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1. Bu Kullanim Talimatlar Hakkinda

1.1 Semboller
Bu Kullanim Talimatlarinda kullanilan Semboller

Sembol Adi Aciklama

Samsung Saglik Monitéri uygulamasinin yanlis kullanimindan
& Uyarilar kaynaklanan herhangi bir sorun veya yanhs élgimden
kacinmak igin izlemeniz gereken igerigi belirtir.

Uretici Samsung Saglik Monitériinn Ureticisini belirtir.

Kullanim
Talimatlarina
Bakiniz

Kullanicinin Grint dizgin kullanmasi igin kullanmadan énce okumasi
gereken talimatlari belirtir.

vetkditemsilel  yetuili AB temsilcisinin bilgilerini belirir

Samsung Saglik Monitoriinde Kullanilan Semboller

Samsung Saglik Monitériinde kullanilan semboller degistirilebilir.

Sembol Adi Aciklama

Samsung Saglik Monitdért uygulamasinin yanls kullanimindan kaynaklanan
herhangi bir sorun veya yanlis élgimden kaginmak i¢in izlemeniz gereken
icerigi belirtir.

| Uyarilar

Samsung Saglik Monitért uygulamasinin yanls kullanimindan kaynaklanan
A Uyarilar CL ol L :

herhangi bir sorun veya yanlis dlgimden kaginmak igin izlemeniz gereken

icerigi belirtir.

Nabiz hizi Kan basinci 8lgimu sirasinda mevcut kalp atis hizini (Nabiz hizi) belirtir.

1.2 Elektronik ortamda verilen Kullanim Talimatlari
Samsung Saglik Monitérindn kullanim talimatlari elektronik ortamda verilmistir ve Samsung Saglik

Monitéri uygulamasinda ve samsung.com web sitesinde mevcuttur.
Kagit formunda Kullanim Talimatlarina ihtiyaciniz varsa, tlkenizdeki Resmi Samsung Destek merkezini
arayarak talep edebilirsiniz.

2. Hedeflenen Amag

Kan Basinci Uygulamasi (BP Uygulamasi), kan basinci bilgilerini olusturmak, kaydetmek, saklamak ve
goruntilemek icin uyumlu bir Samsung Galaxy Saati ve Telefonuyla kullanilmak Uzere tasarlanmis,
yalnizca yazilima dayali, mobil bir tibbi uygulamadir. BP Uygulamasi sistolik ve diyastolik kan
basincinin yani sira nabiz hizini belirler ve Ust kol, manset tabanli kan basinci monitoru ile
kalibrasyondan sonra degerler ve ge¢mis gizelgeleri saglar. Bu veriler yalnizca kullanici dinlenirken

Samsung Electronics



alinir.

BP Uygulamasi, 22 yas ve Ustu yetigkinler tarafindan regetesiz (OTC) kullanim i¢in tasarlanmigtir. Hamile
kadinlar i¢in dogru sonuglar vermeyebilir. Bu bilgi, bir saglik uzmani tarafindan diizenli kontroller arasindaki
kan basincindaki egilimlerin bir gdstergesi olarak kullanilabilir. Kullanicinin, nitelikli bir saglik uzmanina
danismadan ve standart bir dlcim ydntemi ile dogrulama yapmadan cihaz ¢iktisina dayal klinik eylemi
yorumlamak veya iglem yapmasi icin tasarlanmamigtir. BP Uygulamasinin, hipertansiyonun teghisi veya
tedavisi i¢in geleneksel yéntemlerin yerini almasi amaglanmamistir.

3. Kontrendikasyonlar
22 yasindan kigukseniz BP Uygulamasini KULLANMAYIN.
Hamileyseniz BP Uygulamasini KULLANMAYIN.

Asagidakilerden herhangi birine sahipseniz BP Uygulamasinit KULLANMAYIN:

Aritmi

Daha 6nce kalp yetmezligi veya kalp krizi
Periferik vaskdler hastalik veya bozulmus dolagim
Kapak hastaligi (aort kapagi ile ilgili hastaliklar)
Kardiyomiyopati

Bilinen diger kardiyovaskuler hastaliklar

Son Dénem Bdbrek Hastaligi (ESRD)

Diyabet

Norolojik bozukluk (6rnegdin titreme)

Pihtilasma bozuklugu veya recgete edilen kan sulandiricilar aliyorsunuz
Galaxy Saatini takacaginiz bilekte dévme (ler)
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4. Uyarilar

Latfen asagida listelenen Uyarilari takip edin. Bunlari takip etmezseniz, BP Uygulamasi dogru dlgimleri
kaydedemeyebilir.

BP Uygulamasi hipertansiyonu, diger kosullar teshis edemez veya kalp krizi belirtileri olup
olmadigini kontrol edemez. BP Uygulamasinin, nitelikli bir saglik uzmani tarafindan geleneksel
tani veya tedavi yontemlerinin yerini almasi amaglanmamistir.

Tibbi bir acil durumunuz oldugunu disintyorsaniz, derhal yerel acil servislerinize basvurun.

