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Kullanici Kilavuzu



Kullanim Endikasyonlari

Sistem, fotobiyomodulasyon kullanarak, inflamatuvar mediyatorler, ddem veya drusen birikintileri-
nin olusumunun inhibisyonu, okUler travma veya cerrahinin ardindan yaranin iyilesmesini hizlandir-
ma ve kuru tip yasa bagli makula dejenerasyonu gibi dejeneratif hastaliklar bulunan hastalarda
gdrme keskinligini ve kontrast duyarliligini artirma dahil, oktler hasar ve hastaliklarin tedavisinde
endikedir.
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1. Giris

Bu kilavuz, Valeda® Light Delivery System Urunune iliskin endikasyonlari, kontrendikasyonlari,
kullanim talimatlarini, uyarilari, ikazlar ve dnlemleri icerir. Valeda Light Delivery System’i
kullanmadan &dnce bu kilavuzun tamamini dikkatlice okuyun. Bu talimatlara uyulmamasi sistemin
hatall kullanimina neden olabilir.

Terminoloji — bu Kullanicl Kilavuzunda “Valeda” ve “Sistem” kelimeleri Valeda Light Delivery System
OronUnun tim bilesenlerini (ve aksesuarlarini) tanimlamak icin kullanilir. Valeda ile ilgili sorulariniz
icin l0tfen LumiThera® ile iletisime gecin.

2. Valeda Light Delivery System Aciklamasi

Genel Bakis

Valeda, géz saghdi uzmanlari tarafindan gbzun fotobiyomodUlasyon ile tedavisinde kullaniimak
Uzere tasarlanmis goklu dalga boylu i1sik yayan bir diyot (LED) sistemidir. Valeda, géz kapagi acik ve
kapal iken hastanin gézune ve retina dokusuna dnceden ayarlanmis PBM tedavisi uygular.

Valeda, bir dizi optik aracilidiyla tedavi duzleminde 30 mm ¢capinda birbicimli, esevresiz isin
olusturmak Uzere kosullanmis 590, 660 ve 850 nm isik Uretmek Uzere U¢ adet LED kullanir. Isin,
hastanin konumunu degistirmeden her iki g6zUn de tedavisine olanak taniyan ayarlanabilir aynalar
ile yoneltilir.

Operatdr arayUzU (Sekil 1) bir dokunmatik ekran, baslatma ve durdurma digmeleri ve isini hastanin
g6zunde ortalamak Uzere kullanilan bir koldan olusur. Valeda Tedavi Kredilerini sisteme yUklemek
Uzere bir USB baglanti noktasi bulunur.



Hasta arayUzU (Sekil 1) sabit bir alin destedi, isik delidi ve ayarlanabilir bir cene destegdinden olusur.
Cene desteginin ayar aralidi hedeflenen hasta popuUlasyonunun tamamina uygun olacak sekilde
tasarlanmistir. Tek kullanimlik koruyucu bantlar hastalar arasinda kontaminasyon riskini azaltir.

e Dokunmatik Ekran /

Baslat/Duraklat DUgmesi

Isin Hizalama Kolu

Durdur DUgmesi

4 A USB Baglanti Noktasi
LumiThera

Hasta Alin Destegdi

-
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Hasta Isik Deligi '
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Hasta Cene Destegi
GU¢/Acma-Kapama Dugmesi \
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SEKIL 1 OPERATOR TARAFI SEKIL 2 HASTA TARAFI
Bilesenler
Aciklama Referansi Referans
Valeda Light Delivery System 200001
Valeda Kullanici Kilavuzu LBL-0001

Valeda Chin Rest Protective Barriers (Valeda Cene Destedi Koruyucu Bantlari) | 300001

Valeda Forehead Rest Protective Barriers (Valeda Alin Destedi Koruyucu Bantlari) 300002
Valeda LumiKey 300003
Valeda Dust Cover (Valeda Toz Kilifi) 300004
Valeda Power Cord(s) (Valeda GUc¢ Kablosu/Kablolari) 300005
Valeda Treatment Credits (Valeda Tedavi Kredileri) 300006

Yedek bilesenleri LumiThera temsilciniz ile iletisime gecerek veya www.lumithera.com adresindeki
LumiThera e-ticaret magazasi araciligiyla satin alabilirsiniz.



Tek Kullanimlik Bilesenler

SEKIL 3 TEK KULLANIMLIK KORUYUCU BANTLAR

Iki tUr tek kullanimlik koruyucu bant vardir: biri alin destedi ve diger cene destedi icin (Sekil 3).

Valeda LumiKey

Valeda Lumikey, LumiThera tarafindan olusturulan Valeda Tedavi Kredilerini elektronik dosyalar
(LumiFiles) halinde Valeda'ya aktarmak icin kullanilan standart USB depolama aygitidir. Sifreli
elektronik dosyalar Valeda’nin yalnizca LumiThera tarafindan olusturulan dosyalari islemesine izin
verir.

