. 

these: antigens ‘shall be regarded ‘as Rh positive and the 
blood, group in respect of the blood ‘donor Shall be 
recorded” as«- such ‘in the “records ‘which ‘aré- kept’ in 
accordance’ with ‘tegulation 37° Wo or this Schedule. 

both of “these’-tesis -(srowp “and compatibility) are. |. 

as’ thus determined,’ are | 
» fecorded:in-accordance’ with the relevant: Provisions, 

this. Scheduleas: the blood group determined. a | 

_ OF Di. 

-Any blood found to contain either: or both of.   

©) die iweede monster. vir die ‘ ‘ skenkingsgroepproct ” 
van die bloed indie procfbuisie wat aan die’ houer 

L gcheg i is, verkry word 

en mits—- ~ 

G). gedurende die tydperk hissen. die uitvoer. van die 
“'skenkergroepproef” en die’ “ skenkingsgroep- 
proef”. ’n. gel’ etiket opvallend en stewie aan. die 
houer geheg wotd op ’n wyse wat-deur.-die lisen- 
siéringsowerheid .goedgekeur. is, met -die' ‘volgende 
woorde i in rooi- letters gedruk.daarop:— |” 

“Caution: Blood: Group Not Confirmed.— 
Waarskuwing: Bloedgroep Onbevestig.”: 

(ii) die.“ skenkingsgroepproef * uitgevoer ‘word. tesame 
“met die. verenigbdarheidsproef. voor oortapping: wat" 

: ‘uitgevoer: ‘word ,wanneer- die bloed : Witgereik: moet 
: ‘word vir toediening aan n. pasiént;- 

ca albei proewe (groep- en verenigbaarheids- ) aitgevoet 
_ word deur die laboratorium wat onder. die-beheer - 
wan die ‘lis nsiehouer staan’ ‘of déur daardié onaf- 

. hanklike ‘inrigting goedgekeur; ooreenkomstig: regu- 
- lasie. 23. (2) (ii). van hierdie: Byiae, vir. die ‘uitvoer 

van hierdie bloedpioewe- vir die vereniging; en 
(iv) die resultate, van die -“‘ skenkergroepprocwe ”. en-die 

“ skenkingsgroepproewe ” ’,, S008-aldus. vasgestel, aan-_ 
‘geteken. word: ooreenkomstig die toepaslike bepa- 
lings van tegulasie 37. van: hierdie Bylae. 

(3) Elke bloedskenking wat-bedoel is -vir°uitréiking as. 
mensbloed. en. wat deur. Nn: bloedskenkingsvereniging Nan n 

  

  

‘bepaalde bloedskenker: verkty. i is as. sy eerste ‘skenking | aan 
 daardie vereniging van. bloed en-ten opsigte: waarvan ’n. 

“ skenkergroepproef *-nitgevoer is, kan slegs deur die ver; 
eniging as sodanig uitgereik word indien— 

(a) ’n. monster bloed van die skenker verkty” is toe hy 
hictdie bepaalde bloedskenking -gedoen: het: 

(6). hierdie monster aan ?n- ‘dloedgroepproef,, die “'sken. 
kingsgroepproef ? vir - hierdie bepaalde skenking 
‘ onderwerp is; -en. 

- (e). die resultaat: van hierdie proef deur die’ vereniging 
-_ angeteken is ooreenkomstig Tegulasie 37°(2) vaa 
‘hierdie Bylae as die bloedgtoep | wat fen opsigte. 
van die skenking. vasgestel is. 

Bloedgroepproewe. ‘ 

20, (2) Elke moniter van ’n skenker se bloed, wat oor- 
-eenkomstig regulasie 19 van hierdie: Bylac aan bloedgroep- 
prtoewe. onderwerp moet word, moet. getoets word—. 

“(a)-0m ‘die primére: bloedgroep, (ABO- stelsel) daarvan 
. J vaste stélyen ~~ 
6). om: vas. té “Stel of dit: Rh- -positiet of -negatief is: 

(d.w.s. of dii die Rh,- of, D-antigeen bevat of ae) 

behalwe dat: 

dit nie nodig is om lnagencemde prof uit te “voer. nie 
| indien— 

-@ twee monsters bloed wat by. afsoriderlike ecleent- 
hede. van die skenker verkry is en ofhanklik getoets 
is, bewys. het dat hy. die Rh,- of D- -antigeen ” het 
(dws. dat hy. Rh-positief ‘is);. en tee 

“i. dit in die rekord gehou ten opsigte van die ‘blosd- 
groep van die skenker ooreenkomstig regulasie . 

_ 37 (4) van hierdie Bylae- aangeteken - is “dat dit. by 
. die tweede proef bevestig is dat hy Rh- positief is. 

-Q Die proewe wat gebruik word om vas te stel of ’n 
bloedskenker Rh-positief: of -negatief -is, moet, sensitief 
genoes wees om afwykings van ‘die Rh,-antigeen, d.w.s. 
D-antigeen, aan. die lig te bring en bloed wat dié afwy-- ~ 
kings bevat, moet-as- Rh-p sositief aangeteken word. ° 

B) Indien “daar gevind word ‘dat die skenker nie die 
Rh,- of D-antigeen of ’n afwyking van hierdie antigeen 
het. nie, moet ’n monster van sy~bloed ook so -spoedig 
“moontlik gctoets word vir die Rh’ (C)- antigeen én’ die< 
Rh” (£)-antigéen.. Enige bloed waarin een van of albei 
‘hierdie antigene .aangetref word, word as Rh- Rositiet 
beskou en die bloedgroep ten opsigte van die bloedskeriker | 
meet as sodanig in die rekords wat ooreenkomstig. regu-~ 
lasic 37. as van hierdie ~ Bylae- gehou.m words -aangeteken 
“word” 

  

it
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. T ests -for Iso-agglutinins: and Isohaemolysins. 

21. (1) If it-is intended to issue a donation of blood as 

human blood and. if the donor. is proved. to belong. to 

blood group.O, a sample of his blood obtained at. the-time. 

‘he made the donation in question’ shall be tested, to deter-. 
mine whether— _ dag My gee 

-. (a) the iso-agglutinin titre is low or high and [or 

~(b) iso-haemolysins are present. aah 

(2) The level above which. the iso-agelutinin titre shalt 

be regarded as high shall be that level which has been 

approved, for this purpose and’ in respect to the particular 

type of test used, by the licensing ‘authority. 

Serological Test for Syphilis. 

“22. If it is-intended to issue a donation of blood as. 

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

‘the time he made the donation in question, shall be sub- 

jected to-a’serological test for syphilis. 9 9” 

o Methods of Performance. of Laboratory Tests. 

- 23. (1) Samples of the donor’s blood, which are required — 

forthe. various blood: tests. prescribed in the relevant. | 

regulations of this Schedule, shall.be collected in adequate 

- amounts for: testing purposes:in suitable specimen con- 

tainers which. are labelled with the same identification | 

matk for that. blood..donation_as isthe. container into’: 

which that donor’s blood-donation has been received and 

as-is provided for in regulation 15 of this Schedule. 

"() @ The laboratory tests which are prescribed by the 

relevant regulations of this Schedule shall be carried out 

either— 

“(a bya laboratory -which is under the control of the . 

licensee or. | . 

(b) by an independent institution’ which’ has’. been 

-, approved by. the licensing authority to pérform:-any 

of the. prescribed. laboratory tests. on behalf of the. 
“society. os 

(ii) If laboratory tests are carried out .on. behalf of a: 

blood donor. society by an independent. institution, all the 

relevant regulations of this Schedule shall, mutatis 

mutandis apply to this institution. so a 

(3) The laboratory tests, which are prescribed by. th 

relevant tegulations of this Schedule, shall be carried. out 

“by. medical practitioners . or by “suitably trained, and 

“adequately experienced ; 

_supervision and.at the ‘responsibility 6f-a. medical. practi- 

tioner- ~~ oo me ar i 

4) The methods used for the performance of all the 

various Jaboratory tests which are prescribed “in the: 

relevant regulations of this. Schedule. shall be carried out 

by methods: which have been approved by: the. licensing 

_ authority. a 

6) The diagonstic antisera employed in the blood group : 

tests, as prescribed in regulation 20 of’ this Schedule; shall : 

comply with such. standards as have been approved by. 

the licensing. authority. 

: Application of the Blood Tests. a 

94, (1) Before a’blood donation is made available by a- 
‘plood.donor society for issue as human blood— 

“*(@) the ‘result of the “donation group test”? for. that | 
particular blood donation [as defined in: regulation 

* 49 and’as performed and recorded in accordance’ 

with regulations 20 and 37 (2) respectively of this 

~ Schedule] shall be checked by a responsible officer 

- of the society with the result of the ‘‘ donor group 

“test”? for that particular blood .doner [as defined 

in regulation 19 and as performed and recorded 

in accordance with regulations. 20 and 37 (1) respec- 

_o», . + tively of this Schedule]; and , 

(b) a record shall-be Kept. of this check by the licensee 

and in a manner which has been approved by the | 
licensing authority. 

1 a L 

mutandis op hierdie inrigting 

technicians. who work under. the . 

-uitgevoer word. © 

|. 24.-(1) ’ Voordat   

. Proewe vir Isoagglutiniene en Isohemolisiene. 

‘21. (1) Indien .dit die yoorneme is om ’n skenking bloed. 

as mensbloed uit te reik en indien daar bewys is dat.die 
skenker tot. die bloedgroep 0 behoort, moet ’n monster 
van sy bloed wat. vérkry-is toe hy die betrokke skenking 
gedoen, het, .getoets word, om vas te‘stel of— 

. (a) die iscagglutinientiter Jaag of hoog is; en/of 
(by. daar isohemolisiene -aanwesig. is. 

-- (2) Die. peil waarbo die jsoagglutinientiter. ashoog 
beskou: word, is di¢ pei. wat pur. die.lisensiéringsowerheid 
vir: hierdie doel en ten opsigte| van die -bepaalde tipe proef 
wat. gebruik ‘word, goedgekeur is. Ls ; 

_ | 

Serumproef vir lues.. — 
_22.. Indien. dit-die voorneme.is..om,?n skenking bloed. as 

“mensbloed uit te reik moet ’n| monster van die.skenker se 
bioed wat verkry is toe hy die betrokke skenking. gedoen 
het, aan ’n. serumproef. vir lues onderwerp word. — 

_. Metodes vir die uitvoer van laboratoriumproewe. 

93. (D Monsters van, die skenker se bloed. wat nodig is 
vir die verskillende bloedproewe.in die toepaslike regu- 

lasies van hierdie Bylae voorgeskryf, moet.in voldoende 

hoeveelhede vir proefdoeleindes in geskikte. proefhouers 

getap word met dieselfde identifikasiemerk vir dié bloed- 

skenking as die houer waarin die ‘bloedskenking van die 
skenker opgevang is, en Soo} bepaal in regulasie 15 van 
hierdie Bylae. 

(2) (i) Die laboratoriumproewe wat in. die .toepaslike 

regulasies van hierdie. Bylac voorgeskryf word, moet uit- 

gevoer word of— Te : 

(a) deur ’n laboratorium wat.onder de-beheer -van. die 

-Tisensiehower staan; 6} Ce ee ag 
(6) deur °’n onafhanklike inrigting wat deur. die-lisen- 

sigringsowerheid goedgekeur is om. enigeen van die 

voorgeskrewe laboratoriumproewe vir die. -vereni- 

gifig uit te voer.. -- edict a lipeau: 

(ii) Indien “laboratoriumproewe vir .’n” bloedskenkings- 

vereniging deur ’n onafhanklike inrigting uitgevoer word,. 

is al die toepaslike regulasies vam hierdie Bylae ‘mutatis 
van toepassing. = 

(3) Die « laboratoriumproewe. - wat. indie -toepaslike 

regulasies van. hierdie Bylae voorgeskryf. word, moet deur 

geneeshere of. deur tegnici met. behoorlike. opleiding en 

toereikende ondervinding wat onder. die regstreekse toesig. 

werk van ’n geneesheer wat| die. verantwoordelikheid dra, 

(4) Die metodes. wat gevolg word vir die ‘uitvoer’ van 
al die verskillende laboratorijumproewe wat in die toepas-   like regulasies van hierdie Bylae. voorgeskryf word, moet 

_witgevoer word volgens metodes wat: deur die lisensi¢rings- 
owerheid goedgekeur is. 

. (5) Die diagnostiese antiserums “wat. in die bloedgroep- 

proewe soos in regulasie 20 van hierdie. Bylae’ voor- 
voorgeskryt,. gebruik word, moet aan dié standaarde wat 

deur die lisensiéringsowerheid goedgekeur is, voldoen. _ 

Toepassing: van die bloed proewe. a, 

’n bioedskenking deur “’n bloed- 
skenkingsvereniging vit uuityeiking as mensbloed beskik- 

baar gestel word— A oo USAR 

" (a) moet die- résultaat van die“ skenkingsgroepproef ” 

vir daardie bepaalde| bloédskenking (soos-omskryf 

in regulasie 19 en. scos. uitgevoer- en aangeteken 

'.. goreenkomstig onderskeidelik regulasies 20: en 37: 

GQ) van: hierdie Bylae, -dear:~’n verantwoordelike - 

_ “~beampte.van die vereniging gekontroleer word met 

oe die resultaat.. van die.“ skenkergroepproef ”’ vir 

- daardie bepaalde bloedskenker (soos .omskryf, in 

» -zegulasie 19 en-soos' uitgevoer en aangeteken oor- 

eenkomstig onderskeidelik regulasies, 20. en 37. (1) 

van: hierdie Bylae); emi 600. eee 

(b) moet *n rekord van ‘hierdie kontrolering. deur die 

" Jisensichouer gehou word op ’n wyse wat. deur die 

lisensiéringsowerheid| goedgekeur is, 

,
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(2). Indien bogenoemde. kontrolering toon dat ‘die 
resultate van die “ 
die resultate van die “ skenkergroepproef ”, word die 

- betrokke skenking ‘as veilig beskou vir uitreiking. deur die 
vereniging, ten opsigte van sy blosdgroep, as mensbloed. 

: (3) Tf the above- mentioned check shows that the results. | 
of the “donation group test” and ‘the “donor group | 
test’ are not in agreement, the donation in question shall 
be deemed not safe for issue by ‘the society as human 
blood and the following’ ‘action: ‘shall be taken “by the 
licensee. ale 

“@): “Fhe: “container - ‘shalt ‘be: immediately labelled in 
°°" caecordance:with regulation: 31 (@) of this Schedule; 

and 
(b) an investigation shall be. commenced; aS SOON as. is 

" ~ reasonably possible, by him to ascertain the cause 
eo Of: this? disagreement’ in _the results of the blood 
“group. tests. 67% . 

In ‘this investigation— - 

  

oO the’ blood group of - the ‘blood donation shall | 
bé checked by subjecting. at least two separate 

_ samples: of the blood-in question, one from the - 
-container and: the other from the pilot tube, | 
to independent. tests carried out: by different 
observers and also, . =. 

if indicated— 

Gi) the blood group of the donor ‘hall be similarly 
checked by independently testing at least two 
separately _ coliected samples of the donor’s 
blood; and 

Gi) the identity of the. donor shall. be verified to 
ensure that the blood donation.in question was 

~ in fact obtained from the ‘correct. donor. 
I 8 

'(4):Tf the above-mentioned investigation indicates that. 

the disagreement in the results of the group’ tests. was due | 
_ toa mistake inthe identity of the: donor, the possibility 
‘that similar’ mistakes’ in identity of the donors, who con- 
tributed: to the batch of: blood to-which the donation in~ 

| die skenkers wat bygedra het tot die lot bloed»waartoe 
: die betrokke skerking behoort, ten vollé ‘ondétsoek word. 

* (5) Indien die oorsaak van die verskil in die resultafe 

‘question belongs, shall be fully investigated. 
3 (5). Tf the, cause’ of the disagreement in the results of the 

blood. group. tests is resolved by the above-mentioned 
investigations atid the identity of the.donor, his blood . 
group and, the. blood group. of. ‘the donation are fitmly 
established, the container of blood in question shall be 
deemed safe for issue,.in. respect of its blood group, as. 
human blood, provided that— 
& all necessary © corrections: have., been made to the 
"records kept by the society in accordance with the 

i 

r 

Bhs relevant’. provisions of: regulation 37. of this, 
Schedule, 

. (i), the, container is conrectly lJabelled. as regards ‘the | 
\}-- . blood ‘group. in accordance: with ‘regulation 40. (2) 

‘ whe _ of this. Schedule, and * 
Gi the conditions of regulation 27 of this Schedule 

are complied with. 

L Otherwise the blood in question may be forwarded to oe 

  

a blood | processing. laboratory” for processing into a | Pre- 
-paration of human blood. “ 

‘6. A container of- blood: which: belongs to blood group.| _ 
0: and having. a high iso-agglutinin titre or ‘showing the 
presence of haemolysins shail be issued with a caution 
“printed. onthe. label to the effect that this blood is to be 
used. only: for the infusion. ¢ of. patients belonging to blood 
group O, 

OD A container of blood. which’ has given a positive 
serological test for. syphilis shall not be issued as human 
blood except. that— 
Tr (i) if the blood is required. in an emetgency and ‘the 

ee “result of the test has not been reported, the con- 
by tainer may be’ issued; provided that a yellow label 

ds conspicuously and. securely. affixed to the con- 
tainer by’ a method. approved by the licensing 

authority with the’ following words. printed in red 
‘thereon—. *- - 

| 

| 66 

Bop eo Caution: 

. - ee ‘Reported. 

| 

  

skenkingsgroepproef ” ooreenstem met. | of the “ donation group test.” 

“resultate van-die “ 

  Seroogial Test for Syphilis not: |: 

(2) if the above- mentioned check shows that the results 
are in agreement with the 

results of the “‘donor group test”, the “donation. in 
question shall be deemed safe for issue by the society, in 
respect of its blood group, as human blood. 

(3). Indien - bogenoemde kontrolering toon dat die 
* skenkingsgroepproef ” en die “ skenker- 

groepproef.” nie ooréenstem nie word die betrokke. Sken- 
“king nie as veilig vir uitreiking deur die. vereniging as 
mensbleed beskou nie en, moet die volgeride stappe deur 
die’ lisensichouer gedoen word— 

“(@ die houer: moet onmiddellik van:’n etiket: voorsien 
word - ooreenkomstig regulasie 3t (2) -van hierdie 
Bylae; ea 

©) hy moet so spoedig as wat redelik moontlik is met 
"a ondersoek begin ten’ einde die. oorsaak: van: hier- 

die verskil-in die resultate van die bloedgroep- . 
_ proewe vas te stel. . 

In hierdie. ondetsoek— 

(i) moet die . bloedgroep.. van. die bloedskenking 
gekontroleer word deur minstens twee afson- - 
‘derlike monsters van die betrokke bloed;:een 
uit die hotier en die ander uit die proefbuisie, 
aan onafhanklike proewe wat deur verskillende 
waarnemers witgevoer. word, onderwerp word 
en ook, indien dit. -nodig biyk; 

_ Mi) moet die bloedgeep van die skenker Gnsge- 
lyks. gekontroleer word deur minstens. twee 
afsonderlik. getapte monsters van die skenker’ 

' ge bioed'-onafhanklik te toets;' en - 
(iii) moet die-identiteit van die Skenker vasgestel 

- word ten einde te: verseker dat die beirokke 
bloedskenking werklik van die regte skenker 
verkry is. 

(4) Indien dit uit bogenoemde ondersoek blyk dat die 
verskil in die resultate van die groeppreewe te wyte was. 
aan. ’n fout in die identiteit van die skenker, moet die 
moontlikheid dat soortgelyke foute in die identiteit van 

van die bloedgroepproewe deur middel. van ‘bogenoemde _ 
ondersoeke bepaal is en.dic. identiteit van-die. skenker, sy 
bloedgroep en die bloedgroep van die skenking definitief . 
vasgestel is, word die -betrokke houer. met: bleed. veilig 
geag vir uitreiking, ten opsigte vane * sy bloedgroep, as mens- 
dioed, mits— 

“ay al die nodige aansuiwerings aangebring is in die. 
rekords.wat:oofeenkomstig die. toepaslike: bepalings 

_ van regulasie 37 van hierdie Bylae deur die vereni- — 
ging’ gehou word; 

(ii) ‘die houer ooreenkomstig regulasic 40 (2) van hierdie 
~ Bylae op die regte manier van *n etiket voorsien is: 

. wat-betref die bloedgroep;-en —- 
~ @ii) daar aan die: voorwaardes van regulasie 7 van - 

hierdie Bylae voldoen word, 

Die betrokke bloed-kan anders na ’n bloedbewerkings- 

‘laboratorium ‘vir: bewerking tot. a preparaat van mens-_ 

bloed gestuur word. 

(6) ’°n Houer met bloed tot bloedgroep Oo. behoort en On 

hoé isogglutinientiter het of die aanwesigheid van hemo- 

lisiene. toon, word uitgereik met ’n waarskuwing. op dic - 

etiket gedruk dat hierdie bloed. slegs gebruik kan word 

vir toediening aan “pasiénte. wat tot bloedgroep O behoort. 

(7) ’n Houer met bloed wat ’n positiewe. serumproef vit 

lues gelewer het, mag nie as mensbloed uitgereik word 

nie behaiwe dat— 

* @) indien die bloed vir.’n noodgeval nodig is en die 

resultaat van die proef nie. gerapporteer. is nie, die 
houer uitgereik’ kan word, mits ’n geel etiket op- 
vallend en stewig aan. die houer geheg word op ’n 
wyse wat deur die lisensiéringsowerheid goedgekeur 
is met die volgende woorde in rooi letters daarop 

- gedruk— — 

* Caution: 
Reported. 

Serological Test” for Syphilis not 

19
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“Waarskuwing: Serumprost vit r- Lives nog § Onbe- 
kend,” or, : 

Gi ifthe ‘blood has been continuously stored at.a tem- 
perature range of between 4° and 10° Gy. for-a- 
period-of not. less than 96 hours, it may be issued 
without arly special. caution. in- respect to the result 
of the serological test. 

+ Storage of Blood. 

25. : Every container: of -a blood - donation “shall; 
within four hours of ‘its -being made by. a blood: donor, ‘be 

: placed, ‘and .there afterwards... continually kept, 
environment with.a temperature range of -between 4° and 
10°°C. until issued. as human. blood. or forwarded toa 
blood. “processing | laboratory: for processing into a prepa- 
ration of human blood,» 

_ except. that—_. 

a. container’ of ‘blood 1 taay be kept. at 1 room temperature 
ever a.single -period-not, exceeding sixty..minutes as. may. 
be deemed: fiecessary-for testing. or for transfer purposes. . 

Q) Blood. donations shall. not ‘be: frozen at any time. 

a Transportation of Blood. 

authority, ‘within a temperature Tange: of 4* to 10° Cc. 

Opening of Containers of Hur uman: Blood Prior to 
Infusion: into Patients. 

oT A container of ‘human blood which is. to. be infused - 
into. a patient shall. not be opened. nor. entered, as “by 
piercing the hermetic closure, for the purpose: of preparing 
a, Suspension of packed. ted ‘cells; or. removing a sample 
for testing or for any other purpose. ‘unless 

o the opening or entering of the container is carried 
- out under conditions. .which are,in ‘conformity we 

_ acceptable methods of asepsis; 

© .(b): the. container with the. blood therein is” kept. ‘con- 
tinuously as far -as “it: is practical . ‘to. do .so,. at. a 
temperature range of between.4°: and..10°. C. from | 

-the: time, of’ opening or entering the container: until 
immediately befGre: the blood is infused into. the | - 
patient; and 

© ‘the infusion into. the patient is commenced within’ |: oo 
four hours. and.completed: within. six hours. of the: 

oe container being. opened, or. entered, 

28. The. expiry date for a blood donation beyond which 
it shall not be issued “as human blood’ shall-be the twenty- - 

fitst day after the day:on’ which the blood: donation in 
question Was “made by ‘the: donor. 

Inspection of Containers of Human Blood Before Issue. 

29. @ Every container. OF.: human: ‘blood, immediately 
before: it is issued’ by ‘a-blood. donor : ‘society for infusion 
into-a Patient, Shall be inspected for its: suitability: ‘for 
‘issue. : 

2). No container of human blood. shall be ssued as 
such. unless, on final inspection, it shows—. 

(a) no’ signs ° ‘of clot formation in its contents; 

(Bb). there <is a: clear line of. demarcation between the | 
settled red blood corpuscles and: the -supernatant 
fluid; and 

-e) the plasma. is free of signs .of. haemolysis visible to 
the naked eye, or of signs suggestive of contamina- 

_. tions : 

os except that— 

in’ an emergency when- blood is ‘argently: required 
.. for the treatment of a patient, a recently: collected 

or received. donation may be issued’ without waiting 
for the red ceils to settle: and so-allow of a proper: ) ~ 

nee inspection’ ‘of the: contents: -of. the ‘container. 
£20 

plek ‘met’ temperatuurgrense  tusse, 
in an: 

  

“A _.Waarskuwing: _Serumproet. i vir’ “Laes s nog. ; onbe- 
kend’”; sof . 

Gi) indien die bloed + vir’n tydperk van -‘minstens 96 uur 
“”. fassen die’ temperatuurgrense 4° en. 10°C. opgeberg. 

is dit sonder enige spesiale. waarskuwing. tén opsigtée 
“van die. resultaat. van- die s serum roet uitgereik,. kan 

+. word.. 

  

“0 pbere ging yan Bloed. 

95, @ Bike: houer “met ‘nl -bloedskenking ‘moet binne 
vier wor -vandat-dit deur *n- bloedskenker. gedoen is, in.’n 

“en 10°C! “geplaas 
en daara.deurgaans daar gehow wor “totdat dit as’ mens- 
bloed: uitgereik ‘word of na °n bloedbewerkingslaborato- 

  

rium \gestuur~ word: Vir bewerking tot ?n. ~preparaat van 
“mensbloed os 

| behalwe ‘dat-—-) Se eb 

  

’n houer met bloed. by kamiertemperatuiir gehou. kan word 
oor een enkele tydperk van. hoogstens-Sestig minute soos 
vir_proef- of oorbringdoeleindes nodig. mag wees, 
Q) Bloedskenkings, mag te gener tyd. bevries. word nie. 

 Vervoer i Bloed:. 

“26. Gedurende vervoer moet alle ‘hovers met bloed wat 
4 6. ‘During transpo rtation all coutaiters of bloo d which +. vir n tydperk van meer as twee uur in transitu moet wees, 

‘are-to ‘be-in transit for:a period éxceeding two hours shall 

~ be ‘maintained, by a’ means approved: by the licensing f 

tussen die temperatuurgrense 4° en 10°C. gehou word op 
ni wyse- deur die lisensiéringsowerheid goedgekeur, 

| 
Die oopmaiak van houers met mensbloed voor toediening 

aan p siénte,. : 

27. ny Houer met mensbloed wat “bedoel is vir toe- 
[3 

diening aan "n pasiént, mag nie ‘oopgemaak of oopgesteek 
word nie, sods byvoorbeeld deur die’ ‘hermetiese verseéling 
oop te steek, vir die. doel om ‘nl suspensie: van gepakte 

- FOOL sélle te berei, of *n smonster vir proefdoeleindes of 
- vir enige ander. doel te. verwyder lensy— 

' @) die. oopmaak of. oopsteek. van.die houer. uitgevoer 
- word in. toestande wat in ooreenstemming is met 
aanneemlike asepsismetodes: 

& die houer met die bloed daarin deurgaans, Vir'sover 
‘dit: moontlik ‘is om dit te doen; tussen die. tempera- 

_ tuurgrens 4° en-10° \Ce gehow- word :-van-die ‘tyd 
Van die oopmaak of|-oopsteek. van die houer. tot» 
—~onmiddellik® voor. die™ bloed:. aan: die :pasiént- toe- 
gedien word; en 

© die toediéning aan die! pasiént binne: vier uur nadat 
’ die houer oopgemaak’ of oopgesteek i is, begin. word 
“en binnte ses uur. it daarnia voltooi word.” 

| 

  

. Versirykingsdatum van-bloed wat-as -mensbloed uitgercik 

Expiry Date’ for. Blood: ‘to ‘be. ‘Issued as. Human Blood: ' moet! word.. 

28. Die verstrykingsdatum van “i bloedskenking waarna- 
Petpet ek 

. dit nie as mensbloed | uitgereik mag-word nie is die een-en- 
twintigste' dag nadie dag waarop : die ‘betrokke ‘Bloed- | 
skenking deur die skenker gedloen i is.) 

Inspeksie van houers mel riensbloed voor “uitreiking, 

29.. @ Elke houer ‘met emensbloed-. moet, voordat ‘dit 
deur ’n bloedskenkingsvereniging “vir..toediening aan °n 
pasiént uitgereik word, vir die geskiktheid van. uitreiking 
daarvan -geinspekteer word. 
‘(2)-Geen houer met, mensbloed. mag ‘as sodanige nit- 

  

|. gereik word nie tensy, by finale. inspekcie— ; 

(a) daar geen tekens.van | tollin in: die. inhoud daarvan P 1B 
is ‘nie; 

. (b) daar: ’n duidelike skeidslyn is tussen. die afeesakte 
rooibloedliggaampies| en dié vloeistof wat bo-op 
’ dryf; en 

() die plasma vry is. van tekens van ‘hemolise ‘wat’ met 
die ‘blote oog’ Ssigbaar is of: van “tekens wat op 

“ besmietting. dui; P 
. behalwe dat-—. > Tf 

in *n noodgeval wanneer bloed’ dringend nodig i is 
° vit “die behandeling” van °n-<pasiént ’n- onlangs 
~-getapte of opgevange skenking. uitgereik.kan‘ word 

- -.sonder..om te wag dat. die -rooiselle.afsak. sodat ’n 
- behoorlike. inspeksie, vant die. inhoud: 5 van die hover 
gedoen kan -word.: obs He acs Iga - 

| 

|
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~@) in recdrd of the” results” of. ‘the . inspections ‘of.¢ con: | 
tainers of human blood before issue “shall be Kept b y the 

“person responsible: for their: issue.: 

« @) Containers. of blood donations which on. inspection 
do not appear’ ‘suitable. for issue shall be labelied “in accor-— 
‘dance with regulation 3b @) and be subjected -to sterility 
tests in accordance with _ Tegulation 33, both of this. 
Schedule. 

Reissue of Containers Of: Human Blood. . 

  

: saGiell once by. a, blood, 1 
ales. 5 

iL @.: the ‘Griginal hermetic closure i is ‘intact and the con- 

       
~ tainer shows no evidence of having beeh--opéned.” 
or entered since it received ‘the blood: donation: 

oy the ‘pilot tube, cofitaining ‘an adequate: amount of 
“Blood> for pretransfusion testing purposes, - 

_@ still attached tothe. container; OF, 

w if it has been detached, for any: “purpose, is 
reattached. after. it-has been correctly identi- 

\ - fied, by a. responsible ‘officer’ of the society, 
os as the pilet tube: belonging. to" that particular 
me container; 

- been continuously stored at 4°—10° -C; 

- (d) the container has been kept 10 quarantine for such | 
time as will allow ofthe settlement. of the red 
blood cells and so of a proper. inspection of the 
contents. os : 

  

» ands 

»(f) the certificate of compatibility attached tO: the: con- 

-‘eate.” 

LQ) oA. container: of: human: ‘blood: which } has. been issued 
. twice: by a: -blood:-donor society-for infusion. into a patient 
shall: not: again: | be. issued as human. blood, 

  

    

Blood.    

    

  

      

‘obtained from a person-— 

“who “has been: registered. by the’ society as. a 
Ie oe “bleod donor: ‘in-accordance with regulation 11; .} 

from 

been 
issue 

bs GD. who has .no history of having suffered 
~ “malaria, “unless “prior “approval © has 

obtained: from ‘the licensing : authority, to 
“sueht blood as chuman:.blood; 

* Git) whose. blood, on testing | in accordance 
regulation 22, has not given a positive 

with 
sero- 

  

the donation: has been: labelled; or the donation 

| Ss 24 (7)-Gi); and 

  

   
froin viral hepatitis. 

(b) Regulation. Ad.” : 

ae @, The ‘blood ‘donation shall have, teen collected 
as = under acceptable conditions of asépsis;. 

“) the container shall have received: blood from 

  

   
   

    

, into. which the. donation. was. received; and 

“Gi, the amount.of blood ‘received. into. the con- 

and the anticoagulantsolution. :   

oclety shall not. be: teissued 

7 (o) there is ‘satisfactory evidence that: the container has" 

ofp O it. is recorded that the container is s being reissued; fe 

tainer-is cancelled and’ replaced by a new ; certifi- dees 

‘Blood. Donations: not: “Deemed Safe: for’ Issue as s Human 

ay ‘Regul lation: 12: The blood donation shall have: been 

Gay ‘who at’ the - time he. made the donation was: 
“satisfactorily identified.as a. particular person” 

“Jogical ‘test for syphilis, or the container of” 

tooo ivcvhas-been stored, in- accordance ‘with regulation ; 

Gy “who-has no history of- ‘ever “having suffered 

“tainershall. have.exceeded .75 pet cent of the us 
» ofinal total: volume: made: up + byt the: e donation   

By? n- Rekord van: “die: resultate van die inspeksies vail. 
houers met mensbloed: voor’ uitreiking moet deur. die 
“persoon wat verantwoordelik is vir die uitreiking daarvan: 
gehou word, 7 

“@) Houers met bloedskenkings wat by inspeksie blyk- 
baat ‘nie. geskik vir uitreiking is mie moet van etikette - 
voorsien word. ooreenkomstig regulasie 31-(2):en. aan 
steriliteitsproewe, ondetwerp word ooreenkomstig regulasie . 
33, albei-van hierdie Bylae. 

Heruiireiking var houers met mensbloéd. 

- 30.() ’n Hover met mensbloed wat reeds cen keer deur 
vn bloedskenkingsvereniging uitgereik | is, mag nie. heruit- 
gereik word nie, tensy— 

(a) die oorspronklike hermetiese versesling s ongeskoide 
is.en die-houer geen tekens toon dat dit oopgemaak 
of oopgesteek: is sedert die’ bloedskenking daarin 
oppevang is nie; 

(8) die “proefbuisie met: *n voldoende hoevéelheld Dbioed 
vir proefdoeleindes voor oortapping— : 

- (0. nog. aan die houer: geheg is: of 
Gi). indien dit vir enige doel: afgehaal i is, weet aane 

geheg word, nadat dit as korrek geidentifiseer. 
_ is, deur ’n verantwoordelike beampte.van dic’ 

" - -vereniging, as. die - proefbuisie wat tot die 

(0) ‘daar: bevredigende bewys i is. dat die houer 5 deurgaans J 

bepaalde houer behoort: 

-by.4°-10° C opgeberg is; 
- (@). die houer onder: ‘Kwarantya. gchou is. vir-ntydperk - 2: 

waarin die rooibloedselle kan afsak: en. ’n behoor- 
like. inspeksie van-_ die inhoud dus: gedoen Kan, 

- word: 
(e) daar aangeteken word dat die. ‘hover. heruitgereik | 

word; en 
“Gf die verenigbaatheidsertifikaat wat ‘aan ‘die. houer” 

geheg is, gekanselleer word en n deur,’ no nuwe sertifi- 
_kaat vervang word. 

(2) ’n ‘Houet met ‘Yhensbloed wat. reeds’ iWee ‘Keer deur 
Tn bloedskenkingsvereniging uitgereik is vir toediening © . 
aan’n Pasiént mag nie weer-as mensbloed bitgereik word 
“nie, : 

" Bloedskenkings wat ‘file veilig geag 5 word: vir uitreiking 
- as mensbloed-nie: 

“3h (ly? n Bloedskenking word nie geag veilig te wees 
| vir. uitreiking as mensbloed. nie tensy daar aan al onder- 
“staande. regulasies 

    

  

aii hierdie Bylae voldoen is 

(a) Regulasie. “12:—Die- bloedskenking’ ‘moet. verkry 
gewees het van’ persoon— : 

G)..wat, 

G@ 

: | «iy 

. és) 

a 

toe hy die. bloed geskenk het, op” °n 
bevredigend  wyse™-: geidentifiscer. is. as 
bepaalde . persoon . wat..deur die verengibe. 
ooreenkomstig regulasie, AL as "n 1 bloedskenker- 

" geregistreer is; mo 

wat volgens sy geskiedenis n nie aan malaria gely. - 
het nie, tensy goedkeuring vooraf van die | 

~ Hisensiéringsowerheid verkry is om die bloed 
as mensbloed uit te reik;: 
wie se bloed; nadat dit ooreenkomstig regulasie 
22 getoets is, nie ’n positiewe serumproef vir 
lues gelewér het nie, of die -houer. van’ die 
skenking vah ’n ‘etiket voorsien is:of die 

* skenking opgeberg is coreenkomstig regulasie 
24 (7) Gi); en 
wat nie volgens. sy geskiedenis ooit | aan, ‘virus- 
hepatitis gely het nie. o 

- (b) Regulasie 14, 

Die. bicedskenking . moet onder aanneesalike 
asepsistoestande getap gewees het; 

(ii) die houer moet bloed van slegs cen skenker 
one: donor ofly and be the original container |. - opgevang het en die oorspronklike houer wees 

-.waarin die skenking opgevang is; en 
(ili). die.. hoeveelheid. bloed -wat . in . die houer’ 

opgevang is, moet meer gewees -het as 75 
- persent vani-die.finale totale volume: wat uit die 

a, _ Seeking en die: teenstollingsoplossing | bestaan. 

ad
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eo Regulation is. —The container of the donation shall 
have been marked with an identification ‘mark for 
that particular donation: 

(a Regulation 16. —The container of the donation’ shall "| 
be. identifiable as’ belonging t to.a particular. batch of 
blood. 

.(e) Regulation 17 (2).—The contaifier of the donation. | 
shall -have.an effective hermetic. closure which shall | 
show no signs indicative of the ‘container having 
been opened or. entered unless such opening or. 

, entering has been carried out. in: conformity with, 
8 : the provisions of regulation 27, ° 
eg Regulation 18.—A: ‘pilot tube; properly labelled and 

containing an adequate sample of blood for: pre- | 
transfusion _ testing purposes, ‘shall. be securely 

attached to the container of the donation. 

(g) Regulations 19 and. 20. —Blood group tests for the 
primary blood group and the Rh factor, both in |-. 
respect of the donor and thé donation, shall have’ 
been ‘performed and - recorded in‘ accordance. with 
the provisions. of these regulations. 

(h) Regulation 21.—In the case of a blood donation 
belonging to blood group O, a test shall have been 
performed. ‘to. determine: the iso-agglutinin titre of 
the serum. and/or the presence of haemolysin and. 
if this titre.is high or haemolysins are present, the - 
container shall have -been labelled in accordance 
with regulation. 24 (6). 

@ Regulation 23.—The methods “employed for the per- 
° formance of -all: the ‘various blood  tests,required © 

in respect of the donor and his donation, shall-have 
been carried out in conformity with the provisions 
of this regulation. 

a. Regulation. 24.—As provided for in this regulation, 
the results ‘of .the“ donor. ‘group. test” andthe 

*““ donation group test” shall have been checked, 
_ the results of this check recorded anda proper 
investigation” ‘taade ‘in’ ‘Tespect. any disagreement 

  

‘which may have’ occurred in the results of these. 
tests. - 

. (k) Regulations 25 and 26. The blood donation ‘shall 
have been stored and transported in accordance 
with the provisions of these regulations. 

. @. ‘Regulation 28.—The blood donation shall not have. 
ro. become time expired: as defined. by this regulation. ||. 

@) Regulation 29. —The. blood ‘donation inimediately |. 
2 “Shall have been ~     

   

~ before its issue as ‘human. bl 
_ a inspected and found to be s 

~{n) Regulation 30.—The donation, 
once previously and’ ‘then returned to. cold store, 
shall not be reissued unless the terms of this 
regulation have: been complied -with. . 

  

e for issue: 

  

  

O Regulation 40.—The containér ‘shall: have ‘been : 
labelled: in accordance: with’ the Provisions: of: ‘this 
regulation. oe 

oy “Any. conté 

    

   

  

human. blood, shall;.promptly on. being so deemed, have 
“@- yellow label. conspicuously. and securely affixed to it 
in a manner approved. by- the’ licensing authonty. with 
me. following words printed in red thereon: —_ 

~~ “Not for use as human’ blood—Nie vir + gebruik as. 7 
...mensbloed nie.’ 

“@ A_ blood donation which is: ‘not deemed - safe for. 
issue as human blood may, nevertheless, be forwarded: 
“4o a: blood* processing” laboratory : ‘for’ processing into a. 
Preparation of ‘human blood. - 

. Expiry Date for Blood to be Processed into Preparations 
of ' Human Blood and Condemnation . of. Blood: 

-. Donations. 

“32. (1) The expiry date for a blood donation, beyond 
‘which it. shall not be. received by. a‘-blood processing 
laboratory for processing into a preparation of’ human. 
‘blood; ‘shall. ‘be’ the twenty-eighth day. from the.day on. 
which the donation’ in’ question was “made by -the blood 

~ gonor. 
an 

if it had been issued: | 

od donation, which isnot |: 
deemed safe, in the terms’ of this fegulition, for issue ‘as. hierdie regulasie’nie,   

(ec) Regulasie 15.—Die houer van ‘die’ ‘skenking ‘moet 
met ’n identifikasiemerk vir- daardie bepaalde 

|. skenking gemerk. gewées het.. 
@ Regulasie 16,—Die houer ‘van die skenking inoet 

identifiseerbaar wees ag behorende tot ‘nh ‘bepaalde 
lot bloed. 

() Regulasie 17. @). —Die houer:van die: skenking moet: 
’n doeltreffende hermetiese. verseéling hé wat geen 

- tekens: toon dat:die. chouer. oopgemaak of oopgesteck | 
is nie tensy dit oopgemaak of oopgesteck. is-ooreen-. 

: ~° komstig die: bepalings van regulasie 27. 
 @) Regulasie 18. Proefbuisie’ wat “behoorlik van °n 

- @tiket voorsien is ‘ent: wat? ’n-voldoende hoeveelheid 
__ bloed vir ‘proefdoeleindes~ voor ‘oortapping: bevat, 

‘moet stewig aan die- houer van die skenking geheg 
word. 

(g) Regulasies 19 en 20. ~Bloedgrvepproewe vir® ‘die 
-primére bloedgroep, en- die Rh-faktor, albei. ten 
opsigte van die skenkér en die skenking, moet uit- 

_ gevoer en aangeteken'.gewees het ooreenkomstig 
‘ die bepalings van hierdie regulasies. . 

(f) Regulasie 21. —In die geval: van "n bloedskenking 
behorende tot bloedgroep -O moet ’n -proef uitge- 
voer gewees het om die isoagglutinientiter van die 
‘serum en/of die aanwesigheid” van hemolisiene vas 
te stel en, indien hierdie titer hoog is of hemolisiene 
aanwesig is, moet diel chouer ooreenkomstig regu- 
lasie 24 (6) van. ’n etiket voorsien -gewees het. - 

a Regulasie 23.—Die metodes wat gevolg-is vir die 
“witvoer van’ al die <verskillende -bloédproewe wat 
ten opsigte van die skenker en sy skenking nodig is, 
moet ooreenkomstig die bepalings van hierdie regu- 

_ _lasie uitgevoer gewees) het. 
(j) Regulasie 24. —Soos in hierdie regulasie bepaal, moet 

die resultate van die “ skenkergroepproef” en ‘die 
“ skenkingsgroepproef ’” . gekontroleer _gewees ~het, 
die resultate. van hierdie kontrolering aangeteken 
gewees het en ‘n ‘behoorlike -ondersoek: ingestel-ge- 
wees hetten opsigte’ van enige: verskil wat. moontlik 

vy in die resultate. Nan. hierdie. proewe. kon, ‘voorgekom : 
het. - 

(D Regulasies 25.en 26 —Die 1 bloedskenking, moet oor- 
eenkomstig die. bepalings van: hierdie regulasies op- 
geberg.en vervoer gewees het, 

() Regulasie 28.—Dié verstrykingsdatum 
skenking soos in hierdie regulasie “on 
nie verby wees nie. a 

(m). Regulasie 29.—Die. bloedskenking meet. onmiddellik 
-. °° voor. die uitreiking. daarvan as. mensbloed. -geinspek- 

-teer en geskik. vir. uitreiking gevind: gewees. het. 

  

  

    

{ die’ blded- 
askryf, moet 

a (n) Regulasie 30.—Indien | die’ skenking- reeds. een-keer 

  

_ « tevore uitgereik:. is..en..weer in. ’n koelopbergings- 
. plek geplaas is, moet dit nie ‘hetuitgereik. word: nie 

tensy daar aan die bepalings van hierdie regulasie 
voldoen is nie. 

(0) Regulasie -40:--—Die: houer. moet ooreenkonistig’ die 
“bepalings van. hierdie: tegulasie:'v van- a etiket::voor- 
sien gewees het. os Syoe       

  

  

“Q) Enige houer, rtoet | a   word nie moet wann is 
van *n, geel etiket ‘voorsien. word. \ wat. opvallend | en. stewig 
-daaraan geheg is op ’n wyse: wat. deur..die, lisensiérings- 
owerheid goedgekeur is. met die volgende. woorde: in rool 
letters daarop gedruk— 

“Not for use ‘as: ‘human’ ‘blood —Nie vir gebruik as 
: mensbloed 1 (rrr | ee    

(3) n Bloedskenking wat: tnie vis vir ‘uitreiking a as mensbloed .. 
‘veilig geag word. nie kai nogtans. nan bloedbewerkings- 
“laboratorium | gestuur word vir bewerking: fot ‘nD | Preparaat   
van tmensbloed. 

  

Verstrykingsdatum - vir “bloed wot tot. prepanate van: ‘Mens- 
bloed bewerk moet word en ha van bloedskenkings. 

32. (1) Die verstrykings¢ atum van. ’n, bloedskenkii 
waarna die skenking nie deur ’n bloedbewerkingsla ora- 
torium vir bewerking tot ’n lpreparaat. van mensbloed 6nt- 
vang mag‘word ‘nie, is die’ agt-en-twintigste dagivanaf die 

   

dag waarop die betrokke’ ‘skenking: deur die: ‘blocdskenker. 
gedoen is.
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(2) @. AIL blood donations which - have ‘passed the 

above: ‘mentioned expiry date; and. 

(by any -blood donation. which may have been inad- 

vertently obtained, contrary to regulation 12°(3) (d) of this 

Schedule,.from a, donor. with a history. of having. suffered. 
at any time from viral hepatitis a 

-@ shall be condemned: and - oe 

Gi) shall “not* be’ forwarded” to a blood processing 

‘Jaboratory for’ processing into a ‘Preparation of 
~ human’ blood. | | 

= BY The containers of all ‘donations of blood vihich have 
: Ween. condemned. in- accordance with. this regulation shall, 
promptly - on condemnation,. have yellow labels. conspi- 

cuously. and. securely — affixed to them .in. a manner 

_ - approved by the jicensing authority, with the following 
words printed. in boldred type thereon: — 

““ -Condetined Blood—Afgekeurde’ ‘Bloed.” 

_. Sterility Tests. 

33. dy Every container of blood— 

@ ‘which has not been deemed. safe for i issue-as human - 
- blood «in» accordance with regulation at. of this 
Schedule, or 

" (b) which is forwarded to.a blood” processing laboratory 
- for processing into a preparation. of human. blood, 
or. 

“© which -has been condemned i in accordance with regu- 
--dation 32: of this Schedule, ° 

shall be subjected to a-sterility. test. 

Q)-. This. sterility test shall -be’ carried. out by a method 
which is approved. by. the licensing . authority, 

@G) The test shall be: carried ‘out by: 

    : licensee : of the blood donor society, -or- 

“(by an independent’ institution which has been. approved 
in accordance. with. regulation. 23 (2) of ‘this Sche-’ 

u 
', Of the blood donor. society, or: 

©. the blood processing Jaboratory.. to. which’ the: blood 
_donations, have beet forwarded for processing into : 
"preparations of human blood. . 

  

lH 4) Tf sterility tests are carried out’ by. an approved: 
- independent institution or by ‘a: blood ‘processing labora- 
“tory; the: officer ‘in ‘charge ‘of this’ institution: or laboratory 
‘Shall, on completion of the tests, promptly: forward, to the: 
licensee of the blood ‘dorior ‘society which forwarded the - 

-Gontainers of blood: for: sterility: testing, a written report 
of the results: of these tests, ~ 

6): The. licensee of the -blood : donor society shall keep. 
an up" to. date-record ‘of: the results .of all. sterility ‘tests 

- carried out on containers of blood ‘donations. whether the 
tests were: performed | in the laboratory under his control. 

   
   

results, were then reported to- him, 

ht ‘of Entry: for’ Inspection Purposes. of : the: Licensing 

‘Blood is Stored. 

_ | 34. @). The. licensing. authority: (or. any. “officer of the: 
’ State Health Department. who has been duly authorised 

in writing by the 1¢ licensing authority t to’ act on-his behalf); 

   

    

   

  

   

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) . . 

e ‘the right to enter, at all. reasonable times and 
or: ‘without. prior notice, any. ‘hospital, ‘institution or 

er _Premises— —_ 

  

  
# ‘hatian’ blood:is: stoted; and : 

dule‘'to carry out’ these’ laboratory tests on behalf 

were, performed i in another institution or Jaboratory and. 

Authority or the ‘Licensee: to Place: where: Human: 

b The. licensee or. any em Joy ee of the blood d | ) ( y. empl yee: e. blood. donor . bloedskenkingsvereniging waarvan. die lisensichouer ‘die 

| verantwoordelike mediese beampte is en wat ‘skriftelik   (i): where, . im: the case > of, the licensing authority, any 

23 

Q) (a) Alle bloedskenkings waatvan bogenoemde ver- 
‘sttykingsdatum verkry i is;em. © 

“(b) Enige ploedskenking. wat moontlik. per abuis verkty 
is,. strydig met regulasie’ 12 (3) (d) van hierdie Bylae, van 
’n skenker wat volgens sy. geskiedenis op enige tydstip aan 

. virus-hepatitis gely het— 

_@ moet afgekeur word;en 
Gi mag nie nan bloedbewerkingslaboratoritim vir 

bewerking tot ‘a Preparaat van mensbloed _gestuur 
word fie, ; 

| 

-@) Die houers. mét: al: die bloedskenkings wat coreen- . 
| komstig hierdie’ regulasie afgekeur is, ‘moet’ onmiddellik 

na afkeuring voorsien. word van.geel etikette, wat opvailend 
‘en stewig' daaraan geheg. word: op ’n wyse wat detr die 
lisensiéringsowerheid goedgekeur . is met’ die volgende . 
woorde ‘in vetgedrukte. rooi letters daarop. gedruk— 

Pondemines Blood. —Afgekeurde - Bloed. a 

., Steriliteitsproewe. 

33. (t) Elke houer met bloed— 

‘@ wat ooreenkomstig regulasie 31. van. hierdie Bylae ni nie: 
- véilig geag is vir- uitreiking as mensbloed nie; of 

(b) wat na ’n bloedbewerkingslaboratorium vit bewer- 
king ‘tot ’n preparaat yan mensbloed gestuur word; 
of - 

(c) wat ooreenkomstig regulasie 32 ‘van hierdie Bylae- 
. afgekeur is; 

moet aan ’n steriliteitsproef onderwetp word. 

Q) Die steriliteitsproef. moet. uitgevoer word volgens ’n 
metode wat deur die lisensiéringsowerheid goedgekeur 
word. me 

(3) Die proef moet uitgevoer word deur—. 

(an laboratorium wat onder die beheer staan van die 

u@ a. Jaboratory.. which is under the. ‘control of the |. _lisensiehouer van die bloedskenkingsvereniging; of 

). ’n onafhanklike: inrigting wat ‘ooreenkomstig regu- 

lasie ‘23° (2). van_ hierdie Bylae goedgekeur is om 

- hierdie Jaboratoriumproewe Vir die bloedskenkings- 
vereniging uit te voer; of 

- (c) die bloedbewerkingslaboratorium waarheen . die 

bloed skenkings vir bewerking~tot preparate van _ , 
mensbloed gestuur is. 

(4) Indien steriliteitsproewe deur n goedgekeurde ons © 

athanklike -inrigting of .deur ’n bloedbewerkingslabora-_ 

-torium uitgevoer word, moet dié verantwoordelike-beampte 

van hierdie inrigting: of. laboratorium - ‘by, voltooiing van 

die proewe onmiddellik. ’n “skriftelike ‘verslag van die 

resultate.van hierdie *proewe aan die lisensichouer van _ 

die bloedskenkingsvereniging wat die houers met bloed 

vir steriliteitsproewe | gestuur het, stuur. 

. (5) Die lisensichouer: van die. bloedskenkinigsvereniging © 

-moet ’n rekord. byhou' van dié resultate van'al die sterili- 
' teitsproewe. wat. op: houers met: bloedskenkings. uitgevoer 

is, of die proewe . in die laboratorium onder:sy beheer uit- 

gevoer is of in ’n ander inrigting « of-laboratorium uitgevoer 

is en die-resultate dan aan. hom gerapporteer is. 

Die ‘reg van die lisensiéringsowerheid of die lisensiehouer 

‘om plékke waar. mensbloéd. opgeberg word. vir 

inspeksiedoeleindes binne te gaan. 

34. (a) Die lisensiéringsowerheid (of enige beampte van ~ 

die Staatsdepartement van Gesondheid “wat — skriftelik - 

| behoorlik deur die- lisensiéringsowerheid daartoe gemagtig. 

‘ is om namens thom op. te tree); of. . 

(b) Die lisensi¢houer. OE: enige | * werknemer. ‘van “die 

béhoorlik deur laasgenoenide daartoe geniagtig is om 

namens hom op te tree) 
het die. reg om, op alle’ redelike. tye en met of sonder 

: vooratgaandt | kennisgewing,. enige. hospitaal, inrigting, of 
                          

@) waar, ip 1 ‘die: geval van die lisensiétingsowerheld, 
enige mensbloed opgeberg word; .en 
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of: which’ he i is: the medical officer i in charge 
is ‘stored; & 

with the objects of— 

inspecting ‘the. conditions. under which the ‘blood is] 
- stored’ and issued. from. . storage forthe ‘treatment | 

patients, checking the: stocks. of -blood which |. - 
» sare in -storage.. and; ascertaining. whether : proper | 

. records-are being kept of ail. containers. of human | 
a blood which are. taken into. or issued from Storage. |. 

© Secrecy i in 1 Regard to Blood Donations: 

35. ‘No. employee of a blood donor society. shall disclose y 
‘the name of any ‘blood donor .whose blood was. “used to 

‘infuse .a particular patient, or the name of any patient 
-who. was. infused: with blood. from a. particular blood 

donor,.to «any .petson..who- is: not. authorised by- the 

.. licensing authority or licensee to receive. such information. 

Confidential Nature of Records. 

36. All records’ in regard ‘to blood. donors - and their 

blood donations ‘shall be regarded. as strictly confidential 

and.no person shall have access to. them unless authorised . 

- to do's So by: the: licensing authority or the’ licensee. 

| Records of Blood Donors, and. their Donations. 

"37, “Every ‘blood’ donor’ ‘society’ “shall keep records, in a 

form apptoved by the: licensing authority,. of all blood 

donors régistered by it and of all donations of blood made 

by them. These’ records shall: iriclude~. the following 

wae _ 

oO In. respect of the blood donor:——. _ 

(a) Surname and first Christian name and - ‘initials 

of other names. 

| (6) Sex. 

(c). Race (White, Coloured, Asiatic or: Baste), 

-(d) Daté. of birth. 

©) Permanent postal address (when should be kept 

up -to® date). 

: o The primary blood group: p (ABO. system) and the | 

Rh factor as determined. by.the “donor group.|. — 
test ” defined.in regulation 19. and as. performed | 
-in_ accordance with regulations 20 and-23. of this ‘|. 

_ Schedule, If ‘the donor. is found to’ be Rh 
‘positive due to the présence of the Rh, or D 

antigen‘or a variant of this antigen in his "blood, de 

it shall’ also be recorded: whether ‘the -result 

"> of: this. test’ has: been “confirmed -by a. second. |: 
"independent ‘test. Ifa test: has been. performed 

“for the Rh’ ( ‘or the Rh” (E) antigens, the: 

result: of ‘this, ‘test. shall also. be. recorded. 

py “Any felévant ‘yematks in’ “ respect of: the blood 

donor’s medical fitness for bleeding. 

2) In respect ofeach and. ‘every. donation ‘of. blood 
“made by the blood donors :— 

(a) The ‘identification mark © of ‘the. donation ‘as | , 
appearing on the label .of ‘the container. 

wo The: primary. blood. group (ABO system) and: 

. the Rh factor (if a test for the latter has’ been. | 

performed) as determined: bythe “donation | 

“group test ” defined in regulation 19 and. as 
performed in accordance with regulations 20. 

and 23 of this Schedule. 

(c) The result of the serological test ‘for syphilis. 

@ Any further relevant remarks about the bleod 

donor’s medical: fitness. for bleeding. 

“(oe The. date of. and. the place. where the: blood was 
~ withdrawn from the blood donor. mee 
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i the: case of the licensee, any human blood, . 
‘has been’ supplied* “by. the “blood” donor |: 

  

i) waar; in’ die. geval ‘van i die lisensichouer, « -enige 
gensbloed wat verskaf lis, deur die-bloedskenkings- - 
--vereniging waarvan hy. die ‘werantwoordélike 

‘ miediese beampte: is, : opgeberg: word |. 
met die doelom—~ | 
die toestande’. waaronder: die’ bloed opeeberg en 
van die. opbergingsplek yitgereik word vir die 

. ade ‘bloed wat -opgeberg ‘word,na te gaan én 

vas te stel of behoorlike reko §*gehou word van 
alle houers met. mensbloéd wat in voorraad geneem 
Of van die. opbergingsplek uitgereik word. 

    

  

  

~ Geheitnhouding in “yerband met bloedskenkings. : 
35, Geen werknemer. van 'n bloedsken ingsvereniging 

mag die naam. van enige: bloedskenker® wie se’ bloed_ vir 
toediening aan: "i bepaalde pasiént gebruik i is; of die naam 
van enige pasiént aan wie bloed ‘van in ‘bepaalde | bloed- 

  

skenker: toegedien is, aan -enige . persoon wat nie deur die *_ 
lisensiéringsowerheid of die lisensichouer daartoe gemagtig : 
is om: sodanige inligting te ontvang nie, meedeel nie, 

Vertroulike aard van rekor dso “ | 

36. Alle rekords wat betrekking het op bloedskenkers en - 

hulle’ bloedskenkings . moet as streng: vertroulik beskou 
word en niemand mag daafin insae hé nie tensy daartoe - 

. gemagtig deur die lisensi€ringsowerheid of die lisensie- 
houer. oo 

” Rekords van bloedskenkers ere: taille skenkings. 

37.. Elke bidedskenkingsvereniging moet rekords hou, in’ 
*n vorm. deur die lisensiéringsowerheid. goedgekeur, van 
alle bloedskenkers wat deur die vereniging géregistreer is 
en ‘vair alle bloedskenkings! wat.-deur ‘hulle gedoen, is. 
Hierdie rekords moet die volgende besonderliede insluit : — 

(1). Ten opsigte van die bigedskenker :— — 

(a) Van en éerste voornaam en ‘Voorletters van. 
ander name. | 

(by Geslag. 8 | 
-“(¢) Ras (Blanke;: ‘Klewrling, Asiaat ‘of “Bantoe). 

(d) Geboortedatum, . I 
(e) Permanente posadres , (wat tot op. datum gehou 

- ‘moet word). 

- i Die primére ‘bloedgroep. (ABO: stelsel) en die” 
~.. Rh-faktor™ soos : vasgestel deur ‘die ‘ skenker- 

-groepproef ” in: regulasie. 19° omskryf en oor- 
eenkomstig ‘regulasies :20°-en=-23° van~ hierdie 
-Bylae uitgevoer: Indien daar: ‘gevind word dat 

- die skenker Rh-positief'is weens. die. aanwesig- 
~-heid van Rh,- of ‘Déantigeen of ’n ‘afwyking. 

~ yan hierdie antigeen’ in’ sy~bloed. moet: aange- 
teken word .of die resultaat: van hierdie proef 
‘deur ’’n. tweede | onafhanklike’..proef. bevestig 

© 3g. Indien ’n prdef uitgevoer isiten opsigte van 
die Rh‘(C)- ‘of,.die.Rh’(E)-antigeen moet die. . 

a resultaat ~ van’ hierdie ‘Prock ook. “aaingeteken 
~ word, | 

(g) Enige toepaslike opmerkings ten opsigte. van die 
bloedskenker = egaamlike gestiktheid | vir 

. bloedtapping. 

@ Ten opsigte. van: elke en iedere skonking bloed deur 
die bloedskenkers’ gedoen: — 

.@ Die identifikasiemerk van-die.skenking soos dit 
‘op die etiket van die houer. yvoorkom. - S 

-(b) Die: primére. ‘bloedgroep (ABO: stelsel) en die. 
Rh-faktor’.(indien- ’n: -proef’ vir: laasgenoemde. 
uitgevoer is) ' 00s ~vasgestel- deur: » die: 
“ skenkingsgroepproct ” in, regulasie 19. om- 

-skryf-en ooreenkomstig regulasies 20 en 23 van 
"hierdie Bylae- uitgevoer. _ a 

(c) Die resultaat. ‘van! die serumproef v vir ues. 

(d) Enige .verdere: toepaslike: opmerkings oor. die. 
 bloedskenker . sé liggaamlike:. -Sestkthed vir: 

-. bloedtapping. 1 oe 
‘(ey Die -datum:waarop: en: die: pleke waar. die: ‘bled 

van di¢e® ‘bloedskenker: getrek:is;. : 

  

behandeling - vali: ‘pasiénte, te inspekteer die -voor- .
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oe the: medical - ‘practitioner ° 

‘whichthe operation of Withdrawal i the blood 
from thé donor was cartied’ ‘out, 

    

‘appeared 
unsatisfactory ‘features “were: preset a "note on 

. the nature of these features.) 

ie ®: The. initials of the (person. responsible for 

at the time it was. issued. 

  

  

  

“i were complied: with, 

(m) The: name and address of the’ medical “ptacti- | 
tioner to whom the blood was issued, 

(n). 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.) 

(0) If an untoward reaction or death was reported 

as following . upon. the ‘infusion, 

accordance with regulation 38 of. this Schedule. 

(py Té the blood was forwarded toa blood process- 

“ing laboratory for: processing into preparations - 

- of human. blood— . 

.@) the name of the laboratory to which it was 

forwarded; 

: (ii) the date. it. was forwarded. oe 

. (@) If the: blood’ was: condemned or: -discarded— 

» &). the date.on which: a was condemned or 

‘discarded: and” 

  

     

    
     

     

. or ‘discarded. - 

cones “testing; and... 
 Gii) the result-of: ‘the test. 

  

  
container ‘of blood ‘and. its disposal. 

such cross ‘references that the particulars in 

“blood tay: be: readily -and-quickly: traced. 

(4) The licensee shall” be: responsible. for. ensuring that 
" these records are always kept up to ‘date. 

  

Register of Unioward Reactions and Deaths. 

382 “(ly A répister ‘of “unioward “tedctions: ‘of ‘deaths : 
which have ‘apparently been “caused ’by- intravascular 
inflsions of Kumar ‘blood-shall.be:kept by the licensee in 
respéct: of all:such: reactions and. deaths which: have been 
reported: torhimecnes. ea. =. veg:       
& This register. ‘shall be kept” ina ‘manner. which has 

. been approved by the licensing authority, shall always be- 
kept up to date and shall record the following information 
in, respect ‘of every® reaction or death: ‘which has: been 
reported: ‘tovthe’ licensees ++«. 

(a) The’ serial number ‘of the’ entry. ot 
The name and address of the inédical practitioner 

   

   

report was" sik: geceived from him... 

(9) The mark for. the identification of f the batch to 7 

inspecting the, container.and the. blood therein 

O Te the::container was: reissued, whether or “not : 

> the conditions of tegulaon 30 ‘of this Schedule |. 

the serial 

. umber of :the entry. in.respect of this reaction . 

or death as recorded in ‘the Register. of Un-_ 

‘toward \ Reactions and Deaths . provided _ in- 

-@ the, reason for whieh ‘it was condemned. “ 

ii) the: date: on. which. ‘the: blood was sent. for 

(9) Any other ‘relevant: remarks in respect” of ‘the. 

~ Q) Th etecords” shall be kept in-such a manner and 

respect of any cne donor cr any one donation: of | 

making the: report-and the date.and time. when the |   

oP Die, naam van die geneesheer wat reastreeks ver 
antwoordélik was ‘vit.die. bloedtappingsgeleent- 
heid) iwaarby- die werklike onttrekking van die 
bloed. nit die skenker plaasgevind het. 

(g) Die merk' vir die identifikasie van die lot waar- 
_. toe die skenking behoort. i : 

. (hk). Die lotnommet® van’ die bloedhouer.. 
“Die datum.en ‘tyd- wanneer die hover. uitgereik i iS. 
- <Q) Die toestand van “die: houer-en die: bleed. daarin 

me by: uitreiking,~ (OF dit bevredigend gelyk het 
Wir witreiking Of nie en indien’ enige onbevredi- 
gende eieriskappe aanwesig-was, ’n aantekening 

_ oor die aard van' hierdie eienskappe.) 
(ky Die voorletters ° van die*persoon wat: verant- 

woordelik was vir die inspeksie van die houer 
x en die bloed daarin toe dit: ‘uitgereik i iss: 

(J) Indien die houer heruitgereik is, of daar aan: die- 
~yoorwaatdes van. regulasie 30 van hierdie : 
Bylae -voldcen .is of-nie. 

(m) Die naam en adres vari die -geneesheer aan wies: 
‘die bléed “nitgereik is: 5 vc 

(a) Die naam van die pasiént vir wie ‘se behandeling 
die bloed witgereik is.. (Dit moet: van - die 
geneesheer wat die bloed bestel het of aan wie 
die bloed uitgeteik. is, verkry’ word.) : 

(0) Indien daar aangegee is’ dat - 

het, die reeksnommer van die inskrywing: ten 
 opsigte van hierdie: reaksie of sterfgéval-soos 
aangeteken in die Register van Ongunstige - 
Reaksies en..Sterfgevalle soos by. regulasie: 38° 

- van hierdie Bylae- bepaal. : 
“-) Indien die bloed na ’n bloedbewerkingslabora-. 

-forium. gesiuur is: vir bewerking tot preparate 
van mensbloed— : 

@ die naam. van die laboratorium | waazheen : 
dit-gestuur is; , 

_Gid die datum. waarop dit gestuur is. 

: (@) Indien: die bloed. afgekeur of weasedoen is— +. 
(i) die datum’ waarop dit afgekeur: of wee- 

~ gedoen is; én. | 
Gi) die~ rede waarom dit afgekeut of wee: 

- gedoen is; en 

(r) Indien ’n Steriiteitsproet op’ die bloed uitgevoer 
is— ‘ 

Qa die naam‘én adres. van die gencesheer of 
_. laboratorium wat die proef uitgevoer het: 

Gi) die-datunt waarop dic bloed weggestuur is. 
on getoets' te word; en > 

~ Gi ‘die’ resultaat- van die-proef.” 

(s) Enige ‘ander ‘toepaslike: opmerkings’ oor die. 
houer. met blced en die beskikking daaroor. — 

G3) Hierdic. rekords moet. op son wyse gehou word en 
“met sodanige. kruisverwysings dat die besonderhede 
-ten opsigte van enige enkele skenker of enige enkele 

\_.skeaking bloed. maklik en spoedig opgespoor kan 
word... 

A Die ligenst¢houer is veranitwoordelik- daarvoor om 
wic: stoe. te. siem.dat- hierdie rekords altyd tot. Op datum, - 

gehou word. : 

~~ Register-van ongunsti ee reaksies & en “ster{gevalle, 

- 38; (1)’n Register van ‘ongunstige. reaksies of sterfgevalle 

wat blykbaar deur intravaskulére. ‘toedienings van mens- 
bloed veroorsaak is, moet deur -die lisensichouer gehou. 
word ten opsigte van al dié ‘teaksies en. sterfgevalle wat by 
hom aangegee Boo 

2) Hierdie ‘register’ thoet op: "n wyse: gefiou 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 lisen- 

sichouer-aangegee is, bevat— . 

(a) Die, reeksnommer van die ie-inskrywite. as 

(5) Die. naamen adres van .dié’ geneesheer - wat die ~ 

-aangifte doen en die datum en-tyd wanneer dic” 

" aangifte. aanvankli -van hom’ “ontvang ” is. 
  

nh ongunstige a 
reaksie of sterfgeval op die toedicning gevolg
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: (©) The. identification, mark(s) of the -donation(s) of 

_. (&) The name of the patient. who received the infusion 

and sustained the untowatd reaction or. died and. | 

the name of the hospital or place where he received. |. 

the infusion and, when applicable, his hospital 

ist 

Sig 

“(ay Any other yematks relative tothe nature and cause |. 

. human biood which appears /appéar to have been 

“responsible. for causing the ‘reaction{s) of con- 

tributing to the death(s). ° 

(d) The identification particulars of the bicod donor(s) 

whose blood is suspected of being responsible for 

_... the reaction(s) or contributing tothe death(s). 

(e) The marks for the’ identification.,of the batch. to’ 
which the donation in. question belongs and the 

batch number(s). of ‘the container(s). 

Hf The primary blood group(s). and the Rh factor(s) of | 

: ~ the donor(s) ‘and donation(s} as evidenced by— 

(i) the “denor group tests”; and 

es Gi) the “ donation group tests 7” 

. (g) The results of the serological test(s) for syphilis. 

(h) The name(s) of the medical practitioner(s) who was/ : 

were in immediate charge of the bleeding séssion(s) 

at the. time(s) the - blocd(s) mef was/were withdrawn 

from ‘the donor(s). - 

blood was withdrawn. 
() The date(s) on which and the place(s) where this 

" @ The date(s) on which the container(s). of the sus- 
- pected blood. was/were-issued by the society: and 

the name(s) of the officer(s) who issued: it /them. 

registration - number. . . 

(). The age, sex and race of this patient, 

(m) (i) The date and the time of the infusion; and 

. - (ii) the total amount of: blood infused. - 

(nn). @ The. primary blood group and the Rh facter 

of the patient; and 

-.. Gi) the results of the: pre-ttansfusion cross-match: | 

_ ing. compatibility test between - the patient’s 

blood-and the blocd in the pliot tube(s) of the | 

container(s) of the blood’ infused. 

(o} The name and address of’the medical practitioner 

‘sesponsible for carrying out:the blood group tests 

on the’ patient.and the pre-transfusion cross-match- © 

' ing compatibility: tests... nc 

~ \(p) Brief clinical notes on the. nature and’ the ‘severity 

of the untoward reaction. . 

(gy The outcome of the untoward reaction. 

(r) The results of any special investigations, with special |. 

reference to laboratory ‘tests, which were carried 

_ out to trace the cause of the untoward reaction. 

os). If 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. .) 

aA The record and history of other containers of blood | 

which was withdrawa from blood donors at. the 

.. game bleeding session as the blood ‘under investiga- 

tion and the results of any investigation carried 

__ out in respect of these containers. 

-of the untoward reaction or death. 

~.. {v) The conclusion reached as to the nature and cause 
of the reaction or death. - 

Register of Monthly Statistics. . 

39: @ Every blood donor society shall keep a record 

in a special register of the monthly statistics in respect of 

all donations of blood made to it and as to the disposal 
‘of all containers of such blood. io 
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- (©) Die identifikasiemerk(e) van die skenking(s) mens- 
bloed wat- blykbaar’ die reaksie(s) veroorsaak het 

~-of-een- van die aanleideride oorsake van: die sterf- 
geval(le) was. er 

. @) Die _ identifikasiebesonderhede:.- van. ” die». bloed- 

skenker(s) wie se bloed vermoedelik . verantwoor- 

delik was vir dié reaksie(s). of een yan die aanlei- 
dende oorsake van die, sterigeval(le) was. . 

(e) Die. merke vir die identifikasie van die lot waartoe - 

die betrokke skenking behoort’en die‘lotnommer(s) _ 
van die houer(s)...“° t AP Lasts oO 

(f) Die primére bloedgroep(e) en’ die’ Rh-faktor(e)-van 
die skenker(s).en skenking(s) soos bewys deur— - 

(i) die “skenkergroepproewe”;.en 2) 
(ii) die “ skenkinggroepproewe.? 0". , 

- (g) Die resultate van die serumproef(we) vir lues.: | 

(hy Die naam(name) van die geneeshéer(-heré) wat reg- . 

streeks verantwoordelik..was. vir die: bloedtappings- 

. geleentheid(-hede) to¢ die bloed, van die skenker(s) \ 

getrek is. a | met cenTae Se 

(i) Die datum(s) waarop en die plek(ke) waar dié bloed 
getrek is, | ee 

(j) Die. datum(s) waarop die houef(s) niet die verdagte 
~ _bloed deur die vereniging uitgéereik is en die naam 

(name) van die beampte(s)..wat dit (hulle) uitgereik 

het. 7 - Oe vo 

  

~~) Die naam van die pasiént wat dié toediening ontvang 
~~ het én die “ongunstige reaksie ‘ondervind het of 

_gesterf- het: en. die naam van. die hospitaal of plek 

waar hy die toediening ontvang het en, indien van 

toepassing, sy hospitaalregistrasienommer. , 

(}) Die ouderdom, geslag en ras van hierdie. pasiént.   

(m) (@ die datum en. tyd van die toediening; en 
, (ii) die totale hoeveelheid bloed_ toegedien; 

(i) die -primére. bloedgroep. en die-Rh-faktor..van_ 
die pasiént: en . pe RS ee oe 

“(i): die ‘resultate van: die verenigbaarheidskruis-. 

proewe voor oortapping, tussen die pasiént se _ 

bloed en die bloed’in die proefbuisie(s) van die 

houer(s) met die bloed wat toegedien iss. 

_(o) Die naam. en adres van.die geneesheer..wat verant- . 

woordelik was. vir. die uitvoer van die bloedgroep- 

proewe. op die. pasiént en die: verenigbaarheids- 

 _kruisproef voor oortapping. Seva 

. (p). Kort - Kliniese aantekeninge. oor die, aard en. die 

hewigheid van die ungunstige reaksie. , 

(q) Die gevolg van die ongunstige reaksie, 9. 

(7) Die resultate van. enige spesiale. ondersoeke, met 

, spesiale. verwysing na laboratoriemproewe wat 

- ingestéel is ten einde die oorsaak yan die ongunstige 

reaksie op te'spoot, es 

(s) Indien die ‘ongunstige reaksie noodlottig was—""" 

(i) die. skynbare oorsaak van die dood; en 

_@i) ‘indien’ ’n lykskouing “uitgévoer: is, *n’ same- > 
vatting. van | die vernaamste _lykskouing- 

_ bevindings.. .|.: re 

(f) Die rekord ‘en ‘geskiedenis van ander hduers: met. 

bloed wat.van bloedskenkers getrek is by, dieselfde 

bloedtappingsgeleentheid as die bloed” wat onder: . 

soek. word en die yesultate van enige ondersoek wat 

ten opsigte van hierdie hovers ingestel is: +. , 

(u) Exige ander opmerkings wat betrekking het op die 

“ aard en -oorsaak |, van die. ongunstige reaksie of. 

“ sterfgevals loc. ee rin yw Ba cwrahe -- 

Die-gevoigtrekking waartoe geraak is met betrekking 

-tot die aard. en.oorsaak van die reaksie of ‘sterf- 

geval. | nah eee 

() 

. - Register. van ‘imaandelikse statisticke. 

39. (1) Elke _ bloedskenkingsvereniging moct in. ’n 
spesiale register. ’n rekord ‘hou van die maandelikse' statis- . 

‘ tieke ten opsigte vah'alle bloed ‘wat’ aan hom geskenk is 

en hoe daar oor alle houers met die bloed beskik is. 

| Ps
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ey This record ‘shall: be: ‘kept in-a. form approved by. 
the licensing authority. and -it-shall give the following infor- 
mation: in: respect of all the. withdrawals of. blood from 
blood doners and the issue of. all’ containers. of blood. by 
the society over each calendar month: — 

@ “The: number: of— wets at 

~@ White donors; 9 

(ii) Coloured donors: See 
_ iii) Asiatic donors; 

{iv) Bantu donors: and.” 

_ (vy the ‘total number “of blood donors bled - for 
human’ blood or. for. blood processing sal 

". preparations of : ‘human blood. 

1 ‘The number. of containers of fhoman blood of — 

he (i) ‘White origin: 

a <i) Coloured origins. 
(iii) Asiatic origin; 

“ pe Gy) Bantu origin; and ~. 
1" “(y) the ‘total number - of ¢ coritainers of such blood 

P which were issued. © 

© The number of containers of blood of 

|. “@ White: origin, 
Gi). Coloured origin; . 

1” Gi) Asiatic. origin; 
_ Gv) Bantu origin; and. s 

(vy) the total: number. of: ‘such. containers which 
were forwarded: to: a. blood processing. labora-° 

- tory for processing into. preparations of human} - 
blood and the. name(s) of .the laboratory/ 

~~ laboratories to which. they were forwarded. 

@ “The. number: of: containers of blood. which - were 
«condemned or discarded and the reason - for which” 
«they were condemned or discarded. 

a © “Fhe number ‘of containers on which: sterility tests 
were performed and the:number. which gave posi- 

. tive results: indicative: of -bacterial contamination. 

    

. D. The “number of untoward reactions or ‘deaths. 
reported to the society as being apparently caused 

:* by infusion. with’ human: blood ‘and ‘the serial 
- muimbers for the entries of these untoward reactions 

= “or ‘deaths. in the Register of Untoward Reactions. 
and Deaths as provided : for i in: regulation 38 of this 
Schedule. 

. “Labelling of the ¢ ontainers.. : 

“40. (). Every container of human blood shall have a 

   

   

    

licensing authority, and the size of ‘the label shall be 
such that it. will-not interfere with the ready inspection 
of the contents of the’ container. 

‘ re The. labels. ‘shall. be approved by the licensing 
aul thority. “ 

( 3) The information printed on these labels shall be 
-in both official languages. 

        

“Jabel? — : i 

which is ‘* Human Blood”, 

volume of this solution placed in the. container. 

| . blood donation. ._- 

( d) The licerice. number of the i licensee. 

if (2) The identification mark of the. blood donation. 

    

= to which the. donation belongs.     

a : 8) This register: shall be kept up to: date by the licensee. 

-dabel. securely affixed to it ‘ina manner approved by the | 

4) The following information shall _appeat on’ .the. 

(a) The proper name. “of ‘the. contents of the container 

b) The type of the anticoagulant solution. used and ‘the | 

“ ©) The name and address of the blood donor ‘society: | - 
||. responsible for the ‘collection and issuing of the,   os (A The. mark for. the identification -of. the, blood batch, - 

(2). Hierdie ‘rekord mcet gehou word in ’n verm. wat 
deur die’ lisensiéringsowerheid ’ ‘goedgekeur ‘is en dit. moet 
die volgende inligting ten opsigte van al die -bloedonttrek- 
kings van bloedskenkers en die uitreiking deur ‘die vereni- - 
ging van alle houers met bloed vir elke: ‘kalendermaand , 

_verstrek: — 

@ Die getal— a 

(). Blanke skenkers; 

- (ii) Kleurlingskenkers: 
Gii) Asiateskenkers; © 

“ivy Bantoeskenkers; en 
bewerking: tot preparate van , mensbloed. 

(v) die- totale getal. bloedskenkers van wie: bloed. 
getap “is” vir mensbloed of <vir bloéd ‘vir 

" bewerking- tot preparate -van mensbloed. 

@ Die getal houers met -mensbloed afkomstig van— 

— (i) Blankes; 

i) Kleurlinge; 

_ (iii) Asiates” =” 
(iv): Bantees;: en. 

(v) die totale geal houers 3 met sodanige bloed wat 
 uitgereik is. 

= Die getal houers met bloed afkornstig van— 
_@ Blankes, vo 
Gi Kleurlinge; , oe 

(iii) Asiate; -- 
(iv) Bantoes;. en ar 

- (v) die’ totale getal bédanige “hovers wat. na "1 
bloedbewerkingslaboratoriun | gestuur: is vir - 
bewerking tot preparate van: mensbloed en die 
“naam(name) van die laboratorium(s)’ waarheen 
hulle gestuur is: 

(d) Die getal. hhouers met bloed wat: afeekeur of wegge- 
doen is en die rede. waarom. hulle. aigekeur of weg- 
gedoen is: 

.. {e) Die -getal houers waarop. _steriliteitspioewe. ‘uitgevoer 
is en die getal wat positiewe ‘resultate gelewer het 
wat op bakteriéle besmetting dui. 

f) Die getal  ongunstige reaksies | of sterfgevalle wat 
~-volgens -aangifte by die vereniging skynbaar deur ~ 
toediening. van. mensbloed . veroorsaak. is .en ‘die 
-‘reeksnommers vir dic. inskrywings van hierdie 

‘ ongunstige ‘reaksies_ of sterfgevalle: in: die Register 
van: Ongunstige Reaksies~ of Sterfgevalle - S008 ‘by 

' tegulasie 38van: hierdie Bylae: .bepaal...; 

(3) Hierdie register moct. ‘deur die lisensiehouer tot op. 
datum gehou word. 

se - Efikettering var die houers. . 

40. (1) Elke houer.‘met mensbloed moet. voorsien wees 
‘van. ’n stewig aangehegte etiket op *n wyse wat deur: die 

_ lisensiéringsowerheid goedgekeur is en-die grootte van-dic ... . 
etiket: moet sodanig wees dat dit nie die geredelike inspek- 
‘sie. van die inhoud -van die houer belemmer: ‘nie. ° 

(2). Die etikette. moet’ deur - die lisensiéringsowerheid 

goedgekeur word, 

-Q) Die inligting wat op hierdie etikette gedrak i is, moet 
in albei amptelike. tale wees. 

(4) Die volgende inligting moet. op , die. etiket verstrek 

word:— - 

@ Die regte naam van die inhoud van die houer, al, ; 
“Mensbloed ”’. ”, gate y 

(b) Die tipe van die teonstollingsoplossing wat gebruik 
is en die volume -van dié. oplossing wat in die houer 
geplaas is. : 

(c) Die naam en adres van die bloedskenkingsvereniging 

  

wat verantwoordelik was. vir’ die tap en uitreiking -— 
van die bloedskenking. 

(d) Die lisensienommer van die lisensichouer. 

(e) Die identifikasiemerk van die bloedskenking. 

(f) Die merk vir die identifikasie van die bloedlot waat=' 

foe die skenking behoott, 
o a
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gy" The racial origin: of. the, donation which may - be 
indicated by. the following code. Aetters: ae 

WW: for Whites: -- é os 
-K for Coloureds: 
A for Indians or Asiatics; and. 
B for. Bantus. 

: (hy The date of. the withdrawal of the blood donation 2 

from the bicod donor. °°. 

; @ The: expiry. date of the blood in the container beyond 
a which: ‘it.shall not-be used as human: blood. .. 

() The primary blood group (ABO system) of. the 
“donor. ~ 

(x) The. Rh factor of the- donor.’ 

) If the blood: donation : “belongs. to blood: group 0, 
a statement as to whether the. jso-agglutinin titre is 
high or low’ and - whether *iso-haemolysins are 
present. If the iso-agglutinin titre is high or-iso- 
haemolysins are © present, 

. «donation should ‘be-used for the: infusion oF blood 
"group .O patients onlys) “vei ~ 

(m) The: total volume: or- weight: of the: “contents of. the 
container “expressed :in: millilitres. or grams except 
‘in the case when’the container has. a.colume scale 
empossed.on it and the volume of the contents may 
be readily read therefrom.” . 

. () The. following caution“ Store and: transport at 
4°-10° C.” . 

(6) The label’ shall also provide'a- “space of suitable size 
and - with. ‘appropriate: headings for’a cértificate’ of com- 
patibility. to be completed by a responsible officer of the 
society certifying that: a. cross-matching compatibility test 
between a.sample-of blood obtained. from the pilot tube 

- attached to the container and.a sample of blood from the 
- particular patient whom. it is intended’ to infuse. with the 
-blood in the: ‘container,has. been. satisfactorily performed. 

i 

This ‘space shall provide: for the following information : — 

@ ‘The full name of the patient with whose blood 
the blood<in the container has been proved to be 
“compatible. ” as 

Gi). A warning’ that’ ‘the blood in the container should. 
be: ‘infused into: this’ patient only. 

‘Gii) The name’ of- the: hospital. and the nuinber of the 
- ward where. the: ‘patient is being treated. 

. dy). ‘The name of the medical Practitioner an charge: of 
the patient. 

: (v). ‘The. date-on. which the’ test was s performed. 

- “(vi) The: Signature” of the “résponsible officer . of the |. 
society certifying: that: ‘the. test has been satisfactorily . 
performed, 

(6) -G) The printing: on 1 the. ‘abel shall be in clear: type 

(and of-a‘size that-can. be readily read by the naked eye.”| - 

(ii) The printing of the information given by paragraphs 

(@: (c); (9), (A), -@. -@: (k) and (2)-shall ‘be in larger and 

‘polder: type. than: the. remainder of the information printed 
on: the Jabel. « 

Jess 
in accordance’ with ‘the following: colour. code :— 

  

   “Gi: The printing ‘of the primaty. ‘blood group shall be in 
large: black bold ‘type. ma rectangular space which is not 

‘than } inch by. 3 inch in area and’ which. is: coloured 

White for blood group_.O, “blue for blood group A, 
. : yellow for blood group B and red for blood group AB. 

(iv) The’ printing’ of the Rh- factor. shall. also ‘be i in large 

bold’ type in. a rectangular space Which is hot less than 
inch by. Ay, ‘inch: invarea: and==. . 

@ if the Rh factor is positive, this: shall be printed in 
“. black-on-a white background; and... 

(by if thé Rh factor .is négative, this shall be printed in 
“white on'a black background. 

DM Three samples ‘of each of the proposed labels shall 
be: submitted bythe licensee to the licensing authority for 
approval. whenever -application. is first made for a licence 

_ or whenever the: society: decides: to change the design of the 
label. 

28° 
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a caution that — this. 

  

7 : = 

@ Die ras. waarvan. . die skenking afkomstig i is “wat. ‘met 
S die volgende. kodeletters aangedur. kan’ words, —, 

W-vir Blankes; | 
-K vir Kleurlinge: ~ 

_ A vir Indiérs of Asiate; en: 
B vir Bantoes... 

-(h) Die datum waatop die bloedskenking v van: n die bloed=: 
' +. skenker getrek is. |. 

(i) Die: verstrykingsdatum ° van die bloed in’ ‘die: houer 
“waarna dit mie™as mensbloed | gebruik: mag word 
nie. 

.Q) Die primére: bloederdep 
ou skenkers 0: a 

(kK) Die Rh-faktor van die skenker. bee 
(D) Indien die bloedskenking tot bloedaroep. O. behoort, 

a verklaring. of. die isoagglutinientiter, hoog of laag 
_is en Of isohemolisiene aanwesig is." waarskuwing 
‘dat dié skenking slegs ‘vir ‘die. toediening aan 
pasiénte van bloedgroep O gebruik moet word. 

(mn) Die. totale volume of| gewig. van die. inhoud van 
-- die houer in, milliliter of. gram. uitgedruk, behalwe 

in’ die geval ‘waar 1 volumeskaal op. die hover. — 
geémbosseer: is ‘en 
geredelik daarvan afgelees kan word... 

(n) Die volgende waarskuwing—" Berg OP. en vervoer 
by 4° tot 10° Ga ! | 

(5) Op die etiket moet “daar. ’n-ruimte yan , geskikte 

  

(ABO: stelsel) van. die 

-| grootte en met gepaste.opsktrifte wees: vir ’n verenigbaar- 
“heidsertifikaat wat ingevul moet: word deur ’n verantWwoor- 
-delike beampte: van die vereniging . wat sertifiseer. dat.” 
verenigbaarheidskruisproef tussen- *n-monster bloed verkry 
uit die proefbuisie wat aan die houer geheg is en *n mon- ~ 
ster bloed ‘van die bepaalde; pasiént aan wie die bloed in. 
die houer toegedien moet word bevredigend -uitgevoer is. 
In hierdie. ruimte moet die volgende, mee verstrek 

word: 

. G) Dic volle naam “yan lie. ‘pasiént met wie se bloed 
die bloed in die ae verenigbaar is..." . 

Gi). nl Waarskuwing dat die bloed ‘in die’ houer slegs - 
aan: hierdie pasiént toegedien moet word. 

Gii) Die naam van: die hospitaal en die nommier van die 
__ saal waarin dié pasiént behandel. word.” , 

(iy) Die naam: van die. gencesheer it in wie Se sors die ; 
_pasiént is. oo | 

_-() Die datum waarop die- proef uitgevoer. 18... 

-@i) Die handtekening watt die verantwoordelike beampte 
‘van .die vereniging |wat Sertifiseer: dat: die Proet 
~_bevredigend uitgevoer. IS.° aes 8 : 

© (i) Die letters’ Op die! etiket moet duidelik wees en 7 

b die grootte van ‘die letters|:moet sodanig wees dat hulle os 
geredelik. met: die blote og gelees kan word, 

*(i) Die letters. van die inligting i in paragrawe (a), ©. (2); 

(h), (2); ky en (D. moet: ‘in -groter en: vetter. druk -wees as 
die ander inligting wat op die étiket gedruk i is. 

(iii) Die letters van die primére tndéaatoep + moet groot, 
swart vetgedrukte letters wees in’n reghoekige ruimte- wat 

‘minstens 1 duimy by“? ‘duim’ eroot ‘is en wat gekleur is 

ooreenkomstig ‘die volgende kleurkode: = 

Wit vir‘ bloedgroep 0, ‘blow ‘vir. bloedgroep A, “peel 

vir bloedgroep Ben Foi vir bloedgroep .. AB: ; 

(iv) Die letters van die 2h-faktor moet 60k’ groot en vet- 

gedruk wees in-’n reghoek: ise ruimte wat minstens I duim 

by 2 duim groot: is en— | Me 

_@ indien die. Rh fakton positief. i is, ‘moet dit met swart 

letters. op.’n wit’ agtererond gedruk wees; efi ; 

(6). indien-die. Rh- faktor. negatief ‘is, moet dit met wit 

letters, op ’n-swart lagtergrond gedruk’ wees. 

7) Drie. monsters van elk ‘van die voorgestelde etikette 

moet deur die. lisensichouer aan dié lisensiéringsowerheid : 

vir goedkeuring voorgelé: ‘word .warineer ook al vir die 

eerste keer aansoeck om *n arse gedoen. word ‘of wanneer 

ook al. die vereniging | besluit om’. dig ontwerp van die 

- etiket te -verander. mos ie 

  

ie. .volume . van | die ‘inhoud :
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Pp amphlet of. ‘Information. i 

AL (ay A pamphlet of information and printed ir in both | 
official languages shall be ‘issued’ with every, container of 

human blood. 

(2) This pamphlet. shall give > the folowing iran 
and, advices. : : 

a: The natne,. the business. ‘postal and. “telegtaphic 
> addresses, of, the blood, donor, society and - its 

telephone number. 

© The advice’ that the ‘inedical 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 

  

   

and shows no evidence of being ‘pierced after - the 
‘container was filled and. that ‘the © ‘expiry date :of 
the: ‘blood; has not passed. : ve 

@ The necessity: ‘of always storing: and’ transporting ‘the 
‘container ata temperature of -4°-10° C. ‘until just 
“before the infusion is administered. 

@ The dangers that may occur. to the patient. if the : 
 ontainer is opened or entered -before the blood | - 

therein is infused and the requirements of. regula- 
tion 27 of this Schedule in respect of such opening 
Of ‘entering of containers. foe 

© The requirements of: regulations 9, 10, WW and 12: of | 

* Part T of these: regulations in respect ‘of— 

-@) the. ‘responsibility ‘of the ‘medical- ‘practitioner. 
who carries out of causes to be carried out: the 
pre-transfusion. compatibility: tests’ to ‘ensure 
that ‘a record of the results ofthese tests is kept, ° 
the certificate of compatibility on the label “of 

“=< the container-is completed and that the pilot 
jo tube an-da‘ specimen: ofthe: patient’s blood jis 

oh -peretained, for a.period of not less than. 96, hours. 

“| and:-is: forwarded. or delivered. to. whomsoever 
  - ,0t-. wherever - directed by the licensee. or 

“Regional. Director, State, Health Services, for 
investigatory “purposes* in| cases in which 

“an untoward reaction’. or: ‘death. has been 
‘reported. | . 

“The ‘responsibility. ‘of the: medical: practitioner 
-+ sowhe infuses .a- patient with: human; blood to 
so) @ngure:-that, -when: necessary. in. .the . interests 

  

of ‘the -patient’s ‘safety, a: pre- -transfusion com-. 

_ patibility test has been’ ‘carried out and. that 
. the “patient™ is ‘satisfactorily “identified as the 

biood ‘is intended.” 

iif) The* responsibility: -of the: ‘medical ‘practitioner 

‘ensure ‘that each container and giving set used 

J are retained. for a: period of not less than 
twenty: 
infusion cand. are forwarded .or’ delivered to 

   
. Jicensee . or the Regional Director “of State 

. Health Services for investigatory purposes 1n 

has been reported. 

  

who infuses a patient intravascularly with 

  

   

coal “Director” of “State” Health ‘Services\any ‘un- 
ey ‘toward | reaction: suffered by the patient ‘as an 
a apparent result of' the infusion or the death 

    

  

2 ‘appeared: to have cont ibuted to the death. . 

  

    

) Any other, ‘information or advice, that the’ Ticensee | 
smay wish, to,,comvey. to medical practitioners who 

Society.     

that the hermetic seal of the container: is-still intact: 

correct patient for whom each container of 

“who “infuses “a patient: ‘with human blood to | 

four hours after, completion of _ the 

“whomsoeyer or whenever directed by” the. 

“casés“ial which ‘an untoward reaction. or death | oo 

iv): The responsibility . of -the inedical practitioner 

‘human blood: or a preparation of human blood |’. 
a _promptly to: the’ licensee or Regional 

of-any.-patient,..ia.whom,.the. infusion has | 

‘infuse human blood provided by the: blood donor '   

: Inligtingspamflet. 

41, ay? n Inligtingspamflet wat ‘in: albei amptelike tale 
gedruk is, moet saam met elke houer met. mensbloed uit- 
gereik word, 

(2) ee pamilet x moet die volgende’ inligting en advies 
versirek : — ; : 

(a) Die naam, “die besigheids-, pos- en ‘telegramadres vs van 
die bloedskenkingsvereniging en'sy” telefoonnommer. 

( Die advies dat die: geneesheer. wat: verantwoordelik’ 
‘is vir. die toediening van die bloed, voordat. hy die 
bloed toedien, die-houer.cn die bloed daarin altyd 
sorgvuldig moet.inspekteer ten cinde te verseker dat 
die’ -hermetiese verseéling van.dié houer nog: 
ongeskonde is en géen. tekens toon dat dit oop-- 
gesteek is nadat-die houer’ gevul ‘is nie, en dat die 
verstrykingsdatum \ van die’ bloed nog nie verby “it is 
nie. ; =. 

« © Die: “noodsaaklikheid daarvan. dat die. houer. altyd. 
. by ’n temperatuur van 4°. tot 10°C: “opgeberg en 
-yervoer word tot net voor die toediening. 

@) Die gevare waaraan die pasiént blootgestel kan 
word -indien die hdwer. oopgemaak of: oopgesteek 
word voordat die bloed daarin toegedien word, en’ 
die vereistes van regulasie 27. van® hierdie: Bylae 
ten J opsigte van die copmaak of oopsteck.: van 
houers. - . 

(e) Die. vereistes- van n regulasies 9. 10, TL .en, 12 van Deel . 
2 [evan hierdie regulasies ten opsigie van: 

(i) die verantwoordelikheid - van die ‘geneesheer . 
wat die verenigbaarheidsproewe voor oortap-- 
ping, uityoer of laat uitvoer om: te verseker dat. 

~. a yekord van. die resultate van. hierdie -proewe:.- 
~ . gehou word, die: verenigbaarheidsertifikaat: “Op: 

-die .etiket van die hover ingevul word en dat... 
“die proefbuisie en ’n-monster-yan die’ pasiént’ 

" se bloed. vir. ’h tydperk van minstens ses-en-. 
~ negentig’ uur- behou.-word.en gestuur of aige- 
“-lewer word aan wie ook al of waarheen. ook 

al die lisensithouer of die Streeksdirekteur: 
Staatsgesondheidsdienste gelas vir ‘ondersoek- 

--docleindes’ in gevalle waar. ’n ongunstige 
_reaksie of sterfgeval aangegee is. 

Gy Die verantwoordelikheid .van die geneesheer 
. wat mensbloed aan ’n pasiént toedien om te 
veseker. dat, wanneer. dit in die belang van die 
pasiént: se-veiligheid nodig is, n: verenigbaar- 

-heidsproef. voor.cortapping nitgevoer is en dat 
. die. pasiént op ’n bevredigende wyse geidentifi- 

seer ‘word: as die regte pasiént vir wie elke 
- hover met bloed bedoel is, 

Gi) Die verantwoordelikheid van die’ geneesheer 
wat mensbloed aan ’n‘pasiént toedien om'te  - 

vetseker dat ‘elke houer en: toedienstel wat 
gebruik word vir ’n tydperk van-minstens vier-:; 
en-twintig : uur gehou word na voltooiing:-vati 
die toediening én gestuur-of afgelewer -word- 

aan. wie. ook al of waarheen ook al deur ‘die 

lisensichouer .of - die, Streeksdirekteur:: Staats-.. 

- gesondheidsdienste gelas vir ondersoekdoel-. 
. eindes in gevalle . waatin “n ongunstige reaksie, oo 

of sterfgeval aangegee is. _ . 

“Civ) Die. verantwoordelikheid . van die -peneesheer 

wat mensbloed of ’n. preparaat van: mensbloed. 
- intravaskulér aan .’n — pasiént toedien om 
‘onmiddellik enige ongunstige reaksie wat deur: 

-. die pasiént --ondervind: «word as. ’n skyn-, 

'~~baré gevolg van die. toediening, of die dood 
van enige pasiént: waarin die: toediening blyk- 
baar’n aanleidende oorsaak van dié dood was, 

_.. “by. die lisensichouer of  Streeksdirekteur: 

+ Staatsgesondheidsdienste aan te gee. 

“SP Enige ander. inligting of advies wat die-lisensichouer 
wil. meedeel. aan geneeshere wat mensbloed wat. 
deur’ die. bloedskenkingsvereniging -verskat. word, 

. toedien. icing
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3) The licensee: shall, when he first. applies for a blood 

donor . society : licence, .. and “thereafter. whenever .any 

changes are made 
it to the licensing authority for approval. 

“Form of Reporting Untoward Reactions or Deaths. — 

. 42. (1) Every blood donor society. shall provide a form, 

printed in both official languages, in. the nature. of a.ques- 

tionnaire.to be completed by the medical practitioner who, 

in this pamphlet,’ forward -3 copies of 

- interms of regulation 12 of Part 4 of these regulations, 

reports an untoward reaction or death so as to enable the 

licensee to complete the relevant entries in‘ the Register 

of Untoward Reactions and Deaths as ‘provided-for in 

regulation 38 of this Schedule. 

~ Q) “The licensee shall issue a copy of this form— 

  

“o(i). with. every container of human.blood; or 

“"@) 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 it to the’ 

licensing authority. 

SECOND SCHEDULE. 

PROVISIONS RELATING TO. BLOOD PROCESSING 
«LABORATORIES. 

  

A, GENERAL PROVISIONS. 

  

‘A ppointinent ofa Medical Officer:in Charge: ceo 

“he (1) Every ‘organisation ‘which is responsible for the 

' operation of a blood processing laboratory shall, appoint 

a medical - practitioner; whom it is satisfied as qualified _ 

by suitable and adequate post-graduate training: and 

experience, asthe medical officer in charge of its blood 

processing laboratory,- =. 

2) This. medical practicioner shall bé the licensee. 7 

Appointment of a Deputy Medical Officer. 

“2; The organisation: . which. is. responsible for. the 

operation of a blood processing Jaboratory may appoint 

a medical practitioner as. a deputy to the licensee... 

     Functions. of, the, Licensee... ......, 

  

3, (A) The licensee shall be in overall charge. of; and 
responsible for the proper performance of, ali medical, 

technical, administrative and clerical procedures which are: 

carried out by the blood processing laboratory and which 

are prescribed in this Schedule and he shall be responsible 
- for ensuring that all the relevant requirements of Part I 
of these. regulations and of this Schedule are fully com- 

plied with, . 8 ot cole % 

2) The Ticensee. shall” forthwith advise ’ the’ licensing 
authority in-writing of— © ; eS er a 

South African Medical and Dental Council of any. 

medical practitioner who has been appointed by | * 

od 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 deputy. 
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'@) the surname, full Christian names, postal address 
‘and-.medical qualifications as registered by the |. «:..; 

* 

’ Bylae. bepaal. 
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|. BY. Die lisensichouer’ moet; wanneer “hy die eerste’ Keer. . 
om’ ’n lisensie as’ bloedskenkingsvereniging- aansoek doen : 
‘en daarna wanneer ook al daar enige verandering. in: hier-' - 
die pamflet aangebting word, drie“eksemplare daarvan 
aan die lisensiéringsowerheid stuur-vir goedkeuring. 

~ Porm vir die aangee van ongunstise reaksies of 
sterfgevalle. woe OEE 

42. C1) Elke bloedskenkingsvereniging moet ’n -yorm 
verskaf in albei amptelike tale gédruk en:in die-aard van 
‘n vraelys wat deur die‘geneesheer: wat ingevolge regu- 
lasie 12-van Deel I. van:hierdie regulasies, ."n.ongunstige — 
reaksie of sterfgeval‘aangee, |ingévul:moet word ten einde 
‘die lisensichouer~in’ -staat: |. te ‘stel,. om ..die- toepaslike - 
inskrywings in die Register. van. Ongunstige Reaksies en 
Sterfgevalle_ te maak’ soos > regulasie 38 van hierdie 

: (2) Die lisensichouer ‘moet ’n eksemplaar ‘van hierdie 
worm uitreik— 
7 (i). saam met elke hover, met mensbloed;. of ~ 

'. Gi). slegs wanneer ’n ongumstige reaksie of sterfgeval by: 
~ - hom: aangegee word. | gt gas | 

- GY Die lisensichouer moet, wanneer hy die eerste Keer 
om ’n lisensie as bloedskenkingsvereniging ‘aansoek doen. 

en daarna wanneer ook al ‘enige veranderings in ‘hierdie © 
-vorm .aangebring word, dri¢ eksemplare daarvan aan die 

. lisensiétingsowerheid.stuur. 
: . | 

-TWEEDE BYLAE. - 

  ae — 

BEPALINGS IN VERBAND MET: BLOED- ~~" BEWERKINGSLEABORATORIUMS. © ©. 

“A. ALGEMENE BEPALINGS, =" cee 

  

  

-Aanstelling van./n ‘verantwoordelike . mediese- beampte.- - 

“L(y Elke organisasié wat. verantwoordelik. is “virdie 
dryf van’ °n.bloedbewerkingslaboratorium moet:’n- genees: 
heer aanstel wat, na die organisasie oortuig is, geskikte en | 

toereikendé nagraadse opleiding en ondervinding«. gehad 

het, as die verantwoordelike ‘ mediese “‘beampte ‘van’ sy 
bloedbewerkingslaboratorium. ee ee ee 

(2) Hierdie geneesheer is die. lisensichouer.,.. . 

_ Aanstelling van ’n- adjunk-mediese beampte.... 

3. Die organisasie wat yerantwoordelik ‘js vir die dryt 
van ’n- bloedbewerkingslaboratorium kan. ’n geneesheer as 
’n adjunk-medicse beampte| van. die lisensichouer aanstel, 

| die lisensiehouer.° «°° 

. 3.) Die lisensiehouer oefen algehele beheer uit oor, en 
is verantwoordelik Vir, die behoorlike: witvoer “van! alle 

-mediese. tegniese,.administratiewe en Klerklike prosedures 

‘wat. deur..dic bloedbewerkingslaboratorium behartig word - 
en wat in hierdie Bylae voorgeskryf word en’ hy is ver- 

antwoordelik daarvoor om|toe. te sien dat daar aan al die 
toepaslike vereistes van Deel I. van hierdie regulasies en 
van hierdie Bylae ten voile voldoen’ word. °°" 

- ° Funksies van 

* 

      

(2) Die lisensiehouer noet die lise | uer mC sigringsowerheid 
.onverwyld skriftelik yerwittig van—, bee 

  

(i) dié van, volle voorname, posadres‘en-mediese kwali- 
_. fikasies, soos, deur die. Suid-Afrikaanse Geneeskun- 

dige en, Tandheelkundige Raad geregistreer, : van 
_ enige geneesheer wat deur die organisasie verant- 

~ woordelik: vir die “dryf van’ dié ‘bloedbewerkings- 

_Jaboratorium. as sy adjunk-mediese beampte aange- 

.steliss of. = - ee 

- Gi) enige verandering wat in ‘die: aanstelling.. van dié 

adjunk-mediese beampte: gedoen: isv=.
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Q)- The. licensee shall also promptly. notify the licensing 
authority .of any.changes which have been made, or ‘are 
about: to. be made, by the organisation. responsible for the 
operation of : the. blood Processing laboratory in- respect . 
of 

(Gi) the designation, or the business, postal. or tele- 
graphic addresses.or. the telephone numbers: of. the 
abovementioned organisation, or. 

- (ii), the designation, or the business, postal or tele- 
_ grapbic address. or the telephone number of ‘the 
-blood processing laboratory... or 

iy ‘the plan of organisation ‘of, and the. methods: and 
“procedures adopted by, the laboratory if’ respect 

of the: processing ‘of blood and which. are required 
_ by Tegulation 6 of ‘this Schedule. 

(4): In the case when changes are to be made in ‘the 
methods: and procedures which require, under the relevant 
regulations of this. Schedule, the approval of, the ‘licensing 
authority, the contemplated changes shall .be notified to 
him before they are made‘and they shall ‘not be put into 
operation ‘until his approval has. been received. by the 
licensee. Other . changes of which notification to .the 
licensing authority is required. shall be notified ‘to him 
by ‘the licensee as soon. as it is. reasonably practical to do 
sO. 

(65) The licensee shall furnish the licensing. authority 
with a copy of the annual-report of the laboratory as soon 

. _as it is reasonably possible after its publication. 

F unctions of ihe Deputy Medical Officer. 

4, (1). The deputy medical: officer . shall. be under the’ 
administrative: control of the licensee and shall undertake 

-and be responsible for such blood processing laboratory 
. duties as are delegated to. him. by. the latter. The deputy 
medical officer shall. also be the under-study to the licensee 
and shall have full- ‘powers to“act as such whenever the 
latter’-is* temporarily not ‘available for duty. ‘The: deputy. | 
medical -officer .shall then be responsible for carrying out 

all the duties of the licensee as prescribed i in this Schedule. 

(2). “Shouid. the licensee ‘permanently. - fetingulish his 

duties as the medical. officer. in charge of the blood’ pro- 
cessing laboratory, the deputy medical officer.may act as 
the licensee for a period not ‘exceeding 30 days during. 
which application’ may be made for a new licence, 

The Licensee or the Deputy Medical Officer shall. be avail- 
able for. the Proper Control - -of the. Processing of. Blood. 

5. ‘Bither the Licensee, or-his Deputy. Medical Officer, 
-ghail'be available for the proper control of the processing 
of blood into. preparations of human blood bythe labora- | 
tory. whenever such. Processing is ‘being carried out. 

  

‘A poli ieations “Yor. Blood ‘Processing : Laboratory Licences. 

6, a Every medical’ practitioner who is: appointed by 

‘an “otganisation as‘ the medical ‘officer in‘ charge of its 

_ blood: » processing laboratory: shall forthwith apply — in 
writing to the licensing authority for a ‘blood. processing 
laberatory ‘licence ‘and’ shall: furnish with his application 
the. following information: —_— 

“@ ‘His ‘suriiame, full Christian’ names, “postal” address: 
"and medical: qualifications as’ registered by’ the 
-» Seuth; African Medical and. Dental, Council. 

  

a (b) 7 The designation and the. busisiess, postal and tele- 

1. graphic addresses of the organisation | responsible. 
afor: the ® operation of the blood processing labora- 
Ory: : 

   

  

© ‘The: designation, the business, postal and d telegraphic 
“ addresses-and :the telephone. number of the. blood. | 

| .. processing laboratory: 

-keuring deur die lisensichouer ontvang is nie. 

  

@). Die. lisensichouer moet ook die lisensiéringsowerheid 
onmiddellik i in kennis stél van etlige veranderings wat. aan- 
gebring is of aangebring staan te word deur die organisasie * 
-verantwoordelik vir die dryf van die bloedbewerkingslabo- 

. ratorium’ ten opsigte van—_ 

(i) die benaming of die besigheids-, pos- of telegcam- 
adres of die telefoonnommer van bogenoemde orga-"- 
“nisasie:. of, 

Gi) die ‘benaming | of die besighcids-, pos- of. telegram- 
adres: of’ die’ telefoonnonmimer van ‘die bloedbe- 
-werkingslaboratorium; of 

(iii) die organisasieplan. van, en die metodes en /prose-. 
dures gevolg deur die laboratorium ten opsigte van 
die bewerking van. bloed en wat by regulasie 6 vail 

’ Kierdie Byiae vereis word. 

(4) In die geval waar veranderings aangebring. moet 
word in die metodes en prosedures wat ingevolge die toe- 
‘paslike: regulasies: van hierdie Bylae die goedkeuring van » 
die lisensiéringsowerheid vereis, moet die beoogde verande- 

| tings..dan‘ hom meegedeel word: voordat’ dit- aangebring 
word en moet dit nie in werking gestel word voor sy goed- 

Ander ‘ver- 
anderings waarvan , die lisensiéringsowerheid in, .kennis 
-gestel_ moet word, moet deur dic .lisensiehouer aan hom 
meegedeel word so spoedig as wat dit redelik moontlik. is. 
om dit te doen. 

- (5) Die lisensichouer moet aan die lisensiéringsowerheid 
on eksemplaar van dié jaarverslag van die laboratorium 
besorg so gou as wat tedelik moontlik i is na die publikasie 

' daarvan. 

_ Funksies van die adjunk- mediesé beampte..- 

4, w Die‘ adjunk- mediese. beampte. staan . onder die 
. administratiewe beheer van die: lisensichouer en onderneem 
-dié bloedbewerkingslaboratoriumpligte_ wat deur -laas- 
genoemde aan hom opgedra.word en is verantwoordelik 
daarvoor. - Die adjunk-mediese beampte neem. ‘ook 
waar in‘ die plek van die lisensichouer en het ‘volle 

_bevoegdheid’ om: as-dié’ lisensichouer ‘op. te tree wanneer 
ook al laasgenoemde tydelik nie vir diens beskikbaar is 

Die- adjunk-mediese beampte is dan-verantwoordelik _ 
daarvoor dat al die pligte van die lisensichouer soos in 
hierdie Bylae voorgeskryf,- uitgevoer word. 

Q) Indien die, lisensiehouer sy pligte as, die verantwoor: 
‘delike- mediese beampté van die bloédbéwerkingslaborato- 
tium_permaiient -neerlé, ‘kan’ die adjunk- mediese beampte 
as die lisensichouer optreé vir-’n tydperk ‘van hoogstens . 

- 30 dae- waartydens aansoek : om *h:nuwe lisensi¢: gedoen 
| kan word. LP 

Die lisensichouer of adjunk- mediese beampte- moet altyd 
.- beskikbaar..wees vir die. behoorlike beheer van die_ 

~ bewerkinig van bloed. . . 

5. Of die! lisensiéhouer at sy adjunk- mediese. beampte 
moet beskikbaar wees vir die. behoorlike beheer van die 
bewerking van bloed tot preparate van’ mensbloed: deur 
die laboratorium wanneer 00k al “dié bewerking uitgevoer 
word. : : 

_« 

} Aansoeke om lisensies. as bloedbewerkingslaboratorium, 

6. (ty Elke géneesheer wat deur ’n organisasie aangestel 
word: as die’.verantwoordelike mediese -beampte “van'"sy 
bloedbewerkingslaboratorium moet: onverwyld by die-lisen- 
siéringsowerheid. skriftelik. aansoek doen-om.’n lisénsie: as 
bloedbewerkingslaboratotium en. moet die volgende. inlig- 
ting saam-met sy.aansoek verstrek:: —~ 

(a) Sy van, volle. voorname, ‘posadres en: mediese ‘kwalific 

kasies soos deur die Suid-Afrikaanse Geneeskundige 

en Tandheelkundige Raad geregistreer. 

() Die benaming en. die besigheids-, pos--en telegram- 
adres van die orgahisasie wat. verantwoordelik is vir 

__ die dryf van- die bicedbewerkingslaboratorium. 

© Die benaming,-die besigheids-, pos- en telegramadres © 

en die telefoonnommer van die bloedbewerkings- 

“Jaboratorium: *: ~~ J
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@ A letter ‘signed. by .an appropriate . official” of the |} 

-* gbove-menitioned organisation” Stating -that — 

@ the applicant - has 
“temporarily appointed ‘by it as. the’ medi¢al 

officer: in charge .of the laboratory; and: © 

_ Gi): the ‘date. from. which such” appointment: is to 

take effect; and 

Gi) if the appointment is a temporary. one, the 

  

‘period. for which - ‘the Appointment has been 
~ made. 

(e): A. ‘short description. -by' the applicant of— 
the plan. of organisation of,.and ‘the methods and 
procedures to ‘be’ adopted’ by,-the laboratory. “in | 
respect to” the processing of preparations of human | 

blood ‘which it will undertake and. with: special 
referénce to those -procedures. and. methods for}. 

which, under. the relevant regulations. of - this.| _ 

. Schedule. the approval of. the licensing authority, : 
is required. 

This description shall include all, the following 

_ particulars: — 

' @ The designation /s, ‘and address /es of the blood 

donor society /societiés which: will supply the 

laboratory with blood for processing into pre- 
parations of human blood. 

. Gi) A-list’ of ‘the. types of preparation of. huinan . 

blood which will: be processed by the labora- 
tory. . 

Gi) A description of the system to be adopted by. 

the laboratory for. the keeping of ‘all: records 

which are prescribed in the relevant ‘regula- | 
tions: of this ‘Schedule: 

@) A description - of all the technical methods” 

_ which are to. be employed by. the laboratory 

for. the processing of these preparations of 

- human. blood ‘and of the test methods which 

_are.to. be: employed: routinely : ‘by ‘the: laboratory 

_ , to ensure that the quality, purity « and safety ‘of 

-every batch.of these: preparations ‘shall comply 

with the relevant requirements of this Schedule : 

"for these preparations. . 

_ (v) A. sketch plan. -of - the ‘laboratory buildings | 

showing’ their lay-out and: relationship. to. 

neighbouring buildings or laboratories. 

nish any of ° the informatio 
in.-has already been 

notified to..the: licensing. authority provided that— 

@ the applicant | in his: application refers ‘specifically 

to all ‘such. previously: furnished information; and 

_@) certifies that. no other changes: have since been made. 

@G). The . licensee. shall - also. furnish “to. the licensing 

authority such other written information as may be 

     

tory in respect. of the processing ‘of preparations ¢ of human 

blood. ca 

Notification that .the ‘Licensee ‘has Ceased to. Act. as ihe 

‘Medical Officer'in Charge of the Laboratory. 

. 7. Should .the ‘licensee for any reason relinquish his 

a 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- 

os 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 

anedical officer in-charge has been appointed. 

Sources of Blood for Processing into Preparations of 
Human Blood. 

&.. Only. blood. which has been obtained from a . jicensed 

blood’ donor. society. may’ be used by a. blood processing. 

» laboratory. for. _ Processing -into preparations of human 

8 blood.» 
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been permanently. or 

(2) Tt shall, however,. not be necessary ‘for the applicant. 
ted: above if. such. 
nd all subsequent - - 

.  Lequired : by. the latter: in respect of the’ organisation. of 

sand the: ‘methods .and . procedures: adopted ‘by the Jabora-   

@ in Brief deur * a -gepaste amptenaar van bogenoemde 
organisasie onderteken waarin gemeld word dat— 
(i). die. applikant:. permanent. of. tydelik..deur. die. 

organisasie aangéstel: is as die. verantwoorde-. 
like miediese beampte.van die laboratorium;.en — 

Gi) die-datum ‘waarop die aanstelling van. _krag Lo 
... -wotd; en 

- Gi) indien dit ’n_tydelike aanstelling js, die, tyd- 
perk waarvoor die aanstelling gedoen is. , 

© nh. Kort beskrywing deur. die; applikant van— 

‘die organisasieplan yan die vereniging en. die 
metodes en -prosedures wat deur hom gevolg sal 
word in: verband -met ee bewerking van. pr arate 
van’ “‘mensbloed wat. /hy” sal’ onderneem 4 
spesiale verwysing na die -prosedures. en metodes 

' waarvoor, ingevolge die toepaslike regulasies: van 
hierdie Bylae;. dieé. goedkeuring van die. e lisensiérings- 

~ owerheid vereis word. : 
_: Bierdie beskrywing moet 
dethede insluit:— 

Gi) Die benaming(s) | en: adres(se) van: die bloed- : 
skenkingsvéreniging(s) wat: bloed vir. bewerking 

. tot preparate van* mensb ed. aan. Mie labora-. 
torium sal verskaf::.” 

- Gi) ’n Lys van die tipes preparaat’v van . mensbloed 
‘wat deur die laboraterium. bewerk sal: word. 

(iii) °n. Beskrywing van die stelsel wat--deur die 
' laboratorium gevolg. sal word vir die How van 

alle rekerds wat, in. die .toepaslike regulasies. . 
»  _.. van hierdie Bylae voorgeskryf word. ~ 
(iv) ’n “Beskrywing van al die tegniese metodes wat 

deur die laboratorium gevolg sal word vir die 
bewerking van. hierdie preparate van mens- 

_- bloed ef van “die proefmetodes wat gereeld 
~ deur die laboratorium toegepas sal word: ten 

einde te verseker|dat die’gehalte, suiwerheid en 
- veiligheid van elke lot van hierdie. preparate _ 
voldoén aan die toepaslike vereistes van. hierdie 

- .. Bylae.vir hierdie preparate. 
.. ().2n Sketsplan van die Jaboratoriumgeboue: wat 

‘hulle’ aanleg: ‘en ligging met betrekking “tot 
~ nabygeleé geboue en. laboratoriums toon. / 

(2) Dit is egter nie nodig dat die applikant bogenoemde 
inligting verstrek nie indien die-inligting reeds verstrek i is 
en die. lisensiéringsowerheid in ‘kerinis. gestel is van. . 
veranderings wat later daarin aangebring is; mits. 

@) die applikant | in’ sy aansoek spesifiek verwys na al. =. 
- diéinligting wat voorheer 

“(b). hy sertifiseer.dat geen) “andes "erunderingssederden - 
-aanigebring i is nie. Bo ok 

(3) Die lisensichouer, moet ook dié ‘ander skriftelike 

  

   

  

¢ de beson- 

    

        

    

  

| inligting aan. die’ lisensiéringsowerheid versirek: wat deur _ 
laasgenoemde vereis word ten opsigte van die organisasie 
van;.en die.metodes en prosedures gevolg deur die labora- - 
torium ten opsigte. van die ‘Dewerking van preparate van 
‘mensbloed. 

Kennisgewing dat die lisensiehoue?: -opgehou® ‘het OMm.as. die 
 verantwoordelike inediese: “beainple van. die. labora- 
~torium.op te tree. | 

7, Indien die lisensichouer om enige. rede sy betrekking - 

as verantwoordelike _ mediése beampte- van die labora- 

‘torium” neerlé; “moet die- gepaste ” vamiptenaar. “wan~ die 

organisasie.. verantwoordelik vir. die ‘dryf:van-. ‘die _ bloed- 

bewerkingslaboratorium. die: lisensiéringsowerheid © onver- 

  

‘wyld. skriftelik van dié feit.in kennis stel en laasgencemde 

“verwittig: van. die naam van. die adjunk-mediese’beampte  - 

| wat vir die laboratorium verantwoordelik. sal wees totdat 

"n nuwe -verantwoordelike mediese beampte aangestel i is. 

Bronne van bloed vir, bpwerking to tot preparate van , 

mensbloed a 

8. Slegs bloed ‘wat van *n gelisensieerde -blosdikesikings- 

vereniging verkry is, kan deur °n bloedbewerkingslabora- : 

torium gebruik word ‘vir bewerking, tot preparate van 

1 mensbloed. 
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Conditions under: which Blood ‘may: be Processed i into 
Pr eparations of Human Blood: 

9. ay: Only blood which:-has been ‘collected, stored and 
transported in ‘accordance. with. the relevant  ‘egulations 
of the First-Schedule. of these” regulations shall “be used 
for processing into Preparations of human blood.’ 

a “Oy The. blood’ shall be délivered to the Jaboratory with- 
in- 28 days. inclusive from. the: time: > of its withdrawal from 
the blood donors. 

Q) The. blood: shall be delivered. to the” laboratory in 
the original. containers, into, which ‘each donor: was: bled. 

(4 ‘The containers “of blood. shall be deli ivered. to the’. 
-insulated “or refrigerated’ shipping: 
‘maintain them at a suitably Jow: hampers which will. 

temperature or. by such other..means. as | has. .been 
_approved . by -the ‘licensing authority: The temperature at 

_ which the containers: are’ "delivered shall be: checked and 
. yecorded ‘at. the: Jaboratory on. their receipt. 

_ taimers which have ‘been maintained continuously at. a. 
. temperature not. exceeding 10°°C shall be used for Pro-. 

Only con- 

cessing into human antibody globulin. ns 

6) All contairiers of blood. for. processing ‘into prepara- 
tions of human’ blood-shall-be maintained .at-the labora- 
tory” from the time. of receipt until the ‘time. that. pro- 
céssing: is: commenced. ata temperature of a to 10°C, 

(6) Onl y containers - Of blood. of which the hermetic 
seals are intact-and show no signs ‘of. puncturing shall be. 

_ used: for processing into preparations of human blood. 

(7) Only containers. of blood’ from donors who at the 
time. of withdrawal of: blood: froni:them. have’ been shown 

- to have negative serological tests for syphilis shall be pro- 
cessed into preparations of human blood except that blood. | 
which: has been stored continuously at’ a temperature 
“between 4° ‘and 10°C: for not ‘less. ‘than 96 hours may’ 
be ‘used. for.such.-processing though no: serological’ tests. | 

~ for-syphilis have been carried out or such’ tests: have been’ 
shown to. ‘be, ‘Bositive. 

  

8) After receipt at the. laboratory. and before. processing 
-ig: commenced,. a’ sterility test shall be carried ‘out, by a. 
“method: approved by. the licensing: authority;.on every con- | 
tainér ‘of blood for “processing. afid ‘only. containers - of; 
which’ the’ contents. have ‘been »shown: to -be ‘sterile by 
such: tests may. be used for processing: into ©. preparations 
of human blood. : : ; we hele os 

-(@y Al positive sterility. ‘tests. on “containers “of blood | 
shalt ‘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 || | 

BP P ‘| “skenkingsdiens wat die-houer verskaf het soos in regulasi¢ . 
/ 33 @ van die, Eerste Bylae van hierdie regulasies bepaal. 

for in regulation 33° ay of the: First Schedule to these 
regulations. : / 

(10) The. first: stage. in. the: processing. of blood: into 
preparations of human blood whereby the plasma or serum 
is separated - from the:red blood corpuscles or. blood clot 
shall be: completed ‘within 30 days of the withdrawal of 

the blood. from the blood donors. ae oo 

re 1) All plasma or serum Separated: from whole. ‘ood 
shall be-kept under ‘such conditiofis as are prescribed by | 
the licensing authority: before further processing is carried 
out. 

(2) A. record. shall. wEberg the ficensee or itbty 
container of. blood ‘yéceived: by him for processing and +) 
this record shall refiect the following information :— 

(a The identification mark of. the container, as appearing 
onits, label; 

“(by the. date on which the blood ° in. 1 the container: was | 
., withdrawn, ‘from the. donor: also as. appearing on 
.. -* its-label; i 

©, the date of receipt of the container at the laboratory; 

B—326411 8 

dit van ‘elke-:skenkeér gelap iS, 
afgelewer word; 

  

Voor waardes. waarop: Bloed tot: preparas van merisbloed 
“bewerk kan. word, C8 

“Q. “) Slegs bloed” wat oordenkonitig: die -tospaislike’ 
‘regulasies van. die Eerste: Bylae van hierdie regulasies: 

, getap, opgeberg en vervoei is; “mag. vir bewerking tot--- 
f preparate. vai mensbloed gebruik word: Lares 

Q) ‘Die: bloed moet binne’ 28 dae met insluiting van die 
datuni waarop dit van ‘die bloedskenkers s getrele | is, by. die 

| laboratorium afgelewer word. | a 

3) Die bloed moet in die oorspronklike ‘hojeis waarin : 
by die -laboratorium. 

“@ Die houses. 1 mét. ‘bloed. ‘moet aan: die. jaboratorium 
atgelewer word. in: skoon; geisoleerde. of verkoelde verseh- 

-dingshoueérs~ wat hulle by ’n’ geskikte - jae - temperatuur 
) sal hottof op “nvander wysé wat ‘deur-die= ‘lisensiérings-" 
-owerheid goedsekeur is. Wanneer dit. hovers ‘in “ontyangs 
geneem word. “moet . die . ‘temperatuur: “waarby : hulle. 

-atgelewer - word, “by. die laboratorium: nagegaan en aan- 
geteken word..:.Slegs houers. wat deurgaans by Jn tempera- 
tuur’ van: ‘hoogstens 10° C.-gehou. is, mag vir: bewerking : 

» tot ‘mens- -teenstof- -globulien gebruik word. 

6). ‘Alle houers met bloed -vir bewerking’: tot: prepaiite 
-van mensbloed moet’ vandat ‘hulle ontvang is totdat. daar. 
met: die. bewerking begin: word: by die: laboratorium. by. 7n 
temperatuur van. 4 tot L0°-C.: -gehow word, . 

(6) Slegs thouers «met bloed waarvan: die hermetiesé 
- Verseélings ongeskonde is en.wat geen tekens -toon-dat » 

| hulle oopgesteek is-nie, mag vir bewerking tot t preparate 
van mensbloed: gebruik word, 

(7) Slegs houers met bloed van’ skenkers ¢ ten opsigtie’ van 
wie, toe die bloed’ uit hulle getrek is, die serumproef. vir 
lues negatief geblyk het, mag tot preparate van mensbloed 
‘bewerk: word, -behalwe dat -bloed wat... deurgaans » vir 
“minstens 96 uur by ’n temperatuur van tussen 4° en 10°C. * ~ 
-opgeberg is; vir. sodanige ‘bewerking gebruik kan word, 
-hoewel. daar géen serumproewe vir Tues. uitgevoer” is nie 
-of die proewe positief geblyk het. : 

8). Nadat: die houers met bloed 1 vir “hew eiking. by die 
laboratorium in. ontvangs geneem is en voordat daar met: 

die bewerking - begin word, moet ’n - steriliteitsproef op 
“elke: Houer..uitgevoer- word ‘volgens ’n metodé deur: die . 
lisensiéringsowerheid goedgekeur, en sléegs houers waatvan: . 
die inhoud. by. die. proewe steriel belyk. het, «mag. vir. 
bewerking: tot. preparate. van: mensbloed gebruik word. 

A9) Alle ‘positiewe, steriliteitsproewe op: houers met bloed o 
moet na‘ voltooiing van die proewe sonder versuim: skrifte- 
lik. deur .die« ‘lisensichouer gerapporteer.. word © dan. die 
verantwoordelike “ mediese™ beampte . van. die “bloed- 

(10). Die eeiste ‘stadium in die bewerking yan bloed tot 
preparate, van amensblodd waardeur- die plasma of serum 
‘vain die rooibloédliggaampies of. ‘stolsel- afgeskei' word, | 
moet binne 30 dae’ vandat die bloed van ‘die, ‘bloedskenkers . 
‘gotrek 3 is, voltooi word. 

“(1). Alle plasma of serum “wat van golbloed atgeskei 
is, moet onder dié toestande wat deur-dié lisensiérings- 
-owerheid. voorgeskr yt word gehou. word voordat verdere 
-bewerking geskied. | Lo 

(42) ’n Rekord moet deur die lisensidhouer gehou word : 
-van elke houe# met: bloed ‘wat-deur hom vir, bewerking 
ontvang is en hierdie rekord moet: die volgende inligting 
weergee : — 

(a) Die identifikasiemerk. van. die hower s00s dit. op sy 
etiket yoorkom; 

»{b} die. datum waarop . die bloe din die houer | vat die 
skenker: getrek. is, 00k: soos -dit. OP die etiket daar- we 
van: “voorkom:; 

{c) die. datum waarop. die houer by die laboratorium n in oe 

ontvangs geneem iss. OE 

2385,
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--@ the temperature at which the container was delivered; |. 
(e) the date on which ‘the sterility test was set Up; 

(fy the ‘date*on which the: sterility’ test ‘was completed; 

: (g). the result of the sterility-test; - 

(A) t 
@ “ted from the red ‘blood corpuscles or bloed clot; 

(i) the conditions under -which the plasma or serum was - 

stored before being finally processed. 

a Premises and Equipment... 

- . 10.. The. premises on which . blood. is ‘processed. into 

_ pteparations of humana. blood and on which tests are carried 

out. to enstire that quality and safety of such. preparations 

and the equipment used in connection’ therewith shall be 

- suitable. and. adequate: for .the purpose, shall allow. of 

proper aseptic. precautions being taken. and shall ‘be'to the 

satisfaction of thé. licensing authority. No material which 

nl in pathogenic organisms may. be introduced into 
premises’ in’ which preparations of human: ‘blood .are 

processed: SP hot 

       

  

     

Methods of Processing.
 " . a 

it, (a) The methods used. for processing’ blood with-. | 
drawn from human beings into preparations of human _ 

“(by the number of containers of blood that may “be 

pooled for processing as_a single batch: for any specific 

_ type of preparation, and) Coe 
"(c) the methods of cleansing. and sterilising of apparatus 

employed in the processing of preparation of human blood, 

shall be approved by the licensing authority. . 

os Batches of Preparation. , : 

12. (1) A batch of atty particular preparation of blood” 
shall. be that amount of. that. preparation. of ‘which the 

_ptocessing from plasma or serum is commericed on one 

patticular day and which is carried through to completion 

.a§a single lot. re 
. =" O) Every batch of “preparation shall “bes given an 

identifying batch number. -. oe eo 

(3) ‘In ‘the. case of a ‘preparation “processéd ‘from non- 

pooled plasma: or serum, a serial number as well as a 

batch number shall be given to every container of such 

preparation. o we woe : 

     

   

Tests for. Qixolity and Purity. 

_~ 13. (i) 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. Bo . 
(2). No: batch. of preparation of human blood shall be 

issued for use in-human beings unless it has: successfully | 

passed the prescribed tests for quality and purity. 

14. (1) The safety tests (sterility, pyrogenicity, toxicity 
or other safety tests) as. shall” be applied. routinely to 

batches of different préparations of human blood processed 

by the laboratory: shall be such tests as shall-be prescribed 
from. time to time by the licensing authority and notified : 

‘by hint in. writing to the licensee. net : 

- - (2). The methods for the performance of all safety tests. | 

ghail.-be methods which have been approved by the | 

‘licensing authority for the purpose. 
"@) No batch of prepatation’of human’ blood shall: be 

“issued for ‘use ‘in hutian beings.-unless it has, succesfully 

passed the prescribed safety tests. _ 

-*. Records of Processing and Testing. 
15. Detailed \ protocols, ina form which -has been 

approved by the licensing authority, shall be kept. by. the: 

licensee in’ respect of the processing and. testing for 

-quality, purity and safety of each and: every batch of | 
“prepatation of hunian ‘blocd which is “processed at the 
laboratory... 

a2 

he date on which the plasma:or serum was separa- - 

-- 10. Die perseel 
‘bewerk word en waar proewe uitgevoer, word fen einde te 

verseker dat die: gehalte en veiligheid van dié' preparate én - 
die uitrusting wat in’ verband daarmee. gebruik word, 

“44, (1) Die 
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(d) die temperatuur waarby die houer afgelewer is; © 
(e) die datum waarop daar met die steriliteitsproéf- begin 

G82 oe ee 

'(f) die datum waarop die steriliteitsproct voltooi is; 
(g) die resultaat van die steriliteitsproef,; ee yeas 
(h) die datum waarop die plasma of serum van. die rooi- 

- bloedliggaampies of stolsel afgeskei is; | ae 
{) dié. toestande. waaronder die.’ plasma. of serum 

opgeberg is voordat finale bewerking geskied.. | 

Perseel en uitrusting. ; oe 

waar bloed tot preparate van mensbloed 

geskik en toereikend. vir die doel-is, moet van so ’n aard | 
wees dat. dif’ moontlik “is ‘om behoorlike aseptiese ‘yoor- 

- sorgmaatreéls te tref en moet die lisensiéringsowerheid |. 
‘tevrede stel. | 

-} organismes kan bevat, mag op die perseel waar preparate — 
Geen. materiaal wat’ moontlik  patogene 

van ‘mensbloed bewerk word, gebring word nie. ~~ 

Bewerkingsmetodes. 

11. (a) Die metodes wat toegepas word vir bewerking : 
-van. bloed ‘wat van mense -getrek is, tot preparate van ~ 
 mensbloed;” 

Re ears 

-(b) Die getal hovers met bloed wat'saain ‘as’ een enkele 
lot vir enige spesificke tipe preparaat bewerk-kan word; en 

(©) Die metodes -vir. die skoonmaak en steriliseer van 
apparaat wat by die bewerking van preparate van mens- 

bloed gebruik word, 

moet. deur die lisensiéringsowerheid ‘goedgekeur word. 

- Lotte preparaat. 9. 

12. (1) ’n Lot van enige bepaalde preparaat van bloed 

4g -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. a . 

(2) Aan. elke lot. preparaat moet °n_identifikasielot- 
nommer toegeken word. PERE GEE ue. Reba 

(3) In die geval van ’n preparaat wat ‘uit nie-gepoelde 

“plasma .of serum bewerk is, moet daar aan ‘elke hover. met | 

-| die.preparaat sowel ’n reeksnommer as *n lotommertoc- 

| geken word.» . — rr ee 

  

. Gehalte- en suiwerheidsproevwe: aa 

- 13.) Die gehalte- en suiwerheidsptoewe wat gerecld. 

‘op elke lot van ’n bepaalde tipe preparaat uitgevoer word, — 

is dié proewe: wat deur die lisensiéringsowerheid goed- 

gekeur-is as proewé wat. sal verséker: dat-die. betrokke lot 
preparaat aan dié- standaarde van ‘gehalte en stiwerkeid 

voldoen wat in dié regulasies van hierdie Bylae wat-op..~ 

hierdie tipe preparaat van tcepassing is, voorgeskryt word, 

(2) Geen lot. preparaat van mensbloed mag vir gebruik 
by mense vitgereik: word nie, tensy dit aan die voor- 

-geskrewe ‘gehalte- en suiwerheidsproewe voldoen’ het: ~ 

- . Veiligheidsproewe. hiss 

2 veiligheidsproewe _ (steriliteits-, . pirogeen-. 

toksiteits-, of ander veiligheidsproewe) wat gereeld-op-lotie - 

van verskillende preparate van mensbloed wat deur. die 

-yereniging bewerk word, toegepas moet word, 4s, dié 

proewe wat van tyd tot tyd deur die lisensiéringsowerheid 

} voorgeskryf word en deur hom skriftelik aan die lisensie- 

hover meegedeel word. 

(2) Die metodes. vir die uitvoer van alle veiligheids- 

proewe is metodes wat vir die doel deur die lisensiérings- 

| owerheid goedgekeur is, - . 

(3) Geen lot preparaat van mensbloed mag..vir, gebruik 

by mense uitgereik word nie tensy dit aan die voor-, 

geskrewe veiligheidsproewe voldoen het. 