Once nitelikli bir saglik uzmanina danismadan BP Uygulama 6lgiimlerine dayanarak
klinik dnlemleri yorumlamayin veya igslem yapmayin.

Hipertansiyon, kalp ile ilgili veya diger tibbi durumlari teghis etmek icin BP Uygulamasini
kullanmayin.

Galaxy Saat, baska bir kisi tarafindan kullaniimak tizere kalibre edilmisse, Kan Basinci
Olgiimleri icin Galaxy Saati kullanmayin.

Herhangi bir fiziksel aktivite sirasinda Kan Basinci élgimleri almayin.

Galaxy Saat guglu elektromanyetik alanlara (6rnegin, manyetik rezonans goéruntileme (MRI)
veya X-Isini ekipmani, elektromanyetik hirsizlik dnleme sistemleri ve metal detektorleri)
yakin oldugunda Kan Basinci élgimleri almayin.

Guvenlik nedenleriyle, Galaxy telefonu ve Galaxy Saat'i her zaman Bluetooth lizerinden 6zel
(ev tabanli) bir ayarda eslestirin. Eslestirmenin halka agik bir alanda yapilmasi 6nerilmez.

Tibbi bir islem sirasinda (6rnegin, cerrahi veya harici defibrilasyon prosedurleri) Kan Basinci
Olgumleri almayin.

Galaxy Saat asagidaki ¢calisma kosullarinin disindayken Kan Basinci dlgtimleri
almayin:

> bbb bbbbbbBbPBE B

e Sicaklik: 54 °F - 104 °F / 12 °C - 40 °C
e Nem: 30% — 90% bagil nem

Kan basinci okumalari i¢cin BP Uygulamasinin araligi asagidaki gibidir:

>

e Kalibrasyon Araligi - Sistolik: 80-170 mmHg, Diyastolik: 50-110 mmHg
e Olglim Aralig - Sistolik: 70-180 mmHg, Diyastolik: 40-120 mm Hg
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5. Baslarken

Tansiyon Uygulamasi Galaxy telefon uygulamasi (BP-Android) ve Galaxy Saat uygulamasindan (BP-Tizen)
olusur. Uygulamaya Samsung Saglik Monitéri uygulamasi tzerinden erigilebilir. BP Monitor Uygulamasi,
Tizen stirim 4.0.0.8 veya sonraki bir siirimiine sahip bir Galaxy Active2 veya Android Nougat veya sonraki
bir sirimna ¢alistiran bir Galaxy telefonuyla eslestirilen Galaxy Active2'den daha yeni bir Saat modeli
gerektirir.

BP Uygulamasini kullanmadan 6nce asagidakileri yapmaniz gerekir:

1. Galaxy Saat'inizdeki Samsung Saglik Monitériinde BP Uygulamasini (BP-Tizen) ayarlayin
2. Samsung Saglik Monitéri uygulamasini Galaxy telefonunuza yikleyin

3. Galaxy Saatinizi Ust kol, manset tabanli kan basinci monitéru ile kalibre edin

5.1 BP Uygulamasini Ayarlama
BP Uygulamasini kullanarak kan basincinizi 6lgmeye baslamadan énce BP Uygulama profilinizi
ayarlamaniz ve Galaxy Saat’inizi kalibre etmeniz gerekir..

1. Galaxy Saat'inizin, kan basinci 6élgimleriniz i¢in kullanacaginiz Galaxy telefonuyla Bluetooth
Uzerinden eglestirildiginden emin olun.

2. Galaxy Saat'inizde Samsung Saglik Monitéri uygulamasi yikliyse, Samsung Saglik Monitori
uygulamasini agin ve Kan Basincini segin ve ekrandaki kurulum talimatlarini izleyin.

BP Uygulamasi Galaxy telefonunuza heniiz yliklenmemisse, Samsung Saglik Monitéri uygulamasini
Galaxy Store'dan yukleyin ve ardindan Galaxy Giyilebilir yaziliminin en son glincellemesini yikleyin.
Glincellemeyi yikledikten sonra Samsung Saglik Monitéri Uygulamasini agin ve ekrandaki kurulum
talimatlarini izleyin.

» Galaxy Telefonunuzda BP Uygulama Profilini ayarlamak igin

1. Samsung Saglk Monitéri Uygulamasini Google Play Store'dan veya Galaxy Store'dan indirin.
2. Profil kurulumunu tamamlayip onaylayin ve kullanim kosullarini ve gizlilik politikasini kabul edin.
3. Tansiyon segenegini belirleyin ve Galaxy Saatinizi kalibre edin.

5.1.1 Galaxy Saatinizi Kalibre Etme

AN

Daha dogru olgimler saglamak icin Galaxy Saatinizi Gst kol, manset tabanli bir tansiyon monitéri ile
kalibre ettiginizden emin olun. Kalibrasyona baglamadan dnce, kan basinci monitértine eslik eden
talimatlari okuyun ve nasil kullanilacagini bildiginizden emin olun.

Not 1: Yalnizca Galaxy Saatinizi kalibre etmek icin Ust kol, manset tabanli kan basinci monitérina kullanin.
Galaxy Saat’inizi kalibre ettikten sonra, kan basincinizi almak i¢in Galaxy Saat'inizdeki BP Uygulamasini

kullandiginizda mansget tabanli kan basinci monitérini kullanmaniz gerekmez.

