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IKMIB HAKKINDA

Istanbul Kimyevi Maddeler ve Mamulleri ihracatgilari Birligi (IKMIB) .
1991 yilinda Tark ihracatgisinin kimya ve mamulleri sektériindeki e
lider temsilcisi olarak kurulmustur.

Birlik, ulusal 6lgekte kimya endustrisinde resmi olarak 18.000
den fazla ihracatgiy kapsamaktadir ve bunlarin yaklagik 8.500’u
aktif ye ve dinya ¢apinda ihracatcidir.

Birligimiz, Turkiye Ihracatgilar Meclisi (TIM) blnyesindeki istanbul
Maden ve Metaller ihracatgi Birlikleri (IMMIB) Genel Sekreterligi ile — el
bagli ve nihai olarak Turkiye Cumhuriyeti Ticaret Bakanligi'na badl ‘ 'ﬁ‘fjmsr |
olarak hizmet vermektedir.
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IKMIB- SAGLIK SEKTORU FAALIYETLERI

« MILLi KATILIM ORGANIZASYONU

 TICARET HEYETLERI

« KOMITE TOPLANTILARI
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« URGE PROJELERI

FiED itambul Rimpeei Maddeler v
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PLANLANAN MILLI KATILIM ORGANIZASYONLARIMIZ

<7l

Medica

13-16 Kasim 2023
Diisseldorf/ Almanya
Nakliye Dahil : 880 € /m2
Nakliye Harig : 850 € /m2

IDS

25-29 Mart 2025
Koln/ Almanya
Duyuruya cikilacaktir.

mmw»

Arab Health

29 Ocak-1 Subat 2024

Dubai- BAE

Nakliye Dahil: 1.865 $/m?2
Nakliye Harig: 1.815 $/m?2
2023 Milli Kat Firma S.:45 -666
m2 Bireysel :136

AEEDC

6-8 Subat 2024
Dubai- BAE
Duyuruya cikilacaktir.
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MILLI KATILIM ORGANIZASYONLARIMIZ

Medica 2022

Medikal Sektorii

12. Milli Katilim Organizasyonu
Milli Katilimci Sayisi 34

Arab Health 2023

Medikal - OTC Sektoru

4. Milli Katilim Organizasyonu
Milli Katilimci Sayisi 45
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MILLI KATILIM ORGANIZASYONLARIMIZ

AEEDC 2023

Dental Sektoru

4. Milli Katilrm Organizasyonu
Milli Katilimci Sayisi :25

IDS 2023
Dental Sektoru

2. Milli Katilhm Organizasyonu
Milli Katilimci Sayisi 10
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MILLI KATILIM ORGANIZASYONLARIMIZ

FUARLARA YONELIK TANITIMLARIMIZ
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TICARET HEYETLERIMIZ

KENYA iLAC MEDIKAL
SEKT. TICARET HEYETI 2018
Katillmci firma sayisi 16
Yabanci firma sayisi 92

VIETNAM iLAGC MEDIKAL
SEKT. TICARET HEYETI

2019
Katilimci firma sayisi 14
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SEKTOREL KOMITE TOPLANTILARI

Tibbi Cihaz Sektoru ilag Sektorii
Komite Toplantisi Komite Toplantisi
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ALIM HEYETLERIMIZ

EXPOMED 2022 IDEX 2022

Katilimci firma sayisi: 6 Katilimci firma sayisi: 12

Yapilan gorusme sayisi :11 Yapilan gorusme sayisi : 4

Bahreyn, Kirgizistan, Moritanya, Svaziland Azerbaycan, Bosna-Hersek, Kosova
Tunus ve Yunanistan Mogolistan, Kosova ve Sudan
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UR-GE PROJELERIMIZ

DEVAM EDEN PROJELER BASVURUSU ALINAN PROJEMIZ

Tibbi Cihaz - llag - Dental Sektérleri UR-GE

1. HealthTech Start-Up UR-GE Projesi
Projesi

2. In-Vitro Diagnostic Industries Cluster
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MUHTELIF TANITIM FAALIYETLERIMIZ