__. Bewerkings- en proefrekords. |. . 

15. Volledige protokolle, in ’n vorm. wat.-deur die 

lisensiéringsowerheid goedgekeur is, moet deur die ‘Jisensie- 

houer gehou word: ten opsigte van die bewerking en proef 

vir gehalte, suiwerheid en veiligheid van. elke. en iedere 

lot ‘preparaat van mensbloed wat by. die laboratozium. 

| bewerk word, 
a:



on 

  

2 Date of Manufacture. =. 

16. The dateof. manufacture of any batch of a prepara- 
- tion of ‘human blood shall be that date on which all the 
tests for quality, purity and safety on that particular bateh 
of ‘preparation were successfully completed. 

: Condition of Storage and. Expiry Dates for Containers. 

17. (a) “The conditions under which containers. 6f each 
type. of preparation of human blood. shall be stored; and.. 

(b) ‘the: expiry date beyond which ‘a particular ‘batch 
: of preparation shall not be deemed fit for ‘use.in the treat- 
‘ment of human beings, 
shall be. according. to. the special provisions which are 
prescribed: .in those - regulations of this Schedule relating |. 
to that. particular type of preparation. 

“Containers of “Human Plasma (Liquid, Frozen: Or. Dried) 
and Serum. or. Serum. Albumin (Liquid or Dried). - 

- 18.1) Containers for. ‘Human Plasma. (Liquid; Frozen 
-.or Dried), Human Serum (Liquid or Dried) and Human - 
Serum Albumin (Liquid or Dried) shall be-- 

(a) of. neutral, colourless, ‘transparent glass; or 

-: (b) of. non-coloured plastic’ material which shall be 
_ Sullcfents transparent as.to allow of ready. inspec: 
_tion of thé contents and which- shall cause no 

~. chemical nor toxic change i in the. contenis nor alter 
their volume’ on storage. 

Q) The containers shall -have hermetic closures which | 
shall effectively protect the contents against contamina-— 
tion,. shall cause no toxic changes in them and. shall: 
‘readily - -reveal whether. the container has-been opened or |. 
the closure punctured: for. any purpose. 

(3) Samples: of the containers and their closures shall 
ibe submitted to the licensing: authority for approval when 
application ‘is made-for- a. blood processing laboratory 
licence or for the renewal of such‘a licence or when it is 
decided to change. the type. of container or closure. 

(4) Only. containers. and closures. “which have ‘been 
‘approved bythe 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. . 

7 “19. The containers-for fibrin, fibrinogen, thrombin and 
‘human antibody globulin shall be of a - type approved by 
ihe. licensing authority. 

Distilled Water. 

20. If the ‘blood processing Jaboratory. 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-z 

“°(@) conform’ to ‘standards of purity; 

    

“typé, and’ 
(c)_be labelied in a mannes, 

‘which have been approved by the licensing authority. 

Giving Sets, 

ae Tf the ‘blood processing laboratory supplies “ ‘giving 
“sets” to infuse plasma, serum or serum albumin (liquid; 
frozen or dried) into the vascular system of patients, such 
“giving ‘sets? shall comply with*all the relevant sections 
of regulation 17 of the First: Schedule to these regulations. 

Records OF Untoward. Réactions and Deaths. 

226.) Records. of all. untoward reactions. or. deaths. 
‘apparenily caused. by intravascular infusions with prepara- - 
-tions-of human:blood.shall.be kept by every licensee of a 
‘blood processing laboratory in respect of all containers of . 
“such. preparations issued. by it. and reported to. him by 
medical practitioners as having’ caused untoward reactions 
or contributed t to deaths. 

() ‘be dispensed in hermetically sealed containers of a   | sake van die sterfgevalle was, 
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 Vervaardi igitip igsdatum. 
16. Die vervaardiginesdatum yan. enige lot preparaat 

van measbloed is. dié waarop dié bepaaide lot. preparaat al 

het. woe, 

Opbergingstoestande en verstrykingsdatums - 
“van hovers 2 

17. @ Die toestande- waz aronder . hovers. met ‘elke tipe 
preparaat van mensbloed opgeberg moet word: en 

(b) Die. -verstrykingsdatam waarna ’n bépaalde’ lot. pre- 
““paraat nie _geskik” geag word vir ir gebr uik by die behande- 

| ling van-mense nie, 
| moet, in ooreenstemming ‘wees: met die spesiale: bepalings 
wat in die regulasies. van hierdie. Bylae voorgeskryf word 
‘wat betrekking het. op dié bepaa! ide tipe preparaat. 

. Houers met. mensplasma (vloeibare, bevrore of gedroogde) 
en, -mensserum of mensserumalbumien® (vloeibare of 
gedroogde). 

18. (1) Houers vir mensplasma (vloeibare, bevrore of 
gedroogde),. mensserum (vloeibare. of. gedroogde)-en.mens- 
serumalbumien (vloeibare. of. gedraogde) moet— 

_(a) van neutrale, kleurlose, deurskynende elas wees; of 
~ (b) van ~ tiie- -gekleurde. plastiekstof. wat deurskynend 

.genoeg is sodat die inhoud: geredelik gcinspekteer 
kan word en wat geen chemiese of toksicse ver- . 

 anderings sin. die-inhoud™..veroorsaak nie: of: die 
volume: daarvan' ‘by opberging verander “nie: 

Q Die houers moet. hermetiese verseélings hé wat. die 
inhoud op doeltreffende wyse teen besmetting beskerm; 

die: proewe vir. gehalte, suiwerheid en veiligheid deurstaan 

geen toksiese veranderings. in hulle veroorsaak nie en — ' 
geredelik toon of die houer oopgemaak is en of die ver- 
seéling vir enige doel oopgestéek is. 

GB) ‘Eksemplare van die .houers en hulle -verseélings 
moet vir goedkeuring aan die Jisensiéringsowerheid voor- 
gelé word. wanneer daar om ’n lisénsie as. bloedbewer- 
Kingslaboratorium. of om .die: hernuwing, van. dié lisensie. 

-aansoek gedoen word, -of wanneer besluit word om die | 
tipe houer of verseéling te verander. 

(4) Slegs -houers. en verseélings. wat deur. die lisen- 

siéringsowerheid. goedgekeur is,. mag deur. bloedbewer- - 

kingslaboratoriums gebruik word vir die uitreiking van 

hierdie preparate van mensbloed. 

-Houers vir fibrien, fibrinogeen, trombien en 
mens- teenstof- globulien. 

19. “Die: houers - vir fibrien,,. fibrinogeen, trombien . en. 

miens-teenstof-globulien: moet van.°n tipe- ‘wees. wat deur 

_ dié lisensiéringsowerheid goedgekeur is. - 

Gedistilleerde water.. 

“20. Indien’ die bloedbewerkingslaboratoriui - ‘gedistil- 

leerde water verskaf vir die oplos van gedroogde (plasma, 

serum of .albumién voor die toediening daarvan ‘aan 

-mense, moet hierdie water steriel en pirogeenvry wees en 

moet-ook— |... 

(a) aan suiwerheidstandaarde voldoen:. 
(b) geresepteer word in hermeties. verseélde houers van 

; *n tipe; en 
" (c). geétiketteer word op *n "wyse 

wat deur die lisensiéringsowerheid goedgekeur i iS.’ 

aie =, Toedientoestelle 

2. Indien - die bloedbewerkingslaboratorium . ** toedien- 
toestelle’’ verskaf vir die toediening van plasma, serum 
of serumalbumien. (vloeibare, bevrore of gedroogde) in die 

vaatstelsel. van pasiénte, moet dié.‘‘ toedientoestelle ” vol- 

die Eerste Bylae van hierdie regulasies. 
~Rekords van ongunstige reaksies en. sterfgevalle.- 

22. (1) Rekords van alle ongunstige reaksies of sterf- 
gevalle wat. skynbaar. deur intravaskulére toedienings van 
preparate. van miensbloed veroorsaak is, moet deur elke 
lisensichouer. van ’n bloedbewerkingslaboratorium gehou 
-word ten opsigte van alle hovers met dié preparate. wat 
deur die laboratorium uitgereik word ‘en wat, volgens 
aangifte deur geneeshere -by ‘die’ lisensiehouer ongunstige 
reaksies véroorsaak het of ‘een van‘ die aanleidende ¢ oor- 

- doen aan al die’ toepaslike-afdelings van regulasie 17 van 4
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2 These ‘records: shall be: kepti inva “special register sand. ‘ 

in a thanner approved by the licensing authority. and ‘they - 
‘shall record the following. information in respect of each 
reaction or death reported to the licensee: - 

(@ The setial nm umber of the eniry, 

-&) The narte of the tmedical practitioner ‘making the 

"| aatigegee is, bevat: — . 

“report and. the date’ and’ time’ when he first made 4 
» the® ‘report: 

{c) The nature and datiouat of the preparation: of human 
‘blood infused, and the batch number:and;: if “such 

“ec sg number, is: -present cn the label, the serial number | 
of the container of which: the. contents: appear to” 
have been Tesponsible for ‘the “untoward reaction or 

death, oe 

(a) The name of the patient and, hen ‘applicable, his 
oe registration number and the name of the 

place at’ wiiel “the. Afusion was        

   -admi inistered. 

(e) The sex, race and age of the patient 

(f) The nature of the. illness ‘or injury for: whictt the 
me > patient received the infusion. 

(9) The date and. time of the. infusion. 

hh. Brief clini¢al 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 

oto trace: the cause-of the: untoward reaction. 

O. If the untoward reaction was fatal— 

Gi). the apparent cause of death; and. --: 
Gai) if'a post-mortem examination was carried out, 

a summary. ‘of the main post-mortem findings. 

: &). The. record and. history of. other containers of the 
- Same. batch..of thé preparations and the.results of | 
any investigations. carried. out. in tespect of ‘these 

' containers. . 

° oO Any other retharks relative to the nature: and ¢ cause | 
: of the untoward reaction or death: 

(m) The conclusions reached. as. to the nature and cause 
of the reaction or.death, 

- Labelling. 

“23. (A) Every - container. ofa, ‘preparation, of human |: 
7 blood. Shall. have. a label of “appropriate: size. securely | 
" aflixed to. it., : 

Q) The following information shall be printed on the 
“Tabel i in both official languages:- — 

“(a The ‘proper: name of the contents; 

“(ay ‘the’ racial. origin ‘of the blood (White, Coloured, “je 
Asiatic or Bantu)” which may: be indicated by the 

_ following code lettets:—. 

Ww (for: Whites); 

Ke (or: Coloureds); 

AS (for: Indians” or Asati); 

‘B “Gor Bantu); ~ 

.. te) a in- the .case. of “préparations ‘processed from 

  

   : preparation; and. 

' Gi) in the case of a preparation” prepared from fnon- 
pooled : serum or plasma, the setial number of the 

| preparation as well as the batch number; 

“dy. the: ammount of preparation in the container expressed ||. 
“in the manner which has been “approved by: the 
licensing authority; 

- (e) the date’ of - completion of manufacture of the 
preparation; 

“® the conditions ‘under which the container should be. 
stored: and. the expiry date of its contents; 

@ ‘the name-.and.address.. of « :ther blood: processing | 
- laboratory which: processed # the preparation; 

4 

pooled serum or plasma, the batch number, of the .   
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“2 Hierdie rel ekords moet. ae ne spesiale register “gehiou 
word ea op “n- wyse deur dic liseasiéringsowerheid g goed- 
gekeur en hulle moet die, volgende inligting: ten. opsigte 
van ‘elke reaksie of _sterfgeval wat. by die lisensie lower 

  

{a@) Die reeksnommer van die inskrywing.” 

(b) Die : naam van die geneeshieer wat die aangifte doen 
en die.datum “en tyd~wanneer hy aanvanklik. dic 
aangifte gedoen het. - ! . nap 

: {c) Die aard en hoeveelheid: van’ dic- préparaat van 
‘mensbloed wat ‘toegedien is, en die lotnommer en, 
“indien -dié nommer- op die’ etiket voorkom, ‘die’ 
reeksnommer. van. die houer waarvan die: inhoud 

_ blykbaar ‘verantwoordelik was vir 7n ongunstige 
'-reaksie‘of sterfgeval. { , : 

(d) Die naam van die- pasiént en, indien van tocpassing, 
sy hospitaalregistrasienommer én die naam van. die 

_so hospitaal’ of plek waar jdie- foediening, geskied. het. 

©. Die geslag,. Tas en ouderdom van die pasiént. - 

fy: “Die aard.van--die siekte of besering waarvoor: die 
pasiént die toediening . ontvang het. pes 

   
  

| (g). Die datum en tyd van die toediening. 
[ (hy Kort kliniese aantekeninge oor. die. aard en. hewig- 

-heid van die ongunstige reaksie.. 

@) Die résultate van enige spesiale ondetsoeke;. amet 
spesiale yerwysing- na’ laboratoriumproewe,.. wat 
ingestel word ten einde die oorsaak van die ongun- 
stige reaksie op te spoon. 0 = 

(7). Indien die ongunstige réaksienoodlottig was— 

(i) die skynbare oorsaak van’ die'dood; en " 
-G) indien ’n lykskouing | uiigevoer is, ’n samevat- 

ting van die vernaamste lykskouingbevindings. 

() Die rekord en geskiedenis. van. ander houers met 
dieselfde lot: van die preparate en die resultate van 

_ enige ondersoek wat ten  opsiste van hierdie houers 
" ingestel- is,” 

2 @ Enige. ander opmerkings wat: beirekking het. op die 
' gard. en -eorsaak -:van. |die ongunslige reaksie of 

-sterfgeval. 
(™) Die gevolgtrekkings waartoe geraak is met bets ek: 

» King tot. die aard et -gorsaak. van die™ aksié: of . 
-sterfgeval. Pees ‘ ae 

   

  

‘Ehikettering. 

23. W@W Elke. houer. net. ‘a preparaat. van mensbloed 
‘moet voorsien’ wees.-van “nr etiket. van n. gepaste gr rootte 
wat stewig daaraan gehég is. 

(2) Die volgende. inligting. moet in. albei amptelike tale a 
- op die etiket gedruk. word: — 

(a) Die tegte. naam, van aie. inhoud: 

(6) die ras waartvan die. bloed- ‘afkomstig- is. ‘(Blarke, 
Kleurling, Asiaat of: Bantoey wat met. die. volgende 
kodeletters aangedui kah word: — Laks 

W Wir Blankes): , 
“K (ir Kleurlinge)es = 
- A-(vir Indiéts“of "Asidie): ones 

B (vir Bantoes). so : 

(c) @ in die geval van preparate wat: ‘uit gepoelde 
serum of. plasina bewerk is, die lo! inommer 
van die preparaat, en 

(i-in. die geval. van. ’n preparaat wat. “uit nie- 
-gepoeldé serum of} plasma. bewerk - is, sowel- 
die reeksnomimer van die preparaat as die lot- 
nommer; 

(d) die hoeveelheid preparaat in ‘die ‘houer, ditgeduk: 
op 'n wyse wat deur die lisensieringsowerheid goed. 
gekeur is; 

{e) die datum y yan: voltooiing van: dig vervaurdiging van 
die preparaat; 

of) die toestande waaronder. die ‘houet opgebery moet 
“word. en die: verstrykingsdatum van ‘die. inhoud 
daarvan; 

-(g)-die naam-en-adres van: die: bloedbewerkingstabora- 
- torium ‘wat die preparaal bewerk het. ; 
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A) the licence quimber of the blood processing labora- 
o-, eforyicand 

“@ such other information as may be stipulated by. the 
licensing authority for each type of preparation. ° 

8). The size of the printing” shall be such as*may “be 
easily. read and the information required by paragraphs 
(a) and, @) above, shall be printed in’ a darger and “more~ 
conspicuous type than the type. used for the other informa- 
tion-on the label. : os 

“(a 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 réttewal of such a licerice-or “whenever it is. desired 
to | change the nature of the printed. ‘matter-on the label. 

Pamphlets Accompanying Each Container. 

“24, Cy. A ‘pamphlet. of ‘information and: printed in ‘both. 
"official languages shall be’ ‘issued: with every" ‘container of 
preparation’ of ‘hutian blood. * 

(2) This pamphlet shall give the following informa- : 
tion: =— 

(i). Fhe name, ‘the. “business, ‘postal and: telegraphic 
address and the telephone aumber of the blood: 
processing: Aaboratory. . 

“Gy The licence number of the licensee. 
Gid Advice in régard | to. the: nature, storage, use” and. 

1 “and: precautions: in| 
“the use of, the preparation | ‘which the licensee con- © 
siders should ‘be ‘brought, to the notice eof medical 

  

methods of: ‘administrat 

. “practitioners, 4 

@) ‘This pamphlet shall also. draw. the attention. of the 
medical practitioner. who is to infuse the preparation into. 
the ‘patient of the provisions: of regulations 1 Hand 12: of 
Part L of the se regulations. =. 

(4) The licensee shall, when | he ‘first! applies for: a blood: 
processing dJaboratory licence’ and “thereafter -when any 
changes are made in this pamphlet, forward 3 copies of it: 
to the. licensing, authority for approval. - 

  

* Form Jor ‘Repor ting Unioward Reactions 0 or Deaths. 

“25. AA) Eyery.! 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” 12_ of Part: T. -of. these 
regulations, reports an. untoward. reaction’ 
enable the-licensee to complete the relevant entries in the 

  

- Register of Untoward: Reactions and Deaths “as ‘Provided 
__ for by regulation 22 of this Schedule. 

2) The licensee’ may issue.a copy: of this form - 

@ with. every: “container ‘of a. “preparation, of human 
‘bicod; or 

“wy ‘only when: an- untoward reaction or “death is 

 teported te him. - ° 

   

   

; aboratory. licence and thereafter whenever any 
changes ate madé-in this form, forward 3 copies of it to 
the licensing authority £ for approval. 

BY SPECIAL PROVISIONS. / 

- Human Plasma Cig). 

- 26: (ay Quality, and Parity, 6 os 
@ Human: plasma (liquid). shall: be free of. ted blood: 

   

corpuscles: and,on inspection by. the naked eye, 
Shall show no visible’ signs of haemolysis: 

. (by If shall be prepared from ‘human: blood to which not 
moré than 25° per cent ‘by. volume of f anticoagulant 
solution has-been added. 

: () it shail be stored, before issue—. “ . 

@. for a minimam period: and. 
Gi within.a temperature | range: 

which. have: been - approved: by the “icensing 
- “authority.” yee OAS "En 

  

: godruk 1 
van mensbloed: uitgeréik word. 

By The ‘Héensee shall: shen’ he Atest! applies for : a blood- 

  

(A) ‘die liseiisienommer van 1 die blosdbewerkingslabora- 
torium: en. a 

* @ ander. inligting: wat deur. die Isensigringsowerheid vig 
elke tipe-preparaat. gestipuleer word. 

{ (3) Die grootte: van die letters moet sodanig. wees dat . 
. hulle. maklik gelees kan: word en.die inligting -wat: vereis 
‘word by paragrawe: fa}oen (g) hierbo moet in. groter- en. 
opvallender lettérs gedruk wees as dig” wat vir die ander 
inligting op die etiket gebruik word, ” 

(4) Exseéimplare ‘van: die. voorgestelde etikette: noet ‘vir - 
goedkeuringaan die: lisensiéringsowerheid voorgelé- word 

  

“wanneer ook al daar om ’n- lisensie: vir ’n. bicedbewerkings-: 
laboratorium of om‘ dieche stnuwing. van dié lisensie aan- - 
_s0ek gedoen: word: of wanteer.: ‘ook al-daar. verlang: word 
om. die aard van -die“drukwerk “op die etiket. te verander.. 

- Pamflette:wat elke houer vergesel: 

24. (a. nligtingspamflet, wat in’albéi« amptelike tale > 
Spamoet “saam. met selice* ‘houer™ met Ee: preparaat 

  

  

(2) Hierdie pamflet moet - die volgende : inlisting vers : 
, strek: — 

0 Die naam, ‘die besigheids-, pos: en: _telegramadies en : 
die telefoonnommer van die: bloedbewerkings: - 

~ laboratorium. ; we 
(ii) Die lisensienommer van die lisensichouer.. : 

_ (ii) Advies in verband met’ die aard, opbei sing, gebruik 
en toedieningsmetodes: ‘van, en voorsorgmaatreéls: 

op ‘die. gebruik. van, die preparaat 
 houer: ‘ag onder: die’ -aandag \ van gencestiere gebring 
moet word. me 

(3) Hierdie. painflet moet ook die aandag van: die: penees+ . 

       

heer wat die preparaat aan die pasiént moet toedien,-op 
“die bepalings van regulasies Lb en: 12 van ‘Deel. r van: 
hierdie reguldsies vestig.. , 

(4) Die lisensichouer’ moet, wanneet hy Vir. ‘die eerste 
keer om ’n lisensie. vir ’n bloedbewerkingslaboratorium 

~ aansoek doeién daarna watineer enige verandering in hier: 
\. die pamflet -aangebring word; drie eksemplare daarvan. aan 

die. lisensiringsowerheid Stuur. vir. goedkeuring. Bo : 

Vorm vir die. aangee van ongunstige reaksiés 
“of sterfgevalle. 

25, (1). Elke bloedbewerkingslaboratorium moet’n vorm. 
_ verskaf in-albeisamptelike tale gedruk en-in die aard var 
n-vraelys wat deur- die geneesheer: wat: ingevolge: tegulasie 

“12: van Deel I van hierdie regulasies °n ongunstige reaksie. ~. 
of ’nsterfgeval -aangee;. ‘ingevul: ‘moet word:ten-einde die 

lisensichouer i in staat te stel-om die: ‘toepaslike inskrywings . 
indie Register, van. Ongunstige Reaksies en: Sterfgevalle te ; 
inaak soos in regulasie 22 van. hierdie: Bylae: bepaal. 

- (2) Die. lisensichouer kan. "n -eksemplaar van .- hierdie 
- vorm uitreik : — 

(@)"saam mét elke houer met "nl b preparaat ¥ van mens- 
bloed; of : 

Gi) slegs- wanneer:’n ongunstige reaksie of stérfgeval: ‘by 
hom aangegee:: word. 

(3) Die lisensiehower- moet, “wanneer thy 1 vir - die eerste - 

  

    

keer:.om:’n lisensie vir. ’n ‘bloedbewerkingslaboratorium 
aansoek doen“en daarna .wanneet. ook al veranderings. in 
hierdie, vorm: aangebring - word, drie. eksemplare daarvan 
aan die lisensiringsowerbeid: stuur vit goedkeuring.. 

BL Spest ALE BEPALINGS.. 

o Mensplasma Wocibaa). 

26. C1) Gehalte-en suiwerheid. _ 
BF feMah 

(a). Mensplasma’ (vloeibaar) moet vry. wees: .van- “rook 
‘blogdliggdampies: en; “wanneer dit-met die: bloie 002: . 

a geinspekteer- word, geen. Sigbare tekens van hemo- 
= |” Hise toon nie. ° | 
(by Dit moet perei word uit- mensbloed waairby hoog: 

: stens 25 persent, ‘volgens volume, _teenstollings- 
- | -oplossing gevoeg is. : 
0 Voor ‘Uitreiking: moet. dit opgeberg. word— 

@) vir 7A minimum tydperk en 0 
~ Gi) bine ° n ternperatuurgrens » 

Wat: deur die lisensicringsowerheid: goedgekeur is. : 
Qos = 

  

die lisensie-""
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@. Expiry Date. —The_ expiry date. for himian plasma ° 

(liquid) shall, be such as. 18 Approved by the: licensing 

-authority.. 