Not 2: Galaxy Saat’indeki Kalibrasyon, BP Uygulamasini kalibrasyon sirasinda eslestiriimis Galaxy
Saat'i takan kisi icin 6zel olarak ve yalnizca ozellestirir.

Daha dogru kalibrasyon saglamak icin asagidakileri yapin:
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e Kalibrasyonu yapmadan 30 dakika 6nce alkol veya kafein almayin ve sigara icmeyin, egzersiz
yapmayin veya banyo yapmayin.

e Kolunuzun ve bileginizin kuru oldugundan ve asiri terleme veya cilt losyonu icermediginden emin
olun.

e Kalibrasyonu iceride sessiz bir yerde yapin.

e Masanin yanina rahat bir sandalye koyun.

e Sirtiniz iyi desteklenmis, bacaklariniz gaprazlanmamis ve ayaklariniz yere diiz olacak sekilde
sandalyeye oturun.

o Ellerinizi ve 6nkollarinizi masanin tizerinde dinlendirin.

e Kalibrasyona baslamadan énce en az 5 dakika bu konumda dinlenin.

e Kalibrasyonu baslattiginizda, manset tabanli kan basinci monitéri dlgimu gergeklestirirken hareketsiz
kalin ve kolunuzu hareket ettirmeyin veya konusmayin.

¢ Olgiim sirasinda normal nefes alin. Nefesinizi derinlestirmeye veya yavaglatmaya galigmayin.

Galaxy Saatinizi kalibre etmek igin:

=

Tansiyon mangetini bir Ust kola yerlegtirin.

2. Samsung Galaxy Saatini diger kolun bilegine takin. Galaxy Saat kayisinin bileginizin etrafina
sikica oturdugundan, ancak ¢ok siki olmadigindan emin olun.

3. Galaxy telefonunuzu kolayca ulasabileceginiz masanin Uizerine yerlestirin.

4. Galaxy telefonunuzda Samsung Saglik Monitdéri uygulamasini acin ve Kan Basincina basin ve
asagidakileri yapmak i¢in ekrandaki talimatlari izleyin:

Manset tabanli kan basinci monitdrinde kan basinci élgimini baslatin.

Galaxy Saat’indeki 6lgcim otomatik olarak baglayacaktir.

Telefon BP Uygulamasinda manget tabanli kan basinci monitérii okumasini girin.

Galaxy Saat kalibrasyonunu tamamlamak igin a.-c. Adimlarini iki kez daha tekrarlayin

(toplam Ug 6lgim igin).

PONE

Not: ilk kalibrasyon 6lglimiinii tamamladiktan sonraki 30 dakika icinde kalibrasyon icin gereken tim
Olgiimleri tamamladiginizdan emin olun. Galaxy Saat'inizi diizgln bir sekilde kalibre etmek igcin BP
Uygulamasinin yénlendirdigi sekilde her 28 glinde bir kalibre etmeniz gerekir. Ayrica, Tansiyon Gegmisi
ekranindaki meniden Yeniden Kalibre Et'i segerek Galaxy Saat’inizi daha once istediginiz zaman kalibre
edebilirsiniz.

5.2 Galaxy Saat’inizi Kullanarak Kan Basincinizi Olgme

Galaxy Saat'inizi Ust kol, manset tabanli kan basinci monitéri ile kalibre ettikten sonra, kan basincinizi 6lgmek
icin Galaxy Saat'inizdeki BP Uygulamasini kullanmaya hazirsiniz. Manget tabanlh monitdri 28 gin iginde bir
sonraki kalibrasyona kadar tekrar kullanmaniz gerekmeyecektir.

Not: Galaxy Saat'inizi kalibre ettikten sonra, kan basincinizi almak i¢in Galaxy Saat’inizdeki BP
Uygulamasini kullandiginizda manset tabanli monitéri kullanmaniz gerekmez.

Daha dogru bir BP 6lgimu saglamak icin asagidakileri yapin:

e Galaxy Saatinizi kalibrasyon sirasinda oldugu gibi ayni bilege takin ve Galaxy Saat kayiginin
bileginizin etrafina sikica oturdugundan, ancak ¢ok siki olmadigindan emin olun.

¢ Olgiimden 30 dakika 6nce alkol veya kafein almayin ve sigara igmeyin, egzersiz yapmayin veya
banyo yapmayin.

e Kolunuzun ve bileginizin kuru oldugundan ve asiri terleme veya cilt losyonu igermediginden emin
olun.

e Olglimii igeride sessiz bir yerde yapin.
Masanin yanina rahat bir sandalye koyun.
Sirtiniz iyi desteklenmis, bacaklariniz caprazlanmamis ve ayaklariniz yere diiz olacak sekilde
sandalyeye oturun.
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e Ellerinizi ve 6nkollarinizi masanin Gzerinde dinlendirin.
e Olguime baglamadan dnce en az 5 dakika bu pozisyonda dinlenin.

e Olglime basladiginizda, hareketsiz kalin ve Galaxy Saat dlglimii yaparken kolunuzu hareket ettirmeyin
veya konusmayin.