Valeda Toz Kilifi

Valeda'yl tozdan ve hafif asinmalardan korumak Uzere bir toz kilifi sistemin yaninda verilir. Valeda'yi
kullonmadan énce ¢ikarin, kullandiktan sonra takin.

3. Valeda Light Delivery System Kullanimi

1. Hasta Valeda’nin énune oturtulur ve tek kullanimlik koruyucu bantlar Valeda ile hasta arasindaki
alin ve ¢gene desteklerine yerlestirilir,

2. Hasta sabit kalmak igin alnini Valeda alin destegine yaslar.

3.Operatdr, hastanin gézunun Valeda’ya gére konumunu en iyi sekilde korumak icin gene destegini
ayarlar, hastadan gerektigi sekilde gdzlerini agcmasini veya kapatmasini ister, isik kaynagini son
kez hastanin gézuyle hizalar, isik kaynagdini acar ve tedavi asamasini izler.

4. Tedavi sirasinda hasta basini Valeda’ya konumlandirir; tedavi sUresince bu konumu korur (her isik
iletim araliginda 35-90 saniye) ve operatdrin talimatlar dodrultusunda gdz kapaklarini acar veya
kapatir.

5. Isik iletimi sirasinda hastanin gdéz konumunu sabitlemesi veya odaklanmasi gerekmez.

6.Valeda, LED’lerin acik oldugunu gdsterecek ve belirlenen tedavi sUresinin sonunda isik kaynagini
otomatik olarak kapatacaktir.

7. Daha sonra hasta Valeda’dan geri ¢ekilir, koruyucu bantlar atilir ve Valeda kapatilir.

8.Tedaviler arasinda sistemin temizlenmesi gerekmez, ancak sistem bu kilavuzda aciklandidi sekilde
temizlenebilir. Toz kilifi uygun oldugunda sistemin Uzerine gecirilebilir.



4. Etiket Sembolleri

Kullanma talimatlarina bakin. Kullanicinin kullaonma talimatlarina bakmasi
gerektigini belirtir.

Talimat kilavuzuna/kitapg¢igina basvurun. Talimat kilavuzunun/kitapgiginin
okunmasi gerektigine isaret eder.

Uretici. Tibbi cihaz Ureticisini belirtir.
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Uretim tarihi. Tibbi cihazin Uretildigi tarihi belirtir.
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Yetkili Temsilci. Avrupa Toplulugu’ndaki yetkili temsilciyi belirtir.
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Katalog numarasi. Cihazin tanimlanabilmesi icin gereken Uretici katalog
numarasini belirtir,

Parti kodu. Partinin tanimlanabilmesi igin gereken Uretici parti kodunu belirtir.

P

Seri numarasi. Cihazin tanimlanabilmesi igin gereken Uretici seri numarasini
belirtir.

Uygulamali Parca, BF Tipi.

Yeniden kullanmayin. Tibbi cihazin tek kullanimlik olarak veya tek bir prosedur
sirasinda tek bir hastada kullanim igin tasarlandidini belirtir.

Sicaklik sinir1. Tibbi cihazin guvenli bir sekilde maruz kalabilecedi sicaklik sinirlarini
belirtir.

Nem sinirlamasi. Tibbi cihazin guvenli bir sekilde maruz kalabilecegi nem arahgini
belirtir.

WEEE Direktifi. Atik Elektrikli ve Elektronik Esyalar Direktifi.
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Kirllabilir, dikkatli tasiyin. Tibbi cihazin dikkatli bir sekilde tasinmazsa
kirllabilecegdini veya hasar gérebilecegdini belirtir.
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Kuru tutun.

Uzerine baska esya koymayin.

1= mx

Bu tarafi yukari bakacak.




Geri dénistirin.

Atmosfer basinci siniri. Tibbi cihazin guvenli bir sekilde maruz kalabilecedi atmos-
fer basinci araligini belirtir.

Ambalaj birimi. Ambalaj icindeki UrUn adedini belirtir.

Alternatif akim. Anma degerleri plakasinda ekipmanin yalnizca alternatif akima
uygun oldugunu belirtir.

Sigorta. Sigorta kutularini veya onlarin yerlerini belirtir.

Valeda Tedavi Kredileri.

Geri. Onceki ekrana dénmek icin ekran gezinti dUgmesi.

Devam. Bir sonraki ekrana gecmek icin ekran gezinti dogmesi.

Onay. Géruntulenen bilgileri onaylamak igin ekran dugmesi.

Ayarlar. Sistem ayarlarina gitmek icin ekran gezinti duogmesi.

Ana ekran. Ana ekrana dénmek icin ekran gezinti dUgmesi.

