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İKMİB HAKKINDA



İKMİB HAKKINDA

İstanbul Kimyevi Maddeler ve Mamulleri İhracatçıları Birliği (İKMİB)

1991 yılında Türk ihracatçısının kimya ve mamulleri sektöründeki 

lider temsilcisi olarak kurulmuştur.

Birlik, ulusal ölçekte kimya endüstrisinde resmi olarak 18.000

den fazla ihracatçıyı kapsamaktadır ve bunların yaklaşık 8.500’ü 

aktif üye ve dünya çapında ihracatçıdır.

Birliğimiz, Türkiye İhracatçılar Meclisi (TİM) bünyesindeki İstanbul 

Maden ve Metaller İhracatçı Birlikleri (İMMİB) Genel Sekreterliği ile 

bağlı ve nihai olarak Türkiye Cumhuriyeti Ticaret Bakanlığı'na bağlı 

olarak hizmet vermektedir.



İKMİB 

Sağlık Sektörü Faaliyetleri



• MİLLİ KATILIM ORGANİZASYONU

• TİCARET HEYETLERİ

• URGE PROJELERİ

• KOMİTE TOPLANTILARI

İKMİB- SAĞLIK SEKTÖRÜ FAALİYETLERİ



Milli Katılım Organizasyonlarımız



PLANLANAN MİLLİ KATILIM ORGANİZASYONLARI

Arab Health
29 Ocak-1 Şubat 2024
Dubai- BAE
Nakliye Dahil: 1.865 $/m2
Nakliye Hariç: 1.815 $/m2 
2023 Milli Kat Firma S.:45 -666 
m2 Bireysel :136

13-16 Kasım 2023
Düsseldorf/ Almanya
Nakliye Dahil : 880 € /m2
Nakliye Hariç :  850 € /m2

Medica

PLANLANAN MİLLİ KATILIM ORGANİZASYONLARIMIZ

IDS
25-29 Mart 2025
Köln/ Almanya
Duyuruya çıkılacaktır. AEEDC

6-8 Şubat 2024

Dubai- BAE
Duyuruya çıkılacaktır.



GEÇMİŞ MİLLİ KATILIM ORGANİZASYONLARI

Medica 2022

Medikal  Sektörü

12. Milli Katılım Organizasyonu

Milli Katılımcı Sayısı 34

Arab Health 2023

Medikal - OTC  Sektörü

4. Milli Katılım Organizasyonu

Milli Katılımcı Sayısı 45

MİLLİ KATILIM ORGANİZASYONLARIMIZ



GEÇMİŞ MİLLİ KATILIM ORGANİZASYONLARI

AEEDC 2023

Dental Sektörü

4. Milli Katılım Organizasyonu

Milli Katılımcı Sayısı :25

IDS 2023

Dental Sektörü

2. Milli Katılım Organizasyonu

Milli Katılımcı Sayısı 10

MİLLİ KATILIM ORGANİZASYONLARIMIZ



FUARLARA YÖNELİK TANITIMLARIMIZ

MİLLİ KATILIM ORGANİZASYONLARIMIZ



TİCARET HEYETLERİMİZ

KENYA İLAÇ MEDİKAL

SEKT. TİCARET HEYETİ 2018

Katılımcı  firma sayısı 16

Yabancı firma sayısı 92

VİETNAM İLAÇ MEDİKAL

SEKT. TİCARET HEYETİ 

2019

Katılımcı  firma sayısı 14

Toplam Görüşme Sayısı 121

TİCARET HEYETLERİMİZ



TİCARET HEYETLERİMİZ

Tıbbi Cihaz Sektörü 

Komite Toplantısı

İlaç Sektörü 

Komite Toplantısı

SEKTÖREL KOMİTE TOPLANTILARI



EXPOMED 2022 IDEX 2022

Katılımcı  firma sayısı: 6

Yapılan görüşme sayısı :11

Bahreyn, Kırgızistan, Moritanya, Svaziland 

Tunus ve Yunanistan  

Katılımcı  firma sayısı: 12

Yapılan görüşme sayısı : 4

Azerbaycan, Bosna-Hersek, Kosova

Moğolistan, Kosova ve Sudan 

ALIM HEYETLERİMİZ



DEVAM EDEN PROJELER BAŞVURUSU ALINAN PROJEMİZ

1. HealthTech Start-Up UR-GE Projesi

2. In-Vitro Diagnostic Industries Cluster

Tıbbi Cihaz - İlaç - Dental Sektörleri UR-GE 
Projesi

UR-GE PROJELERİMİZ



WEB SİTEMİZ

MUHTELİF TANITIM FAALİYETLERİMİZ



turkishhealthcare@ikmib.org.tr

Adresinden bize ulaşabilirsiniz. 