¢ Olgiim sirasinda normal nefes alin. Nefesinizi derinlestirmeye veya yavaglatmaya galigmayin.
» Kan basincinizi élgmek igin

1. Galaxy Saat'indeki 6lcim digmesine basin.

2. Olgum basarili olursa, Galaxy Saat yliziinde sistolik ve diyastolik okumalari iceren BP dlgiimleri
gérindr. Asagidaki “Kan Basinci Olglimlerinizi Gézden Gegirme” bélimiine bakin.
Olglim basarisiz olursa (drnegin, tasidiginiz icin veya sinyal yeterince giiclii olmadigi igin), Galaxy
Saat bir hata mesaiji gorintler.

6. Kan Basinci Olgiimlerinizi Gézden Gegirme

Kan basinci dlgiimlerinizi Galaxy Saatinizde ve Galaxy telefonunuzda inceleyebilirsiniz.

6.1 Galaxy Saatinizde
Galaxy Saat’inizdeki BP Uygulamasi kan basincinizi basariyla olctiikten sonra, Galaxy Saat
asagidaki sonuglari gortntuler:

o Sistolik kan basinci (BP)
¢ Diyastolik kan basinci (BP)
e Nabiz Hizi (kalp atis hizi)

AN

UYARI
BP Uygulamasi tarafindan saglanan rakamlara gore ilaglarinizi veya dozajinizi degistirmeyin. Her zaman

once doktorunuzla konusun.

6.2 Galaxy Telefonunuzda

Galaxy Saat'inizle Galaxy Saat'i kalibre etmek i¢in kullandiginiz Galaxy telefonu arasinda Bluetooth
baglantisi kuruldugunda, d6lgim sonuglariniz Galaxy telefonundaki Samsung Saglik Monitéri Uygulamasiyla
senkronize edilir. Bu bilgileri gdzden gegirmek veya danismak igin doktorunuzla paylasabilirsiniz.

» Telefonunuzdaki kan basinci dlgiimlerinizi gériintilemek igin

Samsung Saglik Monitéri Uygulamasini agin ve gegmis grafigini gérmek icin Tansiyon Kartini segin

Not: Galaxy telefonunuzda kag¢ sonu¢ saklayabileceginiz, Galaxy telefonunuzun sahip oldugu depolama
bellegi miktarina baghdir.
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7. Glivenlik ve Performans

Samsung BP Uygulamasi, iki tip uzmani tarafindan alinan referans kan basinci manset élgimlerine kargi 85
denekten olusan bir klinik calismada kalibrasyondan 30 dakika sonra asagidaki performansta kan basincini
olgmek icin dogrulanmistir

e Ortalama sistolik BP hatasi -0.11 mmHg (standart sapma 7.46 mmHg) ve
e Ortalama diyastolik hata -0.28 mmHg (standart sapma 5.85 mmHg).

Bu calismalar, cinsiyet, kol ¢cevresi, cilt pigmentasyonu ve kan basinci araliklarinin dogru gdsterimi ile
degistirilmis bir ISO 81060-2 kan basinci standart protokoliiniin ardindan yapilmistir. Samsung BP
Uygulama oélgimleri, cihazin, kullanicinin nitelikli bir saglik uzmanina danismadan ve standart bir 6lgim
yontemiyle dogrulama yapmadan klinik eylemi yorumlamasi veya gergeklestirmesi amaglanmayan, tanisal
olmayan BP 6él¢gimlerinin amaglanan kullanimi igin yeterli performansi géstermistir.

Not: Temmuz 2019 - Ekim 2019 tarihleri arasinda bir klinik galisma tesisinde yapilan bir arastirmaya
dayanmaktadir. Klinik tesis, kan basinci dlgimuntn dogrulugunu belirlemekten sorumluydu. 22 Yasin
altindaki hastalar ¢calisma disi birakildi.

8. Sorun giderme

BP Uygulamanizi kullanirken sorun yasiyorsaniz olasi ¢ézimler i¢in asagidaki listeye goz atin.
Problem: BP Uygulamasini Galaxy Saat'imde bulamiyorum.

Coziim:

e Galaxy Saat'inizin BP Uygulamasiyla uyumlu olup olmadigini kontrol edin. BP Uygulamasinin
ayrica Android Nougat veya Ustini galistiran bir Galaxy telefonuna ihtiyaci vardir.

e Galaxy Saat'iniz uyumluysa, Galaxy Giyilebilir uygulamasini kullanarak en son Bakim Suriimiine
(MR) yukseltin. Basarili bir MR glncellemesi BP Uygulamasini Galaxy Saat’e yiklemelidir.

Problem: Telefonumda Samsung Saglik Monitora etkinlestiremiyorum.
Coézum:

e Telefonunuzun BP Uygulamasinin yasal onay aldigi bir Gilkede satin alindigindan emin olun.
e BP Uygulamasinin yasal onay aldidi bir Glkede Samsung Saglik Monit6ri yiklediginizden ve
etkinlestirdiginizden (profil olusturarak ve Kullanim Kosullarini ve Gizlilik Politikasini kabul

ederek) emin olun.
e Samsung Saglik Monitoriinin BP Uygulamasini yiikleyip etkinlestirdiginizde etkin bir hiicresel
baglantiniz oldugundan emin olun.
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Problem: Kan basincimi élgmek icin bir secenek géremiyorum.

Coézum:

Profilinizi eglestirilmis telefonda Samsung Saglik Monitéri Uygulamasinda ayarladiginizdan emin
olun. “5.1 BP Uygulamasini Ayarlama” bolimindeki “Galaxy Telefonunuzda BP Uygulama Profilini
ayarlamak igin” bélimune bakin.

Galaxy Saat'i Ust kol, manget tabanli BP monittrle bagariyla kalibre ettiginizden emin olun. “5.1.1
Galaxy Saat’inizi Kalibre etme” bolimine bakin.

Galaxy Saat'inizi kalibre ettiyseniz, kalibrasyonun giincel oldugundan emin olun. Galaxy Saat her
28 glnde bir yeniden kalibre edilmelidir. Kalibrasyon durumunu gérmek i¢in Galaxy Saat veya
Galaxy telefon'daki BP Uygulama ekranini kontrol edin.

Problem: Basarili bir kan basinci okumasi alamiyorum.

Coézum:

Galaxy Saat'in bileginize sikica takildigindan emin olun (gevsek veya cok siki degil). Galaxy
Saat'in alt ylzeyi cilde temas etmeli, ancak rahatsiz etmemelidir.

Kan basinci 6lgimu sirasinda, her iki ayaginiz da yere diiz olacak sekilde, hareketsiz ve rahat
oturdugunuzdan emin olun.

Kan basinci 6l¢imu sirasinda kolunuzu hareket ettirmediginizden veya konusmadiginizdan emin
olun.

Olgiim yaparken Galaxy Saat ile kolunuzu bir masanin lizerine yaslayin.

Kolunuzun ve bileginizin kuru oldugundan ve asir terleme veya cilt losyonu icermediginden emin
olun.

Elleriniz ve kollariniz sojuksa, Galaxy Saatini ¢ikarin ve cildi isitmak igin bileginizi hafifce
ovalayin. Galaxy Saat’i tekrar takin ve tekrar lgim yapmaya c¢aligin.

BP Uygulamasi, Galaxy Saat’teki bir sensdrden toplanan optik sinyalleri kullanir ve kan basincini
hesaplamak igin kaliteli bir sinyale ihtiya¢ duyar. Sinyalin kalitesi, saat sensérinin temizligi veya
oOlcllen alanin optik 6zellikleri gibi ¢esitli faktdrlerden etkilenebilir.

Problem Anormal derecede yiiksek veya diisiik BP okumasi aliyorum.

Coziim:

Olagandisi belirtileriniz varsa veya tibbi bir acil durumunuz oldugunu disiniyorsaniz derhal
doktorunuza veya yerel acil servislere basvurun.
Tibbi bir acil durumunuz oldugunu distnmuyorsaniz, élgimleri almadan énce en az iki
tansiyon dlgumua daha yapin ve asagidaki yonergeleri izleyin:

o Olglime baglamadan 30 dakika dnce kafein veya alkol almayin.

o Olglime baslamadan 30 dakika dnce sigara icmeyin, egzersiz yapmayin veya banyo

yapmayin.

o Olgiime baslamadan énce en az 5 dakika sessizce dinlenin.

o Olglim sirasinda asiri stres veya endige yagamadiginizdan emin olun.
Hala anormal okumalar aliyorsaniz, rehberlik icin derhal doktorunuza veya yerel acil
servislere basvurun.

Problem: BP verilerimi Galaxy Saat'ten Galaxy telefon Tansiyon kartiyla senkronize edemiyorum.

Coziim:

Galaxy Saatinizin Bluetooth kullanarak Galaxy Giyilebilir uygulamasi araciliiyla Galaxy
telefonunuzla eslestirildiginden emin olun.

Profilinizi ayarlamak ve Galaxy Saat’i kalibre etmek i¢in kullandiginiz Galaxy telefonunu
kullandiginizdan emin olun.

Galaxy telefonunuzda en az 100 MB depolama alani bulundugundan emin olun.
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1. About these Instructions for Use

1.1 Symbols
Symbols used in these Instructions for Use

Symbol Name Description

Indicate content that you must follow to avoid any problem or
& Cautions inaccurate measurement resulting from misuse of the Samsung
Health Monitor application.

“ Manufacturer Indicate manufacturer of the Samsung Health Monitor.
Consult . .
. Indicate that user shall read Instruction for Use carefully to use the
Instructions for
product properly before use.
Use
Authorised
uthorise ) Indicate information of authorised representative for EU.
representative

Symbols Used in the Samsung Health Monitor

The symbols used in the Samsung Health Monitor can be changed.

Symbol Name Description

| Cautions Indicate content that you must follow to avoid any problem or inaccurate
8 measurement resulting from misuse of the Samsung Health Monitor application.