Bilgi. Sistem bilgi ekranina gitmek icin ekran gezinti dugmesi.
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5. Kullanim Endikasyonlari

Sistem, fotobiyomodulasyon kullanarak, inflamatuvar mediyatdrler, 6dem veya drusen birikintileri-
nin olusumunun inhibisyonu, okUler travma veya cerrahinin ardindan yaranin iyilesmesini hizlandir-
ma ve kuru tip yasa bagdl makula dejenerasyonu gibi dejeneratif hastaliklar bulunan hastalarda
gorme keskinligini ve kontrast duyarliligini artirma ddahil, okUler hasar ve hastaliklarin tedavisinde
endikedir.

6. Kullanim Kontrendikasyonlari

Sistem sari i1s1ga, kirmizi 1siga veya yakin kizildtesi isinima (NIR) karsi isik hassasiyeti oldugu bilinen
veya isikla tetiklenen merkezi sinir sistemi hastaligi (&r. epilepsi, migren) gecmisi bulunan hastalarda
test edilmemistir ve dnlem olarak bdyle hastalar Valeda ile tedavi edilmemelidir. Ayrica, son 30 gun
icinde 1siga duyarl hale getiren herhangi bir ajan (&r. topikaller, enjeksiyon preparatlari) kullanan
hastalar doktorlarina danismadan tedavi almamalidir.



7. Onemli Givenlik Talimatlari

Valeda tibbi bir cihazdir ve yalnizca uzman saglik calisanlari tarafindan bu kilavuza ve operatdrin
Ulke veya bodlgesinde yururlUkte olan yasa ve yonetmeliklere uygun olarak kullaniimalidir. Valeda'yi
kullanmadan dnce tum uyarilari ve kullanim talimatiarinin tamamini mutlaka inceleyin. Uyarilari
dikkate almamak hastanin veya operatdrun zarar gérmesine veya mal zararina yol agabilir.

Operator ve Valeda’nin kullanilacagr kurum veya kurulus, bu sistemin kullaniimasi ile ilgili kendi
guvenlik standartlarina uvymakla sorumludur.

Uyarilar

Uyarilar, Valeda’nin kullanimiyla iligkili olasi tehlikeler ile ilgili bilgiler icerir.
- Hasar fark ederseniz veya sistem beklendidi gibi calismiyorsa sistemi kullonmayin.

- Sistemin Uzerinde degisiklik yapmayin.

- Yalnizca sistem ile birlikte veya LumiThera tarafindan tedarik edilen gu¢ kablosunu kullanin.

- Hasarl guc¢ kablolarini kullanmayin. Hasarl gug kablolarinin kullanimi yangin veya elektrik carp-
masi riskine yol agabilir.

- Elektrik carpmasi riskini ortadan kaldirmak igin sistem yalnizca koruyucu sekilde topraklanmis
besleme sebekesine bagdlanmalidir.

- Sistem ile temas edebilecek acik yarasi olan hastalari tedavi etmeyin.

- Bu sistemi belirlenen tedavi bolgeleri disinda vicudun herhangi bir bdlgesinde kullanmayin.

- Temizlemeden dnce sistemin guc¢ baglantisini kesin.

- Hastalar tedaviden dnce gozluklerini ve kontakt lenslerini ¢cikarmalidir.

Ikazlar

ikazlar, Valeda'nin kullanimi ile iligkili olasi zararlar dnleyecek dnemli bilgiler igerir.

- Yalnizca bu sistemle kullanilabilecegdi belirtilen aksesuarlari kullanin. Bu sistemle kullanilabilecedi
belirtimeyen aksesuarlarin kullanimi performansi dUsurebilir.

- Sistemin USB baglanti noktasina yalnizca Valeda LumiKey'i baglayin. Baska aygitlar baglamak
hastalara, operatdrlere veya UcuncuU taraflara yénelik daha énce tanimlanmamis riskler
dogurabilir. Uretici, USB bagdlanti noktasi baglantilari ile ilgili riskleri kontrol altina almak igin bazi
onlemler almistir. USB bagdlanti noktasi baglantisinda yapilan degdisiklikler yeni riskler dogurabilir.

- Sistemin gUcUnUn kesilmesini gerektiren acil bir durumda ya gu¢ dugmesini kapatin ya da siste-
min fisini elektrik kaynagindan ¢ekin.

- Valeda’yl s6kmeye kalkismayin.

Onlemler

Onlemler, Valeda’'nin guvenli ve etkili kullanimi icin gerekli dzeni géstermesi veya olasi zarar veya
aksilikleri dnlemek i¢cin dnceden alinabilecek tedbirler konusunda operatdru uyarmaya yonelik
onemli bilgilerdir.

- Bu cihazin hamile kadinlar Uzerinde kullanimi test edilmemistir.

- Dogrudan Valