
?

SAHPRA
soit near Page 1 o f 4

S O U T H A F R I C A N H E A L T H P R O D U C T S

R E G U L A T O R Y A U T H O R I T Y

e a ramt e n t oF WEARTe
Aan 8a e

L i c e n c e n u m b e r : 0 0 0 0 3 4 7 4 M D

LICENCE TO MANUFACTURE MEDICAL DEVICES
I n terms of section 22C(1)(b) o f the Medicines and Related Substances Act, 1965

To act as a M a n u f a c t u r e r , D i s t r i bu to r , I m p o r t e r and E x p o r t e r

This licence is granted to:

Licence Holder

W i n f a r S u r g i c a l C C

222 Main Road

W y n b e r g :

Western Cape e ,

7800

O n t h e f o l l o w i n g t e r m s a n d c o n d i t i o n s :

T h e l i cence ho lder and the persons desc r ibed a n d named in A n n e x u r e 1 sha l l a t all t i m e s
ensu re that all medica l dev ices d is t r ibuted, i r respect ive o f its reg is t ra t ion sta tus , c o m p l y w i t h all

the prov is ions of the Med ic ines a n d Re la ted S u b s t a n c e s Ac t , 1965 , as a m e n d e d a n d in

par t icu lar w i th sec t ions 14, 18, 18A, 18B, 18C, 19, 20, 22A, 22C, 2 2 H , 23, 26 , 28 , 33 a n d the

Regu la t ions relat ing to Medica l Dev i ces 2, 3, 4, 5, 6, 13, 14, 17, 18, 19 , 2 0 , 21 , 22 , 23 , 24, 25 ,

27 , 28 and all re levant South Afr ican Hea l th Produc ts R e g u l a t o r y Au tho r i t y Gu ide l i nes .

T h i s l i c e n c e c o n s i s t s o f 4 p a g e s .

T h i s fac i l i ty is au tho r i sed t o per form the manu fac tu r i ng act iv i t ies l is ted in A n n e x u r e 1 t o t h i s

l icence.
enenetsSamy anata

B a p ec a e a f

CHIEF EXECUTIVEOFFICER

ORIGINAL DATE OF ISSUE: 20 February 2024

EXPIRY DATE: 20 February 2029

AMENDMENT DATE: N/A

This l i cence rema ins t h e p r o p e r t y o f the S o u t h Afr ican Heal th Produc ts Regu la to ry Authonty. ° enament,. é . d , vo lun ta rywi thdrawal , recall, suspens ion o r revoca t ion o f the l icence, the or ig ina l l i cence ° ie

ecut ive Off icor. m u s t b e r e t u m e d to the Off ice o f t h e Ch ie f
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AUTHORISED MANUFACTURING AND MATERIAL HANDLING ACTIVITIES __

ES
1. M A N U F A C T U R I N G ACTIVITIES
Steri le Medica l Dev ice Manufac ture ( inc ludes p r imary pack ing, bu t no t s e c o n d a r y

packing s u c h as car ton ing o r labell ing

Single use

Measuring medical devices

N o n - i n v a s i v e m e d i c a l d e v i c e

I n v a s i v e m e d i c a l d e v i c e s

A c t i v e m e d i c a l d e v i c e s

Inac t i ve m e d i c a l d e v i c e s

Contraceptive medical devices

Combination medical devices

O t h e r s te r i l e m e d i c a l d e v i c e s (as spec i f i ed ) :

N o n - s t e r i l e M a n u f a c t u r e

M e a s u r i n g m e d i c a l d e v i c e s

N o n - i n v a s i v e m e d i c a l d e v i c e s

Invas i ve m e d i c a l d e v i c e s

A c t i v e m e d i c a l d e v i c e s

Inac t i ve m e d i c a l d e v i c e s

C o n t r a c e p t i v e m e d i c a l d e v i c e s

C o m b i n a t i o n m e d i c a l d e v i c e s

Other non-sterile medical devices (asspecif ied): ?