A Cautions Indicate content that you must follow to avoid any problem or inaccurate
measurement resulting from misuse of the Samsung Health Monitor application.

Pulse rate Indicate current heart rate (Pulse rate) during blood pressure measurement.

1.2 Instructions for Use provided in Electronic form

The Instructions for Use of the Samsung Health Monitor are provided in electronic form and are available in
the Samsung Health Monitor application and on its web site within samsung.com.

If you need Instructions for Use in paper form, you can request it by calling at the Official Samsung Support
center in your country.

2. Intended Purpose

The Blood Pressure App (BP App) is a software-only, mobile medical application intended for use with a
compatible Samsung Galaxy Watch and Phone to create, record, store and display blood pressure
information. The BP App determines the systolic and diastolic blood pressure, as well as pulse rate, and
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provides values and history charts following calibration with an upper-arm, cuff-based blood pressure
monitor. These data are only captured when the user is at rest.

The BP App is intended for over-the-counter (OTC) use by adults 22 years and older. It may not provide
accurate results for pregnant women. This information can be used as an indication for trends in blood
pressure between regular checks by a healthcare professional. The user is not intended to interpret or take
clinical action based on the device output without consultation with a qualified healthcare professional and
validation with a standard measurement method. The BP App is not intended to replace traditional methods
for diagnosis or treatment of hypertension.

3. Contraindications

DO NOT use the BP App if you are younger than 22 years old.
DO NOT use the BP App if you are pregnant.
DO NOT use the BP App if you have any of the following:

Arrhythmia

Prior heart failure or heart attack

Peripheral vascular disease or compromised circulation
Valvular disease (diseases concerning the aortic valve)
Cardiomyopathy

Other known cardiovascular disease

End-stage Renal Disease (ESRD)

Diabetes

Neurological disorder (for example, tremors)

Clotting disorder or you are taking prescribed blood thinners
Tattoo(s) on the wrist where you will wear the Galaxy Watch
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4. Cautions

Please follow the Cautions listed below. If you do not follow them, the BP App may not be able to record
accurate measurements.

> bbb bbbbbbBbPBE B

>

The BP App cannot diagnose hypertension, other conditions, or check for signs of a heart
attack. The BP App is not meant to replace traditional methods of diagnosis or treatment by a
qualified healthcare professional. If you think you are having a medical emergency, contact
your local emergency services immediately.

DO NOT change your medications or dosage without first consulting your doctor.

DO NOT interpret or take clinical action based on the BP App measurements without first
consulting with a qualified healthcare professional.

DO NOT use the BP App to diagnose hypertension, heart-related, or other medical conditions.

DO NOT use a Galaxy Watch for Blood Pressure measurements if the Galaxy Watch has been
calibrated for use by another person.

DO NOT take Blood Pressure measurements during any physical activity.

DO NOT take Blood Pressure measurements when the Galaxy Watch is close to strong
electromagnetic fields (for example, magnetic resonance imaging (MRI) or X-Ray equipment,
electromagnetic anti-theft systems, and metal detectors).

For security reasons, always pair the Galaxy phone and Galaxy watch via Bluetooth in a
private (home-based) setting. It is NOT recommended that pairing be done in a public space.

DO NOT take Blood Pressure measurements during a medical procedure (for example,
surgery or external defibrillation procedures).

DO NOT take Blood Pressure measurements when the Galaxy Watch is outside of the
following operating conditions:

e Temperature: 54 °F - 104 °F / 12 °C - 40 °C
e  Humidity: 30% — 90% relative humidity

The BP App’s range for blood-pressure readings is as follows:

e Calibration Range - Systolic: 80—170 mmHg, Diastolic: 50—110 mmHg
e Measurement Range - Systolic: 70-180 mmHg, Diastolic: 40-120 mm Hg
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5. Getting Started

The Blood Pressure App consists of Galaxy phone app (BP-Android) and Galaxy Watch app (BP-Tizen). The
app can be accessed via Samsung Health Monitor application. The BP Monitor App requires a Galaxy
Active2 with Tizen version 4.0.0.8 or later, or a later Watch model than the Galaxy Active2 that is paired with
a Galaxy phone running Android Nougat or later.

Before you can use the BP App, you must do the following:

1. Set-up the BP App (BP-Tizen) in Samsung Health Monitor on your Galaxy Watch
2. Install the Samsung Health Monitor application on your Galaxy phone
3. Calibrate your Galaxy Watch with an upper-arm, cuff-based blood pressure monitor

5.1 Setting Up the BP App
Before you can start measuring your blood pressure using the BP App, you must set up your BP App profile
and calibrate your Galaxy Watch.

1. Ensure that your Galaxy Watch is paired via Bluetooth with the Galaxy phone that you will use for
your blood pressure measurements.

2. If the Samsung Health Monitor application is installed on your Galaxy Watch, open the Samsung
Health Monitor app and select the Blood Pressure and follow the onscreen set-upinstructions.

If the BP App is not already installed on your Galaxy phone, install the Samsung Health Monitor application
from the Galaxy Store and then install the latest update of the Galaxy Wearable software. After you have
installed the update, open the Samsung Health Monitor App and follow the onscreen set-up instructions.

» To set up the BP App Profile on Your Galaxy Phone

1. Download the Samsung Health Monitor App from the Google Play Store or the Galaxy Store.
2. Complete and confirm the profile set-up and agree to the terms of use and privacy policy.
3. Select the Blood Pressure option and calibrate your Galaxy Watch.

5.1.1 Calibrating Your Galaxy Watch

AN

To ensure more accurate measurements, be sure to calibrate your Galaxy Watch with an upper-arm, cuff-
based blood pressure monitor. Before you start the calibration, read the instructions that accompany the
blood pressure monitor and make sure you know how to use it.

Note 1: You use the upper-arm, cuff-based blood pressure monitor only to calibrate your Galaxy Watch.
After you calibrate your Galaxy Watch, you do not need to use the cuff-based blood pressure monitor when

you use the BP App on your Galaxy Watch to take your blood pressure.

Note 2: Calibration on the Galaxy Watch customizes the BP App specifically—and only—for the person
wearing the paired Galaxy Watch during calibration.

To ensure more accurate calibration, do the following:
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¢ 30 minutes before doing the calibration, do not have any alcohol or caffeine, and do not smoke,
exercise, or bathe.

Make sure your arm and wrist are dry and free of excessive perspiration or skin lotion.

Do the calibration indoors in a quiet place.

Put a comfortable chair next to a table.

Sit in the chair with your back well-supported, your legs uncrossed, and your feet flat on theground.
Let your hands and forearms rest on the table.

Rest in this position for at least 5 minutes before starting the calibration.

When you start the calibration, stay still and do not move your arm or talk while the cuff-based blood
pressure monitor performs the measurement.

e During the measurement, breathe normally. Do not try to deepen or slow down your breath.

To calibrate your Galaxy Watch:

Loy

Place the blood pressure cuff on an upper arm.
2. Wear the Samsung Galaxy Watch on the wrist of the other arm. Make sure the Galaxy Watch strap
is snug around your wrist, but not too tight.
3. Place your Galaxy phone on the table, within easy reach.
4. On your Galaxy phone, open the Samsung Health Monitor app and press the Blood Pressureand
follow the onscreen instructions to do the following:
1. Start the blood pressure measurement on the cuff-based blood pressure monitor.
2. Measurement on the Galaxy Watch will begin automatically.
3. Enter the cuff-based blood pressure monitor reading in the phone BP App.
4. Repeat Steps a.-c. two more times (for a total of three measurements) to finish the Galaxy
Watch calibration.

Note: Make sure that you finish all measurements required for calibration within 30 minutes of completing
the first calibration measurement. To keep your Galaxy Watch properly calibrated, you must calibrate it every
28 days, as directed by the BP App. You may also calibrate your Galaxy Watch any time before then by
selecting Recalibrate from the menu on the Blood Pressure History screen.

5.2 Measuring Your Blood Pressure Using Your Galaxy Watch

After you have calibrated your Galaxy Watch with the upper-arm, cuff-based blood pressure monitor, you are
ready to use the BP App on your Galaxy Watch to measure your blood pressure. You will not need to use the
cuff-based monitor again until the next calibration in 28 days.

Note: After you calibrate your Galaxy Watch, you do not need to use the cuff-based monitor when you use
the BP App on your Galaxy Watch to take your blood pressure.

To ensure a more accurate BP measurement, do the following:

e Wear your Galaxy Watch on the same wrist as during the calibration and make sure the Galaxy
Watch strap is snug around your wrist, but not too tight.

¢ 30 minutes before doing the measurement, do not have any alcohol or caffeine, and do not smoke,

exercise, or bathe.

Make sure your arm and wrist are dry and free of excessive perspiration or skin lotion.

Do the measurement indoors in a quiet place.

Put a comfortable chair next to a table.

Sit in the chair with your back well-supported, your legs uncrossed, and your feet flat on theground.

Let your hands and forearms rest on the table.
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¢ Restin this position for at least 5 minutes before starting the measurement.

¢ When you start the measurement, stay still and do not move your arm or talk while the Galaxy Watch
takes the measurement.

e During the measurement, breathe normally. Do not try to deepen or slow down your breath.

» To measure your blood pressure

1. Press the Measure button on the Galaxy Watch.

2. If the measurement is successful, BP measurements including systolic and diastolic readings appear
on the Galaxy Watch face. See “Reviewing Your Blood Pressure Measurements” below.
If the measurement is unsuccessful (for example, because you moved or because the signal was not
strong enough), the Galaxy Watch displays an error message.

6. Reviewing Your Blood Pressure Measurements

You can review your blood pressure measurements on your Galaxy Watch and on your Galaxy phone.

6.1 On Your Galaxy Watch
After the BP App on the Galaxy Watch successfully measures your blood pressure, the Galaxy Watch
displays the following results:

e Systolic blood pressure (BP)
e Diastolic blood pressure (BP)
e Pulse Rate (heart rate)

AN

CAUTION

Do not change your medications or dosage based on the numbers provided by the BP App. Always talk to
your doctor first.

