Viatris ilaglari Limited Sirketi

FARMAKOVIJILANS FAALIYETLERI
KAPSAMINDA KiSiSEL VERILERININ
KORUNMASINA iLiSKiN AYDINLATMA METNi

Kisisel verileriniz veri sorumlusu sifatiyla Viatris
ilaclari Limited Sirketi (“Viatris” veya “Sirket”)
tarafindan, kisisel verilerinizi 6698 sayili Kisisel
Verilerin Korunmasi Kanunu’na (“KVKK” ve/veya
“Kanun”) uygun olarak islenmesine ve veri
givenliginin  saglanmasina  bliylk  6nem
vermekteyiz. isbu aydinlatma metni veri
sorumlusu sifatiyla Viatris tarafindan, 6698 sayili
Kisisel Verilerin Korunmasi Kanunu'nun 10.
maddesiile “Aydinlatma YikimlGilGglinin Yerine
Getirilmesinde Uyulacak Usul ve Esaslar
Hakkinda Teblig” uyarinca, farmakovijilans
faaliyetlerimiz kapsaminda kisisel verilerinizin
isleme amaclari, hukuki sebebi, aktarim gruplari
ve Kanun kapsamindaki haklariniz konusunda
sizleri bilgilendirmek amaciyla hazirlanmustir.

Kisisel verilerinizin Sirketimiz tarafindan islenme
amaclari konusunda detayli bilgiler,
www.viatris.com.tr  adresinden erisilebilen
“Viatris Kisisel Verilerin Korunmasi ve islenmesi
Politikasi”’nda yer almaktadir.

1. Viatris Tarafindan islenen Kisisel Verileriniz,
isleme Amaglari

ilaclarin ilag sirketlerinin ila¢ kullanimi sirasinda

ortaya c¢ikabilen advers reaksiyonlarin (yan
etkilerin), ilaclara bagh diger muhtemel
sorunlarin saptanmasi, degerlendirilmesi,

tanimlanmasi ve onlenmesi ile ilgili faaliyetleri
yaratmesi zorunludur. Ayni sekilde,
Farmakovijilans adi verilen bu faaliyetler sonucu
ilac guvenliliginin izlenmesi ve gerektiginde
ulusal ya da uluslararasi dizeyde birtakim
tedbirlerin alinarak halk saghginin korunmasi
muambkdin hale gelir.

Advers ila¢ reaksiyonlari ve farmakovijilansla
ilgili diger faaliyetler ile ilgili olarak Viatris'e
ulasan tim kisisel veriler sadece farmakovijilans

Viatris ilaglari Limited Sirketi

PRIVACY NOTICE REGARDING PERSONAL DATA
PROTECTION WITHIN THE SCOPE OF
PHARMACOVIGILANCE ACTIVITIES

As Viatris ilaglari Limited Sirketi, (“Viatris” or
“Company”), we strongly value the processing of
your personal data in compliance with the Data
Protection Law (“Law”) numbered 6698 and
security of your personal data. In accordance
with the article 10 of the Data Protection Law
numbered 6698 and “Communiqué on
Procedures and Principles to be Implemented in
the Fulfillment the Obligation to Inform”, this
privacy notice has been prepared by Viatris, as
the data controller, in order to inform you about
purposes of processing your personal data, legal
basis, transfer groups and your rights under the
Law within the scope of our pharmacovigilance
activities.

Detailed information regarding the purposes of
processing your personal data is included within
the text entitled “Viatris’s Policy on Processing

and Protection of Personal Data” at

www.viatris.com.tr

1. Types of Your Personal Data Which Is
Processed by Viatris and Purposes of
Processing Your Personal Data

Itis obligatory for the pharmaceutical companies
to carry out activities in relation to detection,
evaluation, identification and prevention of
adverse effects which may arise during drug use
and potential drug-related problems. In the
same way, as a result of such activities called
Pharmacovigilance, it becomes possible to
monitor drug safety and when required, to
protect of public health by taking precautions at
both national and international level.

All personal data, which is received by Viatris,
related to adverse effects and
pharmacovigilance activities are used exclusively


http://www.viatris.com.tr/

faaliyetleri icin kullaniimaktadir. Bu bilgiler halk
saghgi acisindan son derece 6nemli olup, advers
reaksiyonlarin ve ilaglara bagl diger muhtemel
sorunlarin saptanmasi, degerlendirilmesi,
tanimlanmasi ve 6nlenmesi ile ilgili faaliyetlerde
kullanilacaktir. Bu amagla toplanan kisisel
verileriniz; KVKK, ilgili yonetmelikler ile uyumlu
olacak sekilde toplanmakta ve islenmektedir.

Bu kapsamda tarafimizca islenen kisisel veriler
asagidaki gibidir:

1. Yan Etkiyi Yasayan Kisiye Ait Kisisel Veriler:

e Kimlik Verileri: Adi, soyadi, cinsiyeti,
dogrum tarihi

o Ozel Nitelikli kisisel Veriler: boyu, kilosu,
hastanin  tibbi  o6yklst, (6r:seker
hastalig, yiksek tansiyon, alerji gibi
hastaliklar, gebelik durumu, son adet
tarihi, vb.), yasanan yan etkiyi ve nasil,
ne zaman meydana geldigi ve/veya
basladigi bilgisi, yan etkinin hastanin
yasamini nasil etkiledigi, yan etkiyi
yasayan kisinin mevcut saglik durumu,
yan etkinin tedavisi icin kullanilan ilaglar
veya yan etkiyi durdurmak icin ilac
birakip birakmadigi bilgisi, yan etkiye
sebep oldugundan siiphe edilen ilag
hakkinda bilgi (ilacin adi, dozu, kullanim
nedeni, baslama tarihi, bitis tarihi, es
zamanl kullanilan diger ilaglar, dozu,
kullanim nedeni, baslama tarihi, bitis
tarihi)

e iletisim Verileri: telefon, cep telefonu, e-
mail adresi, tebligat adresi, ikametgah

adresi,

e Diger: ek takip bilgilerini ve yasanan yan
etki ile ilag arasinda nedensellik
iliskisinin ~ olup  olmadigina  dair

degerlendirmesini alabilecegimiz saglik
meslegi mensubu bilgisi (adi, soyadi,
telefon, cep telefonu, e-mail adresi,
cahstig kurum adresi)

2. Yan Etkiyi
Veriler:
e Kimlik verileri: Ad, soyadi

Raporlayan Kisiye Ait Kisisel

for pharmacovigilance  activities. Such
information is highly significant with respect to
the public health and it shall be used in activities
related to the detection, evaluation,
identification and prevention of adverse effects
and potential drug-related problems. Your
personal data collected for such purpose is
collected and processed in accordance with Law
and relevant legislation.

Personal data processed by us in this scope are
as follows:

1. Personal Data of the Person Experiencing
the Adverse Effect:

e Identity Data: Name, surname, gender,
date of birth

e Sensitive Data: Height, weight, medical
history of the patient, (e.g. diabetes,
high blood pressure, allergy diseases,
pregnancy status, last menstrual period,
etc.), the information about adverse
effect, how and when it is occurred
and/or started, how the adverse effect
affects patient’s life, current health
status of the patient experiencing the
adverse effect, drugs which are used for
the treatment of the adverse effect or
the information about whether the
patient discontinues the drug in order to
stop the adverse effect or not, the
information about the drug suspected of
causing the adverse effect (name of the
drug, dosage, reason for use, start date,
end date, other drugs using
concurrently, dosage, reason for use,
start date, end date)

e Contact Data: Phone, mobile phone, e-
mail, address for service, residence
address,

e Other: Health care professional
information (name, surname, phone,
mobile phone, e-mail address, the
address of the associated institution)
where we can obtain additional follow-
up information and ask his/her
consideration regarding whether there
is a causal relationship between the
adverse events and drug.

2. Personal Data of the Person Reporting the

Adverse Effect



e iletisim Verileri: telefon, cep telefonu, e-
mail adresi, tebligat adresi, ikametgah
adresi,

Farmakovijilans faaliyetleri sirasinda raportoriin

adini, iletisim bilgilerini ve meslegini/bagl
oldugu kurulus bilgilerini toplariz.
Farmakovijilans amaciyla advers olaylarin

islenmesi sirasinda gerek duyarsak advers olayi
deneyimleyen kisinin tibbi 6ykisu ve saghgi ile
iliskili ilave kisisel veri toplamamiz da gerekebilir.

2. Kisisel Verilerinizin Aktarildigi Taraflar ve
Aktarim Amaglari

Farmakovijilans  faaliyetlerimiz  kapsaminda
vereceginiz bilgiler ilag glivenliliginin izlenmesine
yonelik mevzuatta Ongortlen hukuki
yikumliltuklerin  yerine getirilmesi amaciyla
kullanilacak ve Tiirkiye ilag ve Tibbi Cihaz Kurumu
ile paylasilabilecektir. Bu verileriniz ilag izleme ve
isbirligi Programi kapsaminda Diinya Saghk
Orgiiti’niin veri tabanina da anonim hale
getirilerek girilebilmektedir.

Viatris; bize sagladiginiz bilgiyi gerektiginde
global farmakovijilans veri tabaninda islenmesi
ve farmakovijilans mevzuati gerekliliklerinin
yerine getirilmesi icin KVKK m.9/1 uyarinca agik
rizanizin varligl halinde yurt disinda mukim
Viatris grup sirketleri ve KVKK m.8/2 kapsaminda
sozlesmesel iliski icerisinde oldugumuz ve gizlilik
yikimlaltgi bulunan is ortaklarimiz ve servis
saglayicilarimiz (tedarikgi, hukuken yetkili kurum
ve kuruluslar ile hukuken yetkili 6zel hukuk tizel

kisileriyle) ile paylasabilir.

¢ Identity data: Name, surname
e Contact data: Phone, mobile phone, e-
mail, address for service, residence address

We collect the
information and

reporter’'s name, contact

job/associated institutions
information during pharmacovigilance activities.
If we need more information of the patient
the effect

adverse effects

experiencing adverse during

processing for
pharmacovigilance activities, we can collect
additional personal data of this patient related

to his/her health story and health status

2. The Parties to Whom Your Personal Data Are
Transferred and the Purpose of the Transfer

Viatris shall use your personal data, which you
the
pharmacovigilance activities, in order to fulfill
the
legislation regarding monitoring drug safety and

provide us within scope of our

legal obligations stipulated under the
shall share with Turkish Medicines and Medical
Devices Agency by Ministry of Health. Such
personal data shall be processed anonymously in
the database of World Health Organization
within the scope of Drug Monitoring and
Cooperation Program.

When required, Viatris shall share the provided
information in order to process in the global
and fulfill the
legislation regarding
pharmacovigilance, with domestic and overseas

pharmacovigilance database,
requirements of

Viatris group companies in the presence of your
explicit consent as per Article 9/1 and our

business partners with whom we have

contractual relation and which are wunder

obligation of confidentiality, and service

providers (suppliers, public institutions and

organizations and private legal entities



Viatris’in bazi farmakovijilans verilerini veri
koruma dizeyleri farkliik gosteren Ulkeler de
dahil olmak (zere Avrupa’daki ve dilinyadaki
diger saglk otoritelerine de bildirmesi
gerekmektedir. Ancak bu raporlar olay hakkinda
ayrintili bilgi icermekle birlikte kisisel veriyi kisith
miktarda icermektedir:

e Hastalar: Yas veya dogum tarihi/yili,
cinsiyeti, hasta adinin bas harflerini de
iceren bilgi (Hasta adi acik olarak
bildiriimemektedir).

e Raportér: Kurumun raporlayan Kkisiyi
takip etmesi icin saglanan isim, meslek,
ad ve soy adinin ilk harfleri, adres, e-
posta, telefon numarasi gibi bilgiler

3. Kisisel Verilerinizi Toplama Yéntemimiz ve
Hukuki Sebebi

Kisisel verileriniz Sirketimiz tarafindan yukarida
siralanan amaclar kapsaminda ve fiziki olarak
elden teslim almak suretiyle kagit ortaminda
ve/veya elektronik ortamda faks yoluyla, e-posta
yoluyla, Viatris santrali (zerinden telefon
yoluyla, Viatris Kurumsal web sitesi lzerinden
“Bize Ulasin” sayfasi ve sosyal medya araciligi ile
toplanacaktir. Farmakovijilansa iliskin verileriniz,
6698 sayili Kanun’un 6’nci maddesinin Uglinci
fikrasinda yer alan kamu sagliginin korunmasi ile
koruyucu hekimlik amaclariyla ve bu maddeye
dayanilarak islenmekte; kisisel verileriniz ise
6698 sayili Kanun’un 5 nci maddesinin ikinci
fikrasinin  (¢) bendinde vyer alan “veri
sorumlusunun hukuki yUkimluligini yerine
getirebilmesi igin zorunlu olmasi” kapsaminda
islenmektedir.

4. Kisisel Verilerinizi Saklama Siiremiz

authorized by law) within the scope of Article 8/2
of the Law.

Viatris shall be required to report some of
data to group
companies in Europe and around the world,

pharmacovigilance other
including countries that has varying levels of
data protection. However, these reports include
limited personal data:

e Patients: Information including age or
date of birth/year, gender, first letter of
the patient name (Patient name shall
not be explicitly reported).

e Reporter: Information provided for the
institution to follow the reporter (such
as name, profession, first letter of name
and surname, address, e-mail, phone
number)

3. Method of Collection of Your Personal Data
and the Legal Basis

Within the scope of purposes aforementioned
above, your personal data shall be collected in
written as long as received by hand and/or
electronic form via fax, e-mail, Viatris’s call
center, “Contact Us”’ page within Viatris official
website and social media. Your personal data
regarding pharmacovigilance shall be processed
for the purpose of the protection of public health
and preventative medicine stipulated in Article
6/3 of the Law numbered 6698, processing is
based on this article as well. Your personal data
shall be processed within the scope of Article
5/2/¢ of the Law numbered 6698 saying that "it
is mandatory for the data controller to fulfill its
legal obligations"'.

4, Retention Period for Your Personal Data



Farmakovijilans ile ilgili bilginin (advers olay
raporlari) halk sagligi agisindan 6nem arz etmesi
sebebiyle ilacin pazarlandigi son (lkede
piyasadan cekilmesinden sonra 10 yil daha
raporlarin saklanmasi gerekmektedir.

Saklama siiresi sona eren kisisel verileriniz Viatris
tarafindan silinmekte veya imha edilmektedir.
Silme ve imha Politikamizi belirlerken (i) sizinle
iletisimimiz devam ettigi stire ve/veya (ii) kanuni
saklama sureleri goz oniinde
bulundurulmaktadir.

5. Kisisel Veri Sahibi Olarak Kanun’un 11.
Maddesinde Sayilan Haklariniz

Kisisel veri sahibi olarak Kanun’un 11. maddesi
uyarinca asagidaki haklara sahip oldugunuzu
bildiririz:

e Kisisel verilerinizin islenip islenmedigini
6grenme,

e Kisisel verileriniz islenmisse buna iliskin
bilgi talep etme,

e Kisisel verilerinizin islenme amacini ve
bunlarin  amacina uygun kullanilp
kullanilmadigini 6grenme,

e Yurt icinde veya yurt disinda Kkisisel
verilerinizin aktarildig Gglincl kisileri

bilme,

e Kisisel verilerinizin eksik veya yanhs
islenmis olmasi  halinde bunlarin
dizeltilmesini isteme ve bu kapsamda
yapilan islemin kisisel verilerinizin
aktarildig1 Gclinct kisilere bildirilmesini
isteme,

e Kanun’a ve ilgili diger kanun
hikiimlerine uygun olarak islenmis

olmasina ragmen, islenmesini gerektiren
sebeplerin ortadan kalkmasi halinde
kisisel verilerin silinmesini veya yok
edilmesini isteme ve bu kapsamda
yapilan islemin kisisel verilerinizin
aktarildig1 Gcglinct kisilere bildirilmesini
isteme,

e islenen verilerin miinhasiran otomatik
sistemler vasitasiyla analiz edilmesi

Since the information regarding
pharmacovigilance (adverse effect reports) is
significant for public health, such reports must
be retained for 10 years after pull out of the
market in the last country where the drug is
marketed.

Your personal data of which retention period
ends shall be deleted or destroyed by Viatris.
While Viatris determines the Deletion and
Destruction Policy, (i) communication period
with you and/or (ii) the retention periods

determined by law shall be taken into

consideration.

5. Your Rights as the Data Subject under the
Article 11 of the Law

Pursuant to Article 11 of the Law, we would like
to state that you have the following rights. As the
data subject, you are entitled to:

e Learn whether or not your data is being
processed,

e Request further information if your
personal data is processed,

e Learn the purposes of processing your
personal data and whether vyour
personal data is being wused in
accordance with those purposes,

e Know the third parties to whom your
personal data is transferred within the
country or abroad,

e Request the rectification of the
incomplete or inaccurate data, and
request to inform third parties to whom
your personal data is transferred
regarding the activity carried out in this
context,

e Request the erasure or destruction of
your personal data, if the reasons
requiring data processing no longer
exist, and request to inform third parties
to whom vyour personal data s
transferred regarding the activity
carried out in this context, even if your
personal data is processed in
accordance with the Law and other
relevant provisions,



suretiyle aleyhinize bir sonucun ortaya
¢ikmasi durumunda buna itiraz etme,

e Kisisel verilerinizin kanuna aykiri olarak
islenmesi sebebiyle zarara ugramaniz
héalinde zararin giderilmesini talep etme.

Yukarida siralanan haklariniza yonelik
basvurularinizi, wWww.viatris.com.tr
adresimizden  “Bizimle  iletisime  Gegin”
sayfasindan ulasabileceginiz infotr-

upj@viatris.com e-posta adresimizden Viatris’'e

iletebilirsiniz. Talebinizin niteligine gére en kisa
slirede ve en gec¢ otuz glin icinde basvurulariniz

Ucretsiz  olarak sonuglandirilacaktir; ancak

islemin ayrica bir maliyet gerektirmesi halinde
Kisisel Verileri Koruma Kurulu tarafindan
belirlenecek tarifeye gore tarafinizdan Ucret

talep edilebilecektir.

e Object to the processing, exclusively by
automatic means of your personal data,
which leads to an unfavorable
consequence for you as the data subject,

e Request indemnification of damage
arising from unlawful processing of your
personal data.

You may send your applications to our Company,

by our e-mail address which is infotr-

upj@viatris.com which you can find in the

"Contact Us" page within www.viatris.com.tr
Your application in this regard shall be concluded
at the earliest depending on the qualification of
your request or within 30 days at the latest, for
free. However, if such activity requires additional
cost, you may be charged with a fee depending
on the tariff which shall be determined by the
Data Protection Board.
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