İKMİB SAĞLIK EKİBİ İLETİŞİM BİLGİSİ

mailto:turkishhealthcare@ikmib.org.tr


Teşekkürler!
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GÜNEY AFRİKA CUMHURİYETİ

24 Mayıs 2023

Ülke Sunumu

Pretoria Ticaret Müşavirliği

İlker Eralp & Bengü Okur Erdoğan
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Nüfus:

60,6 milyon (2022-StatsSA)

- %80,2 Siyahi Afrika kökenli;

- % 8,8 melez;

- % 8,4 beyaz;

-%2,5 Hint/Asya kökenli

Dil:

(11) İngilizce, Afrikaans, Zulu, Spedi, Swati ..

9 Eyalet:

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

Mpumalanga, Norht-West, Free State, Nothern 

Cape, Eastern Cape (%12), Western Cape (%1

1)

Başkentler:

- Pretoria (yürütme),

- Cape Town (yasama),

- Bloemfontein (yargı)

Önemli Ticari Merkezler:

- Johannesburg, Durban, Cape Town (Ba

şkosolosluk), Port Elizabeth, Pretoria (B

E, Ticaret Müşavirliği)
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Güney Afrika Cumhuriyeti



4

Townships
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Güney Afrika Cumhuriyeti – Gini Katsayısı



GSYİH (Nominal) (2022-IMF) 405 milyar $ /W 31./AF 2. /NIJ.

KİŞİ BAŞINA GSYİH (2022-IMF) 6,694 $; 13.200 $ (SAGP-2022)

GSYİH BÜYÜME HIZI (Reel-IMF) 2022: %2, 2021: %5 2023 Tahmin (%0,5-1), (2024: 0,7; 2025: %1

İHRACAT (2021) 123,3 milyar $ (2022 123,8 milyar $ )

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

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

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

Temel Ekonomik Göstergeler (2022)



İŞSİZLİK ORANI

(2022 2. çeyrek)

%32,7 (2022)

( Genişletilmiş tanımla %41,1; Genç işsizlik %59,6)

ENFLASYON ORANI

(2022 Aralık)
%7

Asgari Ücret 2023: 25.5 Rand (2022: 23.19 Rand)

Döviz Kuru (24 Mayıs 2023)
Rand/TL – 1,03

USD/Rand – 19,23

DÜNYA BANKASI İŞ YAPMA KOLAYLIĞI 

SIRALAMASI (2020) 84/190

GSYİH’NİN SEKTÖREL DAĞILIMI Tarım: %2,5 Sanayi: %24 Hizmetler: %64,5 (2022)

BAŞLICA SANAYİ DALLARI

Madencilik (Dünyanın en büyük platin, altın ve krom üreticisi),
motorlu taşıt üretimi ve montajı, makine-teçhizat, çelik ve demir-dışı metall

er, gemi bakım-onarımı, kimyasallar, gübre ve işlenmiş gıda

Temel Ekonomik Göstergeler (2022)



BAŞLICA İHR
AÇ  ÜRÜNLER
İ (2022)

PLATIINUM, PALADYUM, RODYUM

, KÖMÜR, MANGAL KÖMÜRÜ, DE

MİR,

CEVHERİ, ALTIN, DİĞER KIYMETLİ META

L VE TAŞLAR, MANGANEZ, FERRO-KROM

,

KROM, ALUMİNYUM GİBİ MADE

N CEVHERLERİ, MOTORLU KARA

YOLU

TAŞITLARI, MİNERAL YAKIT VE YAĞLAR

, ELMAS, ŞARAP

TARIM: NARENCİYE, MISIR, ÜZÜM

BAŞLICA İTH
AL ÜRÜNLER
İ (2022)

PETROL ÜRÜNLERİ, MİNERAL YAKIT V

E YAĞLAR, MAKİNE VE AKSAMLARI, C

EP TELEFONLARI VE BİLGİSAYARLAR, 

MOTORLU KARAYOLU TAŞITLARI VE 

PARÇALARI, ÜRE, TRAKTÖRLER VE

PARÇALARI, PİRİNÇ, BUĞDAY, PALMİY

E YAĞI, TEKSTİL ÜRÜNLERİ, , İLAÇ-

Dış Ticaret (2022) – Ürün Grupları
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Çin; 20

Almanya; 7,4

ABD; 7,4

Hindistan 7,4

Suudi Arabistan;
4

UAE; 7

Tayland; 2,8

Japonya; 6

Italya;
Birleşik 

Krallık;1,6

Türkiye; 1,6

Diğer

GAC ANA TEDARİKÇİLERİ, 2022, % PAY

Çin; 9,7

ABD; 8,8

Almanya; 8,1

UK; 5,1
Japonya 7

Hollanda;4,8

Hindistan; 4,2

Botsvana; 3,8

Mozambik; 4,7
Namibya; 2,8

Türkiye; 0,4

GAC ANA İHRACAT PAZARLARI 2022, % PAY

Dış Ticaret (2022) - Paydaşlar



BAŞLICA İH
RAÇ  ÜRÜN
LERİ (2022)

Mineral yakıt ve yağlar, motorlu kara t
aşıtları, çamaşır, bulaşık ve kurutma m
akinaları, traktör ve traktör parçalar
ı, tekstil ürünleri, demir-çelik ürünleri,
kakao içeren ve içermeyen şekerleme
ler, kauçuk (oto lastikleri), plastikler, e
lektrikli su ısıtıcıları, halılar, bakır telle
r, makineler ve aksamı

BAŞLICA İTHAL
ÜRÜNLERİ (2022)

Altın, taşkömürü, santrifüjler, motorlu
taşıtlar, demir, krom vb. maden cevhe
rleri, alüminyum, demir-çelik ürünleri
, motorlu taşıtlar, lazerler, sakatat ve k
abuklu deniz hayvanı, balık unu/yemi

TR-GAC İkili Ticari İlişkiler
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Türk Şirketleri

• DEFY

• ASELSAN

• THY

• AKSA

• SAMPA

TR-GAC İkili Ticari İlişkiler - Şirketlerimiz

Sektörler

• Otomotive yedek parça

• Tekstil, hazır giyim

• Restaurant

• Turizm

• Kuru gıda, şekerleme

• Mobilya

• Halı, ev tekstili

• Plastik

• Kablo

Diğer

50-70 Türk Şirketi

Yatırımlar (2002 – 2022)

• TR’nin GAC’taki yatırımları :

30 Milyon USD

• GAC’nin TR’deki Yatırımları: 

270 Milyon USD
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SAĞLIK SEKTÖRÜ
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Genel Bilgiler -1

En fazla görülen hastalıklar: - HIV/AIDS/TB

- Diyabet, Kardiyovasküler hastalık, hipertansiyon, kanser

- Travma ( kurşun, bıçak yaralanmaları, kişiler arası şiddet)

Sağlık Sistemi: 1) Kamu : Nüfusun % 85’ine hitap ediyor.

Ulusal Sağlık Sigortası Programı (NHI)

GSYİH’ın % 9’u, Toplam sağlık harcamalarının % 49’u.

2) Özel: Nüfusun % 15’ine hitap ediyor. 

Özel Sağlık Sigortası

Gelişmiş yüksel teknolojili ürünlerle tedavi
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Genel Bilgiler-2

4 Büyük 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/

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


• Tabi olduğu Teknik Kurallar: South Africa Health Products Regulatory Authority

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

(GAC’da yerleşik yetkili temsilci*)

• Tabi olduğu Gümrük Vergisi: % 0-3 (30 ve 90. fasılların ilgili GTIP’leri, tıbbi cihaz, eczacılık ürünleri)

