
D
E

P
A

R
T

M
E

N
T

 
O

F
 

H
E

A
LT

H
 

C
87 

2017 

E
X

C
LU

S
IO

N
 

O
F

 
C

E
R

T
A

IN
 

M
E

D
IC

IN
E

S
 

F
R

O
M

 
T

H
E

 
O

P
E

R
A

T
IO

N
 

O
F

 
C

E
R

T
A

IN
 

P
R

O
V

IS
IO

N
S

 
O

F
 

T
H

E
 

M
E

D
IC

IN
E

S
 

A
N

D
 

R
E

LA
T

E
D

 
S

U
B

S
T

A
N

C
E

 
A

C
T

, 
1965 

(A
C

T
 

101 
O

F
 

1965) 

I, 
Joey 

G
ouw

s 
R

egistrar 
of 

M
edicines, 

acting 
by 

virtue 
of 

a 
delegation 

in 

term
s 

of 
section 

34A
 

of 
the 

M
edicines 

and 
R

elated 
S

ubstances 
A

ct, 
1965 

(A
ct 

101 
of 

1965), 
hereby 

exclude 
in 

term
s 

of 
S

ection 
36 

of 
A

ct 
101 

of 
1965, 

on 
the 

unanim
ous 

recom
m

endation 
of 

the 
m

em
bers 

present 
at 

a 
m

eeting 
of 

the 
M

edicines 
C

ontrol 
C

ouncil 
held 

on 
23 

N
ovem

ber 
2017 

the 
m

edicines 
and 

m
edical 

devices 
listed 

in 
the 

schedule 
hereto 

from
 

the 
operation 

of 
the 

therein 

listed 
provisions 

of 
the 

regulations 
prom

ulgated 
by 

G
overnm

ent 
N

otice 
N

o 

R
510 

of 
10 

A
pril 

2003. 

Joey 
G

ouw
s 

R
E

G
IS

T
R

A
R

 
O

F
 

M
E

D
IC

IN
E

S
 

D
E

P
A

R
T

E
M

E
N

T
 

V
A

N
 

G
E

S
O

N
D

H
E

ID
 

C
87 

2017 

U
IT

S
LU

IT
IN

G
 

V
A

N
 

S
E

K
E

R
E

 
M

E
D

IS
Y

N
E

 
V

A
N

 
D

IE
 

T
O

E
P

A
S

S
IN

G
 

V
A

N
 

S
E

K
E

R
 

B
E

P
A

LIN
G

S
 

V
A

N
 

D
IE

 
W

E
T

 
O

P
 

D
IE

 
B

E
H

E
E

R
 

V
A

N
 

M
E

D
IS

Y
N

E
 

E
N

 
V

E
R

W
A

N
T

E
 

M
ID

D
E

LS
 

1965 
(W

E
T

 
101 

V
A

N
 

1965) 

E
k, 

Joey 
G

ouw
s, 

R
egistrateur 

van 
M

edisyne, 
handelend 

kragtens 
'n 

delegasie 

ingevolge 
artikel 

34A
 

van 
die 

W
et 

op 
M

edisyne 
en 

V
erw

ante 
M

iddels, 
1965 

(W
et 

101 
van 

1965), 
en 

op 
eenparige 

aanbeveling 
van 

die 
lede 

van 
die 

M
edisynebeheerraad 

teenw
oordig 

in 
'n 

vergadering 
gehou 

op 
23 

N
ovem

ber 
2017, 

sluit 
hierby 

uit, 
kragtens 

A
rtikel 

36 
van 

die 
W

et 
101 

van 
1965, 

die 
m

edisyne 
en 

m
edisese 

toestelle 
in 

die 
bylae 

hiervan 
verm

eld 
van 

die 
toepassing 

van 
die 

daarinverm
elde 

bepalings 
van 

die 
regulasies 

afgekondig 
by 

G
oew

erm
entskennisgew

ing 
N

r. 
R

.510 
van10 

A
pril 

2003, 
onderw

orpe 
aan 

die 

voorw
aardes 

ingelys 
in 

die 
B

ylae 
verm

eld. 

Joey 
G

ouw
s 

R
E

G
IS

T
R

A
T

E
U

R
 

V
A

N
 

M
E

D
IS

Y
N

E
 

R
E

G
IS

T
R

A
T

IO
N

 

N
O

/ 

R
E

G
IS

T
R

A
S

IE
 

N
R

 

N
A

M
E

 
O

F
 

M
E

D
IC

IN
E

/ 

N
A

A
M

 
V

A
N

 

M
E

D
IS

Y
N

E
 

F
O

R
M

 
O

F
 

P
R

E
P

A
R

A
T

IO
N

/ 

B
E

R
E

ID
IN

G
S

V
 

O
R

M
 

P
R

O
V

IS
IO

N
S

 
F

R
O

M
 

W
H

IC
H

 
E

X
C

LU
D

E
D

/ 
B

E
P

A
LIN

G
S

 
W

A
A

R
V

A
N

 
U

IT
G

E
S

LU
IT

 
C

O
N

D
IT

IO
N

S
 

O
F

 
E

X
C

LU
S

IO
N

/ V
O

O
R

W
A

A
R

D
E

S
 

V
IR

 

U
IT

S
LU

IT
N

G
 

A
P

P
LIC

A
N

T
/ 

A
P

P
LIK

A
N

T
 

42/21.5.1/0895 
Innuvair 

120 
&

 

180 
m

etered 

doses 

inhaler 
R

egulation 
10: 

labelling 
of 

m
edicines 

intended 
for 

hum
an 

adm
inistration 

in 
so 

far 
as 

on 
the 

im
m

ediate 
container 

label: 

B
ilingualism

 
on 

the 
im

m
ediate 

label, 
E

nglish 
only 

[R
egulation 

10(1)]. 