6.2 On Your Galaxy Phone

When a Bluetooth connection is established between your Galaxy Watch and the Galaxy phone you used to
calibrate the Galaxy Watch, your measurement results are synced to the Samsung Health Monitor App on
the Galaxy phone. You can share this information with your doctor for review or consultation.

» To view your blood pressure measurements on your phone

Open the Samsung Health Monitor App and select the Blood Pressure Card to see the history chart

Note: How many results you can store on your Galaxy phone depends on the amount of storage memory
your Galaxy phone has.
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7. Safety and Performance

The Samsung BP App was validated to measure blood pressure 30 minutes after calibration in a clinical trial
of 85 subjects against reference blood pressure cuff measurements taken by two medical professionals, with
a performance of

¢ mean systolic BP error of -0.11 mmHg (standard deviation of 7.46 mmHg) and
e mean diastolic error of -0.28 mmHg (standard deviation of 5.85 mmHg).

These studies were done following a modified ISO 81060-2 blood pressure standard protocol with proper
representation of gender, arm circumference, skin pigmentation, and blood pressure ranges. The Samsung
BP App measurements demonstrated performance sufficient for the device's intended use of non-diagnostic
BP measurements with which the user is not intended to interpret or take clinical action on without
consultation with a qualified healthcare professional and validation with a standard measurement method.

Note: Based on a study conducted at one clinical study facility between July 2019 and October 2019. The
clinical site was responsible for determining the accuracy of blood pressure measurement. Patient age under
22 was excluded from this study.

8. Troubleshooting
If you have problems using your BP App, check the list below for possible solutions.
Problem: | cannot find the BP App on my Galaxy Watch.

Solution:

e Check that your Galaxy Watch is compatible with the BP App. The BP App also needs a Galaxy
phone running Android Nougat or later.

e If your Galaxy Watch is compatible, upgrade it to the latest Maintenance Release (MR) using the
Galaxy Wearable application. A successful MR upgrade should load the BP App on the Galaxy
Watch.

Problem: | can't enable Samsung Health Monitor on my phone.
Solution:

¢ Make sure that your phone was purchased in a country where the BP App has received regulatory
approval.

¢ Make sure that you install and activate Samsung Health Monitor (by creating a profile and accepting
the Terms of Use and Privacy Policy) in a country where the BP App has received regulatory
approval.

¢ Make sure you have an active cellular connection when you install and activate the BP App of
Samsung Health Monitor.
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Problem: | don’t see an option to measure my blood pressure.

Solution:

Make sure that you set up your profile on the paired phone Samsung Health Monitor App. See “To
set up the BP App Profile on Your Galaxy Phone” in “5.1 Setting Up the BP App”.

Make sure that you successfully have calibrated the Galaxy Watch with an upper-arm, cuff-based BP
monitor. See “5.1.1 Calibrating your Galaxy Watch”.

If you have calibrated your Galaxy Watch, make sure that the calibration is up to date. The Galaxy
Watch must be recalibrated every 28 days. Check the BP App screen on either the Galaxy Watch or
Galaxy phone to see the calibration status.

Problem: | cannot get a successful blood pressure reading.

Solution:

Make sure the Galaxy Watch is worn snugly on your wrist (not loose or too tight). The bottom surface
of the Galaxy Watch should touch the skin but should not be uncomfortable.

Make sure you sit still and relaxed, with both feet flat on the ground, during the blood pressure
measurement.

Make sure you do not move your arm or talk during the blood pressure measurement.

Rest the arm with the Galaxy Watch on a table while you take the measurement.

Make sure your arm and wrist are dry and free of excessive perspiration or skin lotion.

If your hands and arms are cold, remove the GalaxyWatch and rub the wrist gently to warm up the
skin. Put the Galaxy Watch back on and try again to take a measurement.

The BP App uses optical signals collected from a sensor on the Galaxy Watch and needs a good-
quality signal in order to calculate blood pressure. The quality of the signal can be affected by
various factors, such as the watch sensor's cleanness or the measured area's optical properties.

Problem: | am getting an abnormally high or low BP reading.

Solution:

If you have unusual symptoms or think you are having a medical emergency, contact your doctor or
local emergency services immediately.
If you do not think you are having a medical emergency, take at least two more blood pressure
measurements and follow the guidance below before you take the measurements:

o0 Do not have caffeine or alcohol 30 minutes before you start the measurement.

o Do not smoke, exercise, or bathe 30 minutes before you start the measurement.

0 Rest quietly for at least 5 minutes before you start the measurement.

0 Make sure you are not experiencing excessive stress or anxiety during the measurement.
If you are still getting abnormal readings, contact your doctor or local emergency services
immediately for guidance.

Problem: | cannot sync my BP data from the Galaxy Watch to the Galaxy phone Blood pressure card.

Solution:

Make sure your Galaxy Watch is paired, using Bluetooth, with the Galaxy phone via the Galaxy
Wearable application.

Make sure you are using the same Galaxy phone that you used to set up your profile and calibrate
the Galaxy Watch.

Make sure you have at least 100 MBs of storage available on the Galaxy phone.
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