• Sektörel 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/

• Önemli Fuarlar: Africa Health, 17-19 Ekim 2023, Johannesburg (Uzak Ülkeler Stratejisi)

https://www.africahealthexhibition.com/en/home.html
16

Pazara Giriş Bilgileri

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


Tıbbi Cihaz Sektörü Market Büyüklüğü

Fitch, Milyar dolar

Tablo: Tıbbi Cihaz Sektörü 2020-2023

2020 2021 2022 (tahmin) 2023 (tahmin)

Toplam 1.07 1.021 1.068 1.118

İthalat 0.963 0.918 0.96 1.0

İhracat 0.107 0.102 0.112 0.162



İlaç Sektörü Market Büyüklüğü

Fitch, Milyar dolar

Tablo: İlaç Sektörü; 2020-2023

2020 2021 2022 (tahmini) 2023( tahmini)

Reçeteli Satış 2.57 2.70 2.84 2.97

Innova
tor  
Dru
gs

1.45 1.50 1.53 1.56

Generics 1.12 1.20 1.31 1,40

OTC
(Reçetesiz)

0.32 0.33 0.33 0.34
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TEŞEKKÜRLER!

İlker ERALP Tica
ret Müşaviri

Tel (Voip): 0312 204 8343

Bengü Okur Erdoğan 
Ticaret Müşaviri

Tel (Voip): 0312 204 8292

T.C. Pretoria Büyükelçiliği Ticaret Müşavirliği 
Tel: + 27 12 342 6051

E-posta: pretoria@ticaret.gov.tr

dtpre@global.co.za

mailto:pretorya@ticaret.gov.tr
mailto:dtpre@global.co.za
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Medical Devices Unit



Candidate info

• Oneaho Monyileote holds a B. Sc honours in Me
dical Sciences, from the University of Limpopo. 
She has technical experience in various molecul
ar biology techniques, Quality control and Qualit
y Assurance including developing and implemen
ting quality management systems for ISO 9001, 
17025 and 13485. One joined SAHPRA in Dec 
2022 as a Medicine Registration Officer under th
e Licencing subdivision. 

• Puseletso Mogano holds a MSc(Med) in Pharm
acy, from the University of Limpopo. Apart from r
egulatory environment, having worked for SAPC 
for over 5 years, and now with SAHPRA, she ha
s more than 10 years experience in public, priva
te, academic, pharmaceutical industry, Managed 
Healthcare, and non-governmental environment. 
She joined SAHPRA in September 2022 as the 
Medical Devices Manager, responsible for Licen
cing, Vigilance and Compliance. 



• About SAHPRA

• Vision, Mission and Values

• Legislative framework

• Background 

• Medical Devices (IVDs)

• Application process

• Non- compliance

• Organizational structure



• 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 

quality 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 

(ii) 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





Medical Devices Establishment licence

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

Manufacturer

Manufacture

Package

Label

Service

Import

Export 

Distributor

Import

Export

Distribute

Wholesaler

Storage

Transportation

Delivery 



License

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.







Post Marketing 
Activities = 

Vigilance: AEs, 
Complaints, Issuing 

of permits

Enforcement 
activities

Investigations/recalls

Performance 
Evaluation

(Laboratory tests): 
Covid-19 test kits

Clinical trials

RUO
Advertising 

Management
Donations 

management
Conformity 

Assessment Bodies



Application for an establishment licence

• 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): 

• 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) 

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

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


Application submission

• Cover Letter

• 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

Reference documents on the website:

• MD019: Processing of MD establishment lice

nse applications made to SAHPRA

• 16.03: License Medical Devices IVD’s

Fees Payable 

1. Manufacturer= R25 200

2. Distributor = R15 000

3. Wholesaler = R15 000



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



Payment/Fees

R3400



• 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)

Payment/Fees

R5300



Non- compliance

• MD012: 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. 



Senior Manager 
Medical Devices & 
Radiation Control

Licensing 
Manager

MCO – Technical 
reviewers

Admin Screeners

Product 
Registration 

Manager

MCO – Technical 
Reviewers

Admin Screeners



SAHPRA

General public

HP Industry 
(Researchers)

Healthcare 
professionals, 

related 
organizations

‘Academia & 
Research 
Institute

Other 
Government 
department

International 
organizations

Other regulat
ors

Media

Donors & par
tners

International 
organization

s



Thank You