S
afeline 

P
harm

aceuticals 

48/26/0433 
A

dcetris 
50 

m
g 

/m
l 

vial 

vial 
R

egulation 
10: 

labelling 
of 

m
edicines 

intended 
for 

hum
an 

adm
inistration 

in 
so 

far 
as 

on 
the 

outer 
container 

label: 

B
ilingualism

 
[R

egulation 
10(1)]. 

Inclusion 
of 

the 
scheduling 

status 
[R

egulation 
10(1)(a)] 

R
egistration 

num
ber 

[R
egulation 

10(1) 
(c)]. 

N
am

e 
of 

holder 
of 

certificate 
of 

registration 
[R

egulation 
10(1) 

(q)]. 

P
rovided 

that 
the 

exem
ption 

is 

only 
valid 

for 
exem

ption 
to 

im
port 

600 
units 

E
U

(U
K

) 

(E
nglish 

/D
anish) 

approved 

labelling 
of 

the 
of 

A
dcetris 

vials 

to 
the 

S
outh 

A
frican 

m
arket. 

T
he 

exem
ption 

is 
valid 

until 
30 

A
pril 

2018. 

T
akeda 

(P
ty) 

Ltd 

29/30.1/0637 
T

etavax 

injection 

vial 
R

egulation 
10: 

labelling 
of 

m
edicines 

intended 
for 

hum
an 

adm
inistration 

in 
so 

far 
as 

on 
the 

outer 
container 

label: 

P
rovided 

that 
the 

exem
ption 

is 

only 
valid 

for 
exem

ption 
to 

im
port 

S
anofi 

P
asteur 
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O
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V
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U
IT

S
LU
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G
 

A
P

P
LIC

A
N

T
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A
P

P
LIK

A
N

T
 

B
ilingualism

 
[R

egulation 
10(1)]. 

Inclusion 
of 

the 
scheduling 

status 
[R

egulation 
10(1)(a)] 

R
egistration 

num
ber 

[R
egulation 

10(1) 
(c)]. 

N
am

e 
of 

holder 
of 

certificate 
of 

registration 
[R

egulation 
10(1) 

(q)]. 

the 
follow

ing 
batches: 

M
7462, 

18252, 
expiring 

on 
31 

A
ugust 

2018, 

E
nglish 

and 
A

rabic 

(T
etavax 

m
ono 

dose); M
7260,246800, 

expiring 

on 
30 

N
ovem

ber 
2018; 

E
nglish, 

F
rench 

and 

P
ortuguese 

(T
etavax 

m
ultidose) 

T
he 

total 
quantity 

to 
be 

im
ported 

is 
429752 

vials. 

T
he 

exem
ption 

is 
valid 

until 
31 

D
ecem

ber 
2018. 

50/30.1/097 
K

eytruda 

S
olution 

for 

Infusion 

Infusion 
solution 

R
egulation 

10: 
labelling 

of 
m

edicines 
intended 

for 
hum

an 
adm

inistration 
in 

so 
far 

as 

on 
the 

outer 
container 

label: 

B
ilingualism

 
[R

egulation 
10(1)]. 

Inclusion 
of 

the 
scheduling 

status 
[R

egulation 
10(1)(a)]. 

R
egistration 

num
ber 

[R
egulation 

10(1) 
(c)]. 

N
am

e 
of 

holder 
of 

certificate 
of 

registration 
[R

egulation 
10(1) 

(q)]. 

P
rovided 

that 
the 

exem
ption 

is 

only 
valid 

for 
exem

ption 
to 

im
port 

50 
units 

of 
U

S
A

 
approved 

labelling 
of 

the 
of 

A
dcetris 

vials 

to 
the 

S
outh 

A
frican 

m
arket. 

T
he 

exem
ption 

is 
valid 

until 
28 

of 

F
ebruary 

2018 

M
S

D
 

(P
ty) 

Ltd 

49/30.2/1042 
B

oostrix 

vaccine 

vial 
R

egulation 
10: 

labelling 
of 

m
edicines 

intended 
for 

hum
an 

adm
inistration 

in 
so 

far 
as 

on 
the 

im
m

ediate 
container 

label: 

B
ilingualism

 
on 

the 
im

m
ediate 

label, 
E

nglish 
only 

[R
egulation 

10(1)]. 

T
he 

exem
ption 

is 
consistent 

w
ith 

regulation 
10(3)(a)(i) 

G
laxoS

m
ithK

line 

S
outh 

A
frica 

(P
ty) 

Ltd 

N
/A

 
M

edical 

D
evices 

and 

IV
D

's 

V
arious 

S
ection 

18A
 

and 
18B

 
relating 

to 
the 

sam
pling 

and 
the 

bonusing 
of 

m
edical 

devices 

and 
IV

D
's 

for 
a 

period 
of 

one 
(1) 

year 
from

 
the 

date 
of 

publication 
of 

this 
gazette. 

P
rovided 

that 
the 

exem
ption 

is 

valid 
for 

a 
period 

of 
one 

(1) 
year 

from
 

the 
date 

of 
publication 

V
arious 
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