E n d p o i n t S t e r i l i s a t i o n o f M e d i c a l D e v i c e s
Manufac ture o f Radioact ive Medical Dev ices No

Serv ic ing and Re fu rb i shmen t o f Medical Dev ices Yes

2. PACKAGING ACTIVITIES YES| NO
Packaging of bulk product and labelling | _ _ | _No |
Re- labe l l i ng or red ress ing

Car ton ing or secondary packaging

Assembly o r ? k i t s ?/ p r o c e d u r e packs

M i c r o b i o l o g i c a l

Other Testing Activit ies (as specified):

4. DISTRIBUTION ACTIVITIES

Distribution to hospitals and retail pharmacies and other clients: Class A

Distribution to hospitals and retail pharmacies and other clients: Class B

Distribution to hospitals and retail pharmacies and other clients: Class C | |

Distribution to hospitals and retail pharmacies and other clients: Class D | |

This l i cence rema ins t h e p r o p e r t y o f the S o u t h Af r i can Heal th Produc ts Regulatory Author i ty . U p o n amendment ,
wi thdrawal , recal l , s u s p e n s i o n o r revoca t ion o f the l icence, the or ig ina l i conne m e e t b eo n t e d t o the Of f i ceo f n e t ,

E x e c u t i v e Off icer.
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5. MATERIALS HANDLED OR STORED AT THIS SITE
Medical devices stored at licence holder site

Combination medical devices with Penicill ins
Combination medical devices with Cephalosporins [ | N o |

Combination medical devices with (other) Antibiotics (ass p e c i f i e d ) : [ | N o _ |

Combination medical devices with Hormones [ | N o _ |

Combination medical devices with Cytostatics/Cytotoxics Y d

Bulk Pesticides, Herbicides or Rodenticides [ - ? | t e

Radioactive material or Radioactive medical devices
Other potent, toxic, sens i t i s i ngo r hazardous materials (asspecified): [ | No |

6. I M P O R T
Import Class A medical device Yes

Import Class B medical device
Import Class C medical device
Import Class D medical device
Import Class A IVD
tmport Class B IVD

Import Class C IVD
I m p o r t C l a s s D IVD

Import RUO IVDs

Export Class A medical device
Export Class B medical device
Export Class C medical device

Export Class D medical device
Export Class A {VD
Expo r t C l a s s B I V D

Expo r t C l a s s C IVD

Export Class D [VD

Export RUO [VDs

This licence remains the property o f the South African Health Products Regulatory Authority. Upon amendtwithdrawal, recall, suspension or revocation of the licence, the original licencem u t b e r o t i m e d t o t h e O f f i c e ,oFt a c n e t

Executive Officer.

?
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8 . PARTICULARS OF THE PERSONNEL RESPONSIBLE FOR OPERATION ON THE
PREMISES ON BEHALF OF THE LICENCE HOLDER

Qua l i t y Con t ro l Pe rsonManufac ture / Impor t / D is t r ibu t ion /

E x p o r t Con t ro l Person
A u t h o r i s e d Represen ta t i ve

Brian Leonard Farrell

Dip. Pharm

Brian Leonard FarrellBrian Leonard Farrell

Dip . P h a r m Dip. P h a r m

9. PARTICULARS OF THE LICENCE HOLDER CONTACT (AND AUTHORISED REPRESENTATIVE,

i f no t the same person)

Name | Contact Details Address

Ms P Farrell (LH) Tel: 021 797 0034 222 Main Road

Cell: 082 952 3140 Wynberg

Fax: N/A Western Cape

Email: farrel lpama@amail .com 7800

Mr B L Farrell (AR) Tel: 021 797 0034 . | 222 Main Road

Cell: 082 577 1659 Wynberg

Fax: N/A Western Cape

Email: brian@winfar.co.za 7800

10. LICENCE SPECIFIC CONDITIONS

1. The h o l d e r o f the l i cence shall c o n d u c t all manu fac tu r i ng , d i s t r i bu t ion o r

who lesa l ing ope ra t i ons in respec t o f t hose med ica l d e v i c e s f o r w h i c h a reg is t ra t i on
cer t i f icate has been ob ta ined , so a s to ensu re t h a t t h e med ica l d e v i c e s shal l

con fo rm to the s tanda rds o f qual i ty , sa fe ty a n d p e r f o r m a n c e app l i cab le to t h e m in

a c c o r d a n c e wi th the spec i f i ca t ions m a d e b y the pe rson t o w h o s e o r d e r t h e y a r e

m a n u f a c t u r e d , dist r ibuted or w h o l e s a l e d o r the spec i f i ca t i ons u n d e r wh i ch the

m e d i c a l d e v i c e s are sold or suppl ied.

41. ADDITIONAL LICENCE SPECIFIC CONDITIONS (IF REQUIRED)

This licence remains the property o f the South Africen Health Products Regulatory Authority. Upon amendment, voluntary
withdrawal, recall, suspension or revocation o f the licence, the original c e n c e must be retumed to the Office o f the Chief
Executive Officer.
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