WEB SITEMIiZz

Turkish : - - -
Hea[thca re Hakkimizda  Firmalar  Urinler  Etkinlikler ~ Haberler  lletisim m
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IKMiB SAGLIK EKIBI ILETiSIM BILGISI

turkishhealthcare@ikmib.org.tr
Adresinden bize ulasabilirsiniz.
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TURKIYE CUMHURIYETI

TICARET BAKANLIGI

GUNEY AFRIKA CUMHURIYETI

Ulke Sunumu

Pretoria Ticaret Musavirligi

llker Eralp & Bengii Okur Erdogan

24 Mayis 2023



Niifus:
60,6 milyon (2022-StatsSA)
- %80,2 Siyahi Afrika kokenli;
- % 8,8 melez;

- % 8,4 beyaz;

-%2,5 Hint/Asya kokenli

DIl
(11) ingilizce, Afrikaans, Zulu, Spedi, Swati ..

Q Evalet

Guateng (%24), Kwazulu-Natal (%20), Limpopo,

Mpumalanga, Norht-West, Free State, Nothern
Cape, Eastern Cape (%12), Western Cape (%1
1)

Baskentler;

- Pretoria (yuritme),

- Cape Town (yasama),
- Bloemfontein (yargi)

- Johannesburg, Durban, Cape Town (Ba
skosolosluk), Port Elizabeth, Pretoria (B
E, Ticaret Musavirligi)
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Guney Afrika Cumhuriyeti




Townships




Guney Afrika Cumhuriyeti — Gini Katsayisi

Gini Coefficient
value, higher
means higher
income inequality

60 and higher
50 - 60
40 - 50
35-40
30-35
25-30

The Gini coefficient ranges from 0 (0%) to 1 (100%), with 0
representing perfect equality and 1 representing perfect

inequality. A higher Gini coefficient means greater /
inequality. If every resident of a nation had the same

income, the Gini coefficient would be zero. If one resident

earned all of the income in a nation and the rest earned

zero, the Gini coefficient would be 1. >



Temel Ekonomik Gostergeler (2022)

GSYiH (Nominal) (2022-1MF) 405 milyar S /W 31./AF 2. /NlJ.

KiSi BASINA GSYiH (2022-IMF) 6,694 $; 13.200 S (SAGP-2022)

GSYiH BUYUME HizI (Reel-IMF) 2022: %2, 2021: %5 2023 Tahmin (%0,5-1), (2024: 0,7; 2025: %1
IHRACAT (2021) 123,3 milyar $ (2022 123,8 milyar$)

ITHALAT (2021) 111,3 milyar $ (2022 93,5 milyar $ )

Dis Ticaret Dengesi (2021) + 12 milyar $ (2022 + 30,3 milyar $)

Cari islemler Dengesi/ GSYH (%) % 0,5(2022-% 3,7)




Temel Ekonomik Gostergeler (2022)

iSSiZLiK ORANI
(2022 2. geyrek)

%32,7 (2022)
( Genisletilmis tanimla %41,1; Geng issizlik %59,6)

ENFLASYON ORANI
(2022 Aralik)

%7

Asgari Ucret

2023: 25.5 Rand (2022: 23.19 Rand)

Doéviz Kuru (24 Mayis 2023)

Rand/TL-1,03
USD/Rand - 19,23

DUNYA BANKASI iS YAPMA KOLAYLIGI
SIRALAMASI (2020)

84/190

GSYiH’NiN SEKTOREL DAGILIMI

Tarim: %2,5 Sanayi: %24 Hizmetler: %64,5 (2022)

BASLICA SANAYi DALLARI

Madencilik (Diinyanin en biiyiik platin, altin ve krom (iireticisi),
motorlu tasit liretimi ve montaji, makine-techizat, celik ve demir-disi metall
er, gemi bakim-onarimi, kimyasallar, giibre ve islenmis gida




Dis Ticaret (2022)

Urin Gruplari

GAC IKiLi TICARET

B ihracat M ithalat
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BASLICA iHR
AC URUNLER
i (2022)

PLATIINUM, PALADYUM, RODYUM
, KBMUR, MANGAL KOMURU, DE

MiR,

CEVHERI, ALTIN, DiGERKIYMETLi META
L VE TASLAR, MANGANEZ, FERRO-KROM
KROM, ALUMINYUM GiBi MADE

N CEVHERLERi, MOTORLU KARA

YOLU

TASITLARI, MiNERAL YAKIT VE YAGLAR

, ELMAS, SARAP

TARIM: NARENCIYE, MISIR, UZUM

BASLICAITH
AL URUNLER
i (2022)

PETROL URUNLERi, MiNERAL YAKIT V
E YAGLAR, MAKINE VE AKSAMLARI, C
EP TELEFONLARI VE BiLGISAYARLAR,
MOTORLU KARAYOLU TASITLARI VE
PARCALARI, URE, TRAKTORLER VE

PARCALARI, PiRING, BUGDAY, PALMiY

E YAGI TEKSTiL URUNLERI. . iLAC-




GAC ANA iHRACAT PAZARLARI 2022, % PAY

Turkiye; 0,4
Mozambik; 4,7 ‘

Namibya; 2,8
Hindistan; 4,2\ —\

Botsvana; 3,8

Cin; 9,7

Hollanda;4,8 Almanya; 8,1

UK; 5,1

Japonya 7

GAC ANA TEDARIKCILERI, 2022, % PAY

Diger

Tiirkiye; 1,6 ™

Birlesik_/

Krallik;1,6

|
Italya;

Japonya; 6

j Tayland; 2,8

UAE; 7

Cin; 20

Suudi Arabistan;
4

Almanya; 7,4

BD; 7,4




- ihracat § / Bin
2011 510.523
2012 381.772
2013 619.718
2014 545.232
2015 489.162
2018 405.943
2017 485.070
2018 534.231
2019 569.560
2020 574.029
2021 861.263
2022 1.706.159

3.500.000
3.000.000
2.500.000
2.000.000
1.500.000
1.000.000

500.000

o}

Ihracat Degisim Genel Ihracata

38,3
25,2
62,3
12,0
-10,3
17,0
15,5
10,1
6,6
0,8
50,0
98,1

TR-GAC Ikili Ticari lliskiler

Orani %
0,38
0,25
0,41
0,35
0,34
0,28
0,31
0,32
0,31
0,34
0,38
0,67

Ithalat 5 /Bin | Ithalat Degisim  Genel Ithalata

1.954.586
1.285.821
1.479.338
1.185.352
918.541
1.058.114
1.744.438
1.381.537
754.214
887.896
1.192.742
1.585.297

%
119,7
34,0
14,7
19,6
22,8
15,2
64,9
20,8
45,4
17,7
34,3
32,9

Orani %
0,81
0,55
0,59
0,49
0,44
0,53
0,75
0,62
0,36
0,40
0,44
0,44

GAC-TR ikili Ticaret

Hacim $ / Bin | Denge $/ Bin

2.465.109
1.671.593
2.099.056
1.734.584
1.407.703
1.464.057
2.229.508
1.915.767
1.323.774
1.461.925
2.054.004
3.291.456

-1.444.063

-508.049
-859.621
-644.120
-429.379
-652.170

-1.259.368

-847.306
-184.654
-313.867
-331.479
120.862

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

m ihracat $ / Bin

ithalat $ / Bin

Hacim $ / Bin

BASLICA iH
RAG URUN
LERi (2022)

Mineral yakit ve yaglar, motorlu kara t
asitlari, camasir, bulasik ve kurutma m
akinalari, traktor ve traktor parcalar
1, tekstil trtinleri, demir-celik Grlinleri,
kakao iceren ve icermeyen sekerleme
ler, kauguk (oto lastikleri), plastikler, e
lektrikli su isiticilari, halilar, bakir telle
r, makineler ve aksami

BASLICA iTHAL
URUNLERI (2022)

Altin, taskdmiirt, santrifjler, motorlu
tasitlar, demir, krom vb. maden cevhe
rleri, aliiminyum, demir-gelik Grlnleri
, motorlu tasitlar, lazerler, sakatat ve k
abuklu deniz hayvani, balik unu/yemi




TR-GAC Ikili Ticari |

Tiirk Sirketleri

e DEFY
ASELSAN
THY
AKSA
SAMPA

Sektor]
+  Otomotive yedek parga
Tekstil, hazir giyim

Restaurant

Turizm

Kuru gida, sekerleme
Mobilya

Hali, ev tekstili
Plastik

Kablo

Dig
50-70 Tark Sirketi

A STAR ALLIANCE MEMBER .7

AKS A o

liskiler - Sirketlerimiz

e  aselsan

DEFY

TR’nin GAC'taki yatinmlari :
30 Milyon USD

GAC’nin TR'deki Yatirnmlari:
270 Milyon USD

-

S5AIMTFPA
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Dis-Chem

PHARMACIES

Mr Price

S PARID WCLICKS)
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Genel Bilgiler -1

En fazla goriilen hastaliklar: - HIV/AIDS/TB
- Diyabet, Kardiyovaskuler hastalik, hipertansiyon, kanser

- Travma ( kursun, bicak yaralanmalari, kisiler arasi siddet)

Saglik Sistemi: 1) Kamu: Nufusun % 85’ine hitap ediyor.
Ulusal Saglik Sigortasi Programi (NHI)
GSYiH'In % 9'u, Toplam saglk harcamalarinin % 49'u.

2) Ozel:  Niifusun % 15’ine hitap ediyor.
Ozel Saglik Sigortasi

Gelismis yiiksel teknolojili tiriinlerle tedavi

14



4 Biiyuk Hastane Grubu:

1 Netcare Limited,
https://www.netcare.co.za/

2 Life Healthcare Group,
https://www.lifehealthcare.co.za/

3 Mediclinic Southern Africa,
https://www.mediclinic.co.za/

4 LenMed Private Hospitals,
https://www.lenmed.co.za/

Genel Bilgiler-2

Life.....

HEALTH CARE

A\ L)
L

lenmed

Embrace every day

MEDICLINICEl

15


https://www.netcare.co.za/
https://www.lifehealthcare.co.za/
https://www.mediclinic.co.za/
https://www.lenmed.co.za/

Pazara Giris Bilgileri

Tabi oldugu Teknik Kurallar: South Africa Health Products Regulatory Authority

https://www.sahpra.org.za/acts-and-regulations/

(GAC'da yerlesik yetkili temsilci*)

Tabi oldugu Giimriik Vergisi: % 0-3 (30 ve 90. fasillarin ilgili GTIP’leri, tibbi cihaz, eczacilik Grtnleri)

Sektorel Birlikler: The South African Medical Technology Industry Association (SAMED),
https://samed.org.za/

Medical Device Manufacturers of South Africa, https://mdmsa.org.za/

Hospital Associations South Africa, https://hasa.co.za/

The Innovative Pharmaceutical Association of South Africa, https://ipasa.co.za/

Onemli Fuarlar: Africa Health, 17-19 Ekim 2023, Johannesburg (Uzak Ulkeler Stratejisi)

https://www.africahealthexhibition.com/en/home.html

16


https://www.sahpra.org.za/acts-and-regulations/
https://samed.org.za/
https://mdmsa.org.za/
https://hasa.co.za/
https://ipasa.co.za/
https://www.africahealthexhibition.com/en/home.html

Tibbi Cihaz Sektort Market Buyuklagi

Tablo: Tibbi Cihaz Sekt6rii 2020-2023
2020 2021 2022 (tahmin) 2023 (tahmin)
Toplam 1.07 1.021 1.068 1.118
ithalat 0.963 0.918 0.96 1.0
ihracat 0.107 0.102 0.112 0.162

Fitch, Milyar dolar



llac Sektord Market Buyuklugu

Tablo: ila¢ Sektorii; 2020-2023

2020 2021 2022 (tahmini) [ 2023( tahmini)
Receteli Satis 2.57 2.70 2.84 2.97
Innova 1.45 1.50 1.53 1.56
tor
Dru
gs
Generics 1.12 1.20 1.31 1,40
OTC
0.32 0.33 0.33 0.34

(Recetesiz)
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TESEKKURLER!

ilker ERALP Tica
ret MuUsaviri
Tel (Voip): 0312 204 8343

Bengi Okur Erdogan
Ticaret Musaviri
Tel (Voip): 0312 204 8292

T.C. Pretoria Buyukelciligi Ticaret Musavirligi
Tel: + 27 12 342 6051
E-posta:



mailto:pretorya@ticaret.gov.tr
mailto:dtpre@global.co.za
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SAHPRA

South African
Health Products
Regulatory Authority

Medical Devices Unit




Oneaho Monyile olds a B. Sc honours in Me

dical Sciences, from the University of Limpopo.
She has technical experiegge in various molecul
ar biology techniques, C*omrol and Qualit
y Assurance including d Ing and impleme

ting quality management systems for. ISO 9001,
17025 and 13485. One joined SA [

l-?A in D
2022 as a Medicine Registration O lcer under th
e Licencing subdivision.

Puseletso Mogano |
acy, from the Univé
egulatory environ

s more than 10 years experience in pul
te, academic, pharmaceutical industry, ‘

She joined SAHPRA in September 2022 as
Medical Devices Manager, responsible for L
cing, Vigilance and Compliance.




About SAHPRA

Vision, Mission and Values
Legislative framework
Background

Medical Devices (IVDs)
Application process

Non- compliance




An entity of the National Department of Health
Pillars: Safety, Efficacy & Quality

Tasked : regulating (monitoring, evaluating, investigatin
g, Inspecting and registering) all health products.

— clinical trials, complementary medicines, medical devices
and in vitro diagnostics (IVDs)

Medicines and Related Substances Act (Act No 101 of
1965 as amended) as well as the Hazardous Substanc
es Act (Act No 15 of 1973).



Vision
A agile and responsive
African Health
products regulator that
is globally recognised
an enabler of access
to safe, effective and

guality health products
in South Africa.

Mission
To promote access to
health products and
protect human and
animal health in south
Africa through making
science-based
regulatory decisions

Values
Ubuntu
Responsiveness
Integrity
Transparency
Efficiency
Excellence




The Constitution of the Republic of South Africa, 1996;
The National Health Act, 2003 (Act No. 61 of 2003);
Medicines and Related Substances Act, 1965 (Act 101 of 1965) , as amended;

Hazardous Substances Act, 1973 (Act No. 15 of 1973)
— Provides for the establishment of a new regulatory authority (SAHPRA)
— Provides for transition of MCC to SAHPRA

— Provides for expansion of the regulatory mandate of the Authority to include the regulatory
oversight of Medical Devices

— Promulgation: June 2017

Regulations for Medical Devices & IVDs:
- Publication 9 December 2016, Government Gazette No 40480, No 1515



Medical devices play a major role in health systems, th
ey are needed to address the burden of disease, econo
mic challenges, and infrastructure of African nations rat
her than just using medical devices that were designed
for the needs and resources of high-income countries.

The regulation of medical products has become increa
singly complex with the globalization of product develo
pment, production and supply and the rapid pace of tec
hnological and social change in the context of limited fi
nancial and human resources.



any instrument, appliance, material, machine, apparatus, implant or
diagnostic reagent-

(a) used or purporting to be suitable for use or manufactured or sold for use in-

(i) the diagnosis, treatment, mitigation, modification, monitoring or prevention of dis
ease, abnormal physical or mental states or the symptoms thereof; or

(i) restoring, correcting or modifying any somatic or psychic or organic function; or

(iii) the diagnosis or prevention of pregnancy, and which does not achieve its purpose
through chemical, pharmacological, immunological or metabolic means in or on the h
uman body but which may be assisted in its function by such means; or

(b) declared by the Minister by notice in the Gazette to be a medical device, and
Includes any part or an accessory of a medical device






Three types of licences for medical device establishments as per Section 22C of the Medicines and
related substance Act 101 of 1965:

Distributor Wholesaler

| Manufacture | _' Import ‘l — Storage !
| Package ‘ —r Export ‘ —r Transportation
r Label ‘ —r Distribute ! —r Delivery ‘
r Service ‘
r Import ‘

—r Export ‘




In terms of Section 22C(1)(b) of the Medicines and Related Substances Act, 1965 (Act 101 of
1965) and Regulation 5 of the General Regulations on Medical Devices:

— A manufacturer,
— distributor (including importer and/or exporter) or
— Wholesaler referred to in Section 22C(1)(b) of the Act

Prior to commencing business, organisations needs to apply to SAHPRA for a licence to manu
facture, distribute (including import and/or export) and/or wholesale medical devices or IVDs

;
and

Appoint and designate an Authorised Representative who must reside in South Africa and be
responsible to SAHPRA for compliance with the Act.



The classification levels for medical devices are:

Classification Level of risk

Class A Low risk
Class B Low-moderate risk
Class C ‘ Moderate — high risk
Class D High risk
Where risk relates to the patient or to public health







Post Marketing

Activities = Enforcement elioance
Vigilance: AEs, activities v agggt%?;' ?ensts)' Clinical trials
Complaints, Issuing Investigations/recalls : 2l
of permits Covid-19 test kits
RUO Advertising Donations Conformity
Management management Assessment Bodies




Any individual/company, located in South Africa must submit an application to SAHPRA to be licensed
as a manufacturer/distributor/wholesaler of a medical device/s.

The application forms are available on the SAHPRA website (www.sahpra.org.za):

SAHPRA

Health Product
Regulatory Authority

HOME ABOUT US NEWS HEALTH PRODUCTS E-SERVICES PUBLICATIONS CONTACT US el

a. 6.21 Licence to Manufacture (Manufacture/Import/Export/Distribute)
b. 6.22 Licence to Distribute (Import/Export/Distribute)

C. 6.26 Licence to Wholesale (Wholesale)

Show [10_v] entries Search:

Document
Download

Licence Application Medical Device Manufacture 2018 3 Application Form

DOWNLOAD FORM

6.22 Licence application to distribute (lmport/export) medical devices | 2016 1.2 Application Form
DOWNLOAD FORM

6.26 Licence application to wholesale medical devices 2017 2 Application Form

DOWNLOAD FORM

16.03 Guideline tor a Licence to IVlanutfacture, Import, Export or Distribute IvViedical Devices and IVDs p
rovides guidance pertaining to the requirements for the licence application process.


http://www.sahpra.org.za/

—~—Covertetter

* Quality related document (per p
roduct risk and application requi
rements)

* Quality Manual/Site Master File

« Signed Application form in bo
th:

« Excel spreadsheet

PDF copy

* Proof of Payment (PoP)

 Email: mdcovid@sahpra.org.
za & mdadmin@sahpra.org.z
a

Fees Payable

1. Manufacturer= R25 200
2. Distributor = R15 000
3. Wholesaler = R15 000

Reference documents on
 MDO019: Processing of MD establishment I|ce
nse applications made to SAHPRA

 16.03: License Medical Devices IVD’s




Communication Response :

* Cover Letter

* Response to queries as indicated i
n query letter (follow the numberin
g for easier reference)

» Respond to all identified queries in
one communication




PRA

South African
l\L‘ Health Products
Regulatory Autherity

Enguiries: Medical Device Unit
Tel: 012 501 0300
Email: [
Reference:[ 1]
[Company Name]

[Company Address]

Telephone number [ 1
E-mail address [ 1
ATTENTION:

Dear Sir/Madam,

RE: NOTIFICATION OF LICENCE APPROVAL
NEW/ AMENDMENT TO MEDICAL DEVICE ESTABLISHMENT LICENCE

1. This letter serves as notification to the applicant that the licence for 8 medical device
establishment has been approved by SAHPRA.
Kindly note that the licence collection fee is now payable in terms of the fees regulation 6(d) of

P a-y m e n t/F e eS : Section 22C(1)(b) of the Medicines and Related Substances Act, 1965 {Act 101 of 1965).
R3400 :