(3) Storage: —Human > plasma (iquidy shall be. stored. in 

- a place which is shaded from direct sunlight and ata: tem-| 
° | ratuur, van hoogstens 30° -C opgeberg., word. : perature) which i is not: higher: than 30°C. 

Ay ‘Labelling. ~ The “following: additional. Gnformation | 

shall appear on the labels ° of all” containers of human 
plasma (liguid)— Soe 

_@.- the, nature and the volume, in percentage of the total. .| 
“volume, of ‘the anticoagulant’ ‘solution which was | 
added to the original: blood from which the plasma 
was prepared; “ 

> (b) the. caution ‘that ‘the. plasma ‘should not ‘be used if it 
is cloudy orifia, deposit i is presents 

  

On, uman Plitsina € rozen).. 

On, a). Quality and. Purity. ~The guality.- and: purity of 
human plasma to be frozen. shall be that as 's prescribed: ‘for 
‘human plasma iguid). . . 

“Q) Expiry ‘Daie. The « expiry date for human. plasma 
(frozen). shall: be such as-is approved by. the licensing 

   

“Haman plasma (frozen) shall be stored, transported and 
issued from ‘cold: storage under such conditions. as have 
been’ approved by the licensing. authority. 

(4) Labeling. —The. following - additional information: 
shall appear.on ‘the: labels’ of all containers of human 
plasma (frozen): .— 

(a) The nature and the : volume, in- percentage of the | 
total velume -of the anticoagulant solution: which . 
was added to ‘the:original blood from which the 
plasma was: prepared; 

(b) instructions'as to how the frozen. » plasma should be : 
thawed before infusion; and. : 

— (ea warning ‘that the plasma: should be infused within 
a A period not. exceeding two. ‘fours. of thawing. 

os . Human: Plasma (ried), 

98. ay Quality and Purity: : 

. (a) The ‘quality and purity of human ‘plaaindl to be dried 
shall be that as. prescribed for human Plasma 

~ diquid).” 

- @o The dried plasma shall not lose more -than 1 per 
. cent by weight. after exposure to phosphorus pen- 

toxide at. a> pressure. not exceeding one mnillimetre | 
of mercury. 

  

stitute its original volume. 

‘Q) Expiry Date. —The’ ‘expiry date jor human’ plasttia 
(dried) shall be sucha as is s approved by the licensing autho- 
nity. - 

GY: Storage. Human plasma (dried) shalt be stored. in 

a place. which is- shaded. from: direct’ sunlight and at a 
temperature, of not above 30°C. 

» AY Labelling. The. following ‘additional information 

‘shall appear ‘on ‘the “labels~ ‘ots valk: ‘containers ot human ; 

plasma’ (dried): — . 

(a) The nature and the volume, in percentage of the total 
volume, .of thé anticoagulant, solution which was 

added to- the original blood’ from which the plasma 
“was prepared; 

: (b). the volume in. millilitres Of: the diluent which it is 
necessary to.add to the dried plasma. to reconstitute 
its original volume; and. 

(c) the caution that. the plasma should be: used immedia- 
tely after its. reconstitution.’ L 

aa 

3). Storage, T vansportation cand Issue. from Storage. 

“(e): The: dried plasma shall: dissolve | completely within: 
os }O minutes. when distilled water is added: to recon-. | 

  

-(Q) Verstrykingsdatum. —Die. verstrykingsdatum vir 
mensplasma (vlocibaar).-is. dié datum. wat deur die lisen- 
siéringsowerheid goedgekeur word.” oe 7 

(3) Opberging. ——Mensplasma - (locibaan)’ moet’ im ’n . 
plek.wat teen regstreekse. sonlig beskut-is en by’ n‘ tempe- 

(4) Etikettering. —Die volgende - addisionele inligting 
-moet op die -etikette van. alle -houers met. mensplasma 
(vloeibaar) voorkom :— 

(a) Die aard en:dic volume; an. persentasie van die totale 
volume, -van dié teenstollingsoplossing: wat. by die 
oorspronklike: bloed waaruit die. plasma berei is, .. 
_gevoeg is; 

(b) die. waarskuwing- dat die: plasma me gebruik moet 
- word nie -indien dit: troebel. is: of daar ’n afsaksel 

aanwesig | is. oo 

” Mensplasma (bevrore).. 

27. ‘() Gehalte en suiwerheid—Die gehalte en suiwer- 
heid: van ‘mensplasma: wat bevries moet word, is dié: wat 
vir. mensplasma’ (vlocibaar) voorgeskryf i is, 

(2) Verstrykingsdatum Die’. ‘versirykingsdatum «1 
mensplasma -(bevrore). is “dié datum wat. deur. ‘die lisen- ” 
siéringsowerheid goedgekeur- word. « hud 

(3): Opberging, vervoer én uitreiking uit ophersinesplek. 
' —Mensplasma::(bevrore) moet. onder.’ die. toestande.. wat ‘ 
deur die lisensiéringsowerheid goedgekeur: ‘is, _opgeberg, 
vervoer en uit-’n koelopbergingsplek. uitgereik word.. 

(4) Etikettering —Die. volgende . addisionele inligting — 
moet op die etikette van alle houers met mensplasma 

. (bevrore) voorkom : — 

(a) Die aard en die volume, in persentasie van die totale 
volume, van die tenstollingsoplossing wat by die - 
oorspronklike bloed waaruit die plasma beret is, 

. gevoeg word. a 

. Instruksies. oor hoe’ die: bevrore ¢ plasma. voor toe- 
diening ontdooi:moet word. 

(c). *n Waarskuwing ‘dat. die’ plasma. binne. iss tydperk : 
- van ‘hoogstens twee uur na. ontdogi g. toegedien 
moet word. oes . 

    

. Mensplasma (gedroos). 

28. a) Gehalte en, suiwerheid. — 
(a) Die. gehalte.-en> ‘suiwerheid’. van, -mensplasma wat 

gedroog moet. word, is dié wat vir mensplasma 
(vloeibaar) voorgeskryf i is. a 

(b) Die gedroogde ‘plasma moet: hoogstens 1 1 persent aan 
gewig. verloor na’ blootstelling aan fosforpentoksied 
by ’n druk:- van hoogstens1 millimeter kwik. : 

« (c) Die gedroogde ‘plasma moet binne-10 minute geheel . 
~ en al oplos wanneet gedistilleerde ‘water bygevoeg 
“word om die ‘oorspronklike. volume. daarvan té ver- 

okry. 

-.(2) Verstrykingsdatum. —Die ‘verstrykings datum’ : “van. 
mensplasma : (gedroog).. is’ dié. datum wat: deur. ‘die Jisen- - 
-siéringsowerheid goedgekeur word. 

8) Opberging. —Mensplasma- (gedraog). moet in ’n plek . 

wat teen regstreekse’ sonlig beskut.is en by ’n temperatuur 
| van hoogstens 30° .C. opgeberg word. 

(4y Etikettering—Die volgende. addisionele ‘inligting 

moet op die’ etikette- van: alle . houers: met t_mensplasma 
(gedroog) voorkom:— 

(a) Die. aard en die volume. as.°0 persentasie. van die 

totale volume; van die teenstollingsoplossing- wat by 

die oorspronklike: bloed waaruit die Plasma | berei 

is, gevoeg is. ‘ 

(by Die volume, -in * milliliter. niteadrak, ‘van die ver- 
dunningsmiddel wat. bygevoeg. ‘moet -word om die 

‘ gedroogde plasma tot die. _corspronklike volume 

‘terug te bring; en 

aC) Die waarskuwing dat .die: plasria’ onmiddellik na 
die hersamestelling daarvan gebruik moet word.



BUITENGEWONE STAATSKOERANT, 30 NOVEMBER: 1962. . ~ 

Human Serum Ciguidd. 

29. (1) Quality: and-Purity. 

~ (a) Human serum (liquid) shall. bé -free of red blood 
* corpuscles and ‘on inspection bythe naked eye it 
shall show:no. signs of. visible haemolysis. 

(by: ‘It-shall be prepared— — . 

(i) from human blood to ‘which no anticoagulant - 
has been added and which has been allowed t to. | 

clot naturally; or 

Gi from human. blood. to which not 1 miore hin 25. 
per cent by:volume of an anticoagulant solution | 
has been added: in. which case the fibrinogen. 

-.-shall be removed by.4 method approved by the 
licensing authority.. 

ns (6) It shall. be stored, ‘before i issue— . 

@)-for a minimum period; and~ 
(ii) within a temperature range, 

which have ‘been approved by the licensing 
‘authority. 

' 2). Expiry Date. The expiry: date: for human serum 
liquid) shall be such : as is approved by: the Iicensing 
authority. 

(3) Storage. Human serum (liquid). shall. be stored in a 
place which is shaded. from. direct sunlight and. at-a fem- 
perature which is not higher than 30° €. 

C3 Labelling2-The . following - additional information 
shall appear. on: the: labels. of all. containers. ‘of human’ 
serum (liquid)! 6 

(a) The nature and the “volume; in ‘peroentape: of the 
‘total volume; of any anticoagulant, solution which 
-may have been added. to the original: blood from 
which the serum was prepared; and , 

_(&) the caution that the serum should not be used if it j is 
cloudy or if a deposit is present. 

. # uman Serum (Dried). 

» 80: & Quality: and: Purity: 

  
‘{a) The quality and purity of human's serum. to, be dried. 

‘b <..° shallbe:as prescribed for..human serum (liquid). 

“BY "The ldtied’ serum shall lose not. more than 1 per 

‘cent by: weight when exposed to. phosphorus pen-. 

toxide at a pressure not exceeding, one maillemetre: 
- of mercury. 

© 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. human serum 

(dried) shail be such as is approved by: the. licensing 

authority. 

Q) Storage. Human. Serum (dried): shall: be stored. in. a 

place which is shaded “from direct’ sunlight and at a tem- 

"perature which isnot higher than 30° C. : 

A Labelling. “The following additional. information 

shall appear on the labels of all containers of human ‘serum 

(dried): — 

‘@ The nature and volume in ‘percentage of the. total 

' volume, of any anticoagulant solution which has 

been: added to’ the original blood, from which the 

serum: was prepared; 

(b) the volume in millilitres’ of the diluent necessary 

to reconstitute “the original’ serum: and 

©) the caution. that ‘the serum should. be used 

immediately after its reconstitution. ° 

Human Serum. Albumin (Liquid). 

31, Ww Quality. and Purity. 

(a) The quality and purity of the plasma or serum from 
_ which human serum. albumin (liquid) is prepared 
“shall be the same as that for the preparation of 

_ human plasma - (liquid) or human serum. (liquid). 

Oo The solvent for the serum albumin and any stabi- 
liser used.shall be.such as has been approved by | 

“i... the licensing authority,   

.- _Mensserum (vloeibaar). 
29. (1) Gehalte en suiwerheid. 

(a) Mensserum (vioeibaar) moet. vry wees van rodi- . 
bloedliggaampies - en, wanneer dit met die blote - 

- G08. gellaspekteer- word, geen sigbare tekens ‘van 
hemolisé toon nie. 

®) Dit moet berei word-— ~ 

(i uit “mensbloed waarby. geen: teenstollingsoplos- 
.. Sing .gevoeg is nie en wat. toegelaat is om OP 

natuurlike wyse te stol; of 
. (ii) uit: mensbloed: waarby - hoogstens. 25° persent, 

volgens | volume, teenstollingsoplossing. gevoeg 
_ is en, in dié geval moet ‘die fibrinogeén’ vér- 

wyder word volgens ’n mietode. deur die .lisen- 
sigringsowerheid’ goedgekeur. ee 

(c) Voor uitreiking, moet dit opgeberg word— _ 
Gi) vir’n minimum tydperk; en oe 
Gi) binne’n ‘témperatuurgrens : 

. wat deur die lisensiéringsowerheid goedgekeur is. 

(2) Verstrykingsdatum— Die verstrykingsdatum vir 
mensserum (vloeibaar) is dié datum wat deur die lisen- : 
siéringsowerheid goedgekeur word. » 
(3) Opberging —Mensserum (vloeibaar) moet: i in ’p plek 

wat' teen’ regstreekse. sonlig -beskut: is by ’n temperatuur 
van hoogstens 30° € opg geberg word. 

(4) Etikettering —Die’ volgende addisionele “inligting 
moet op die etikette van alle houers 1 ‘met mensserum mn. (vioel- 
baar) voorkom:. meee et Ege eg Eat ! a a PF 

_ (a) Die ‘aard en die volume, as A persentasie. ‘van- die - 
totale volume, van: enige teenstollingsoplossing wat: 
by~-die oorspronklike bloed waaruit ‘die ‘serum 
berei is, gevoeg is; en. 

(by die waarskuwing -dat: die serum. nie gebruik ‘moet 
word: nie. indien dit troebel is of ’n afsaksel. daarin 
aanwesig is. 

Mensserum (gedroog a) can owl 

"30: ay Genante en “suiwerheid. 

(a) Die gehalte en suiwerheid van’ ‘mensserum. wat 
“2% gedroog moet word,. is dié. wat: vir mensserum. 

(vloeibaar) voorgeskryfis.. 
(b) Die gedroogde serum moet hoogstens \ persent, aan 

gewig verloor wanneer. dit by ‘a druk. van hoog- 
~ stens 1 millimeter kwik aan fosforpentoksied bleot- 
‘geste! word. 

' (c) Die gedroogde: serum moet ‘binne hoogstens 10 
minute geheel-en al oples wanneer. gedistilleerde 
watér bygevoeg word om-die oorspronklike volume 
daarvan te verkry, 

(2) Verstrykingsdatum. —-Die — verstrykingsdatum 

sigringsowerheid. goedgekeur word. 
(3) Opberging —Mensserum: (gedroog) moet in. ir n’ plek 

wat teen regstreekse sonlig beskut-is by ’n ‘temperatuur . 
van hoogstens 30° C opgeberg word: 

(4) Etikettering. —Die volgende. addisionéle,. ‘inligting 
moet op ‘die. etikette -van..alle houers.; met, mensserum 

- (gedroog) voorkom:—_ 

(a) Die aard en volume, as ’n persentasie van: die totale 
volume, van enige teenstolliigsoplossing wat. by: die 
oorspronklike- bloed ,waaruit, die serum ‘berei: is, 
gevoegis;.. -. 

(b) die volume, in millimeter uiigedruk, van. die verdun- 
ningsmiddel wat nodig is om die serum, tot die oor- 
spronklike volume daarvan terug te bring; en 

“(e) die waarskuwing dat die. serum’ onmiddellik na die. 

hersamestelling daarvan ‘gebruik ‘moet word. 

Mensserumalbumien (vloeibaar). 

31> (1) Gehalte:en suiwerheid. 

(a) Die gehalte. en suiwerheid van die plasma of serum 

- waaruit messerumalbumien (vlocibaar): berei word, 

is dieselfde as dié vir die bereiding van mens- _ 
plasma (vloeibaar) of mensserum (vloeibaar). 

. (b) Die oplosmiddel vir. die serumalbumien en enige 

stabiliseerder wat gebruik word, moet ‘dié“wees wat 

“deur die lisensiéringsowerheid goedgekeur is. 
va 

\ 

, vir . 
| mensserum (gedroog): is dié datum wat. deur die lisen-
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. @ ‘The strength of ‘the finished preparation shall be 
25% (w/v) of protein: - 

_ @). The: finished - product shall - contain . Jess than, 5 % 

, (w/v) of globulin. 
“©. The pH.value. of the- finished preparation shall be ; 

> . between: 6°5 and.7-9. 

(2) ‘Expiry Date. —The expiry - date - of human’. serum 

albumin - ‘Ciquid). shall be: such. as. is approved. by the 

ve licensing * authority.” 

3). Storage. Human - serum: -albumin Giquid) ‘shall: be: 

stored in'a place which is shaded from direct sunlight and: 
cata temperature not higher than 30°C. 

(4) Labelling: —The following additional’ information 
Shall ‘appear on the Jabels of all containers of human 
sérum. albumin (liquid)— aT 

@) The » ‘percentage... “Of! protein preseat expressed in 

“grams per 100 mb3) “ee ; o 

(b) the nature of the solvent’ ‘and the: ‘ature 
of any ‘stabiliser ‘which: has been added; 

  

D (tl the. caution that. the solution should ‘not be used if 
cloudy or if a deposit’ is resent, 

~ Human Serum. Albumin Dried. 

32, G) Quality and. Purity. 

. @ The quality and purity. of .the serum albumin. to be 

oteedried: shallebe+ that. as ‘presaribed,f for: human serum. 

albumin: (liquid). Loe. 

©) The dried ‘serum albumin. shall 1 not t lose 1 more. than” 
1%. by weight after exposure to phosphorus. pent- 

- oxide at a -pressure not exceeding oné millimetre of | 
- mercury. 

~ (cy The dried serum albumin shall dissolve ‘conipletely 
within 10 minutes when distilled water is added to” 
make a 25% (w/v) solution. 

   
licensing authority. 

(3). Storage: —Hyman | serum. albumin (dried) shall be 

- stored. in -a'-place . shaded.-from. direct’ sunlight, and 

ata: temperature not’ higher than 30°C. 

“@) ‘Labelling. The’ “following © additional information. 
‘shall appear, on ‘the ‘labels: of all containers: of homaa 
_ serum. albumin (dried)— 
@ The amount. of. diluent: necessary to “add ‘to the. 

, “contents ° Of. the: container to make a. 25%. (wi) 
“solution; 

(b) the. nature and ‘the amount “of. any ‘stabiliser which 
“has been: added to the serum albumin; 

© the: osmotic ‘equivalent ofa "25 % (w jv) solution. of 
_the serum: albumin an 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.Driéd).”* 

34. @ The: ‘standards for: quality and safety. and thé 
tests necessary to. ensure: that ‘every batch.-of 
preparation complies | with . these standards 

_. before it is issued for human use; 

~-(b) the: expiry, dates; 

10} the conditions for storage; and. 

. €d). the additional, labelling. requirements; 

for human: fibrin; ‘fibrinogen, thrombin= and™ antibody 
globulin: (liquid and dried): shall: be such. as has‘ been 
determined or approved ‘by the ligensing authority. 

7 (a). Die gehalte en suiwer 

@) ‘Expiry Date. —The expiry date for human ‘serum 
) (dried) ‘shall’ be such’: as: AS “approved: by: the |. 

(ce) Die sterkte van. die Klaarbewerkte preparaat moet 
25 ‘persent (gew./v.) van proteien. bevat. . 

(d). Die-kKlaarbewerkte prep araat moet minder, as: 5 ‘per- 
sent (gew: /v.): globulien bevat. 

(e) Die ‘pH-waarde van. die. Kklaarbewerkte preparaat 
moet tussen' 6-5 en 7: O wees. 

(2) Verstrykingsdatum. —Die verstrykingsdatum “ “Van 
mensserumalbumien (vloeibaar) is. dié datum wat deur die 

lisensiéringsowerheid goedgekeur word. 
(3) Opberging.-Mensserumalbumien~ (vloeibaat). moet   

in ’n plek wat teen regstreekse sonlig beskut is en by ’a 
temperatuur van hoogstens 30° C opgeberg word. ' 

(4): Etikettering. —Die ‘volgende addisioniele- : ‘nligting 
rhoet op die etikette yan alle! hovers met. mensserumalbu- 
mien (vyloeibaar): voorkom : — 

(a)-Die- ‘persentasi¢é pioteien in ‘die oplossinig aanwesig 
in gram per 100 mil. uitgedruk; 

(b). die aard. van die oplosmiddel- en. die aard en hoe- 
» Weelheid van enige stabiliseerder wat ‘bygévoeg, 48s 

~ (c) die waarskuwing dat die oplossing. nie gebruik moet 
- word nie indien -dit troebel is of ’n afsaksel daarin 

- aanwesig is. oe 

Mensserumalbumien (gedroos). alt 

32. a. Gehalte en suiwerh eid. ee 

‘held van. die. serumalbumien 
wat gedroog moet woud, is dié wat Vit, mensserum- 
-albumien (vloeibaar) voorgeskryf is. 

(bY Die- gedroogde: serumalbumien moet hoogstens. 1 

- persent in gewig afneem na. blootstelling aan fosfor-. . - 

-pentoksied. b§-’n druk van 1 millimeter Kwik. . 

(c) Die gedroogde — seru albumien. moet binne 10 ~~ 

minute geheel-en al oplos waninéer. gedistilleerde 

water bygevoeg word |om. ‘n. oplossing. van 25 per- 

sent (gew./v.) te lewer: 

(2) Verstrykingsdatum.—Die » verstrykingsdatum “vir 

‘mensserumalbumien ° (gedroog) is dié datum wat deur die. 

lisensiéringsowerheid goedgekeur word. 

(3) Opberging. _—Mensserumalbumien. (gedroog ) moet in 

fn plek wat: teen. regstreekse sonlig beskut is en by..’n, 

‘temperatuur van hoogstens 30° C opgeberg word, - 

(4) Etikettering.-Die volgende - addisionele . inligting 

moet op die etikette van calle houers met miensserumalbu- 

mien (gedroog) voorkom :— 

(a) Die hoéveelheid * ‘verdunningsmiddel 

inhoud van die houer gevoeg ‘moet’ ‘word om n 

oplossing- van 25 persent (gew. / v.) te lewer; | 

(by die‘aard en die hoevee heid- van enige. stabiliseerder : 

wat. by die setumalbumien gevoeg is; a 

(c). die osmotiese ekwivalent van "nl oplossing van. 25° * 

, persent (gew./v.) van ‘die serumalbumien. in” terme 

‘van plasma: en 
- (d) die’. .waarskuwing ~ dat die éplossing. onmiddellik - 

- nadat die verdunnizig smiddel bygevoeg is, gebruik. . ’ 

moet word.” T 7 

Mensfibrien, mensfibrinogeen, menstrombien en mens- 

. teenstof-globulien: (vloeibaar-en gedtoog). / 

34. ‘(ay Die standaarde. vir gehalte en veiligheid. en. die 

proewe:- wat’ nodig is ten einde: te: verseker dat 

elke lot rea aan hierdie standaarde vol-. 

doen voordat dit | vir- gebruik by miense uitge- 

reik word, ! 
- (b) die verstrykingsdatum, 

(c) die opbergingstoestande, en 

(d), die addisionele . etiketteervereistes 

vir_mensfibrien, mensfibrinogeen; menstrombien’ en-mens- 

teenstof-globulien (vloeibaar en gedroog). moet dié. wees 

wat deur die: lisonsigringsowerheid: vasgestel of ‘goedge- 

keur is. 
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