Payment should be made to:

Bank: ABSA
ACCOUNT NAME: S0UTH AFRICAN HEALTH PRODUCTS REGULATORY AUTHORITY

ACCOUNT TYPE: CHEQUE ACCOUNT
ACCOUNT NO: 40-5939-2080
BRANCH CODE: 632005

4. Kindly use payment reference "MD" followed by the company name
5. Kindly email proof of payment to xoxx (Email: x0¢)

Yours faithfully,

Name:

Designation:
Date: Date



AMENDMENT OF AN EXISTING SAHPRA LICENCE

Medical device establishments that have a valid SAHPRA licence may not manufacture, distribute a
nd/or wholesale medical devices that have not been listed on their licence application.

Medical device establishments that have a valid SAHPRA licence and that are authorised to manuf
acture, distribute and/or wholesale Class A, B, C and/or Class D medical devices must apply for a li
cence amendment to update the product listing and include any COVID-19 molecular test kit/s (cla
ssified as Class D medical devices).

The notification process for the amendment of a SAHPRA medical device establishment licence ma
y not be used for Class D COVID-19 molecular test kits.

Medical device establishments that have a valid SAHPRA licence may not manufacture, distribute a
nd/or wholesale COVID-19 molecular test kits, included in the application for licence amendment,
until authorisation has been received from SAHPRA to do so.



Cover Letter
1. Quality related document (per p
roduct risk and application requi
rements)
2. Quality Manual/Site Master File
3. Signed Application form in bo
th:
a. Excel spreadsheet
b. PDF copy
1. Proof of Payment (PoP)
2. Revised application form as ap
plication form (Amendment)

Enquisies:

Reference: MDF

Company Name
Address

Tel:

Dear Sir/Madam,

RE: APPLICATION FOR AN AMENDMENT OF A MEDICAL DEVICE ESTABLISHMENT
LICENCE TOMANUFACTURE A MEDICAL DEVICE IN TERMS OF SECTION 22C(1)(b) OF
THE MEDICINES AND RELATED SUBSTANCES ACT, 1965 (Act 1010f 1965)

1.

Thig letter serves as acknowledgement of the application to amend a medical device
i licence to Manuf: e medical devices in terms of the provisions of Section
22C(1)(b) of the Medicines and Related Substances Act, 1965 (Act 1010f 1965)

. The application for amendment of a medical device establishment licence will be

processed and submitted to the South African Health Products Regulatory Authority
(SAHPRA) for determination.

. An amended medical device establishment licence will be issued by SAHPRA provided

that the application submitted meets the evaluation criteria for medical device
establishment licences.

. SAHPRA may request further information, in terms of Section 22C(3) of Act 101 of 1965 if

there are any deficiencies identified in the application for amendment of a medical device
establishment licence. Please kindly respond promptly to any request by SAHPRA for
further information.

. In the event that SAHPRA has made a decision not to approve the application for

amendment of a medical device establishment licence, written reasons shall be furnished
for the decision.

Should vou require more information please do not hesitate to contact PERSONNEL NAME on

Yours faithfully

Name:



. MDO012: Notice of contravention with provision/s of the Medicines and Related Substances Act, 1
965

You may not manufacture, distribute (including import and/or export) and/or wholesale a medical devi
ce or IVD without a valid SAHPRA licence.

. In terms of Section 22C(1)(b) of the Medicines and Related Substances Act, 1965 (Act 101 of 1965)
and Regulation 5 of the General Regulations on Medical Devices

You may not advertise Class C and Class D medical devices to the public. For example it is illegal to adve
rtise COVID-19 rapid test kits to the public.

. In terms of the General Regulations for Medical Devices, Regulation 21. Advertising of medical dev
ices or IVDs only Class A and Class B medical devices and IVDs may be advertised to the public or la
y person.

CONTRAVENTION OF ACT 101 OF 1965 7. Any individuals, companies and medical device establishment
s that have contravened or have failed to comply with the provisions of Act 101 of 1965 will be notified
in writing by SAHPRA of such offence/s.
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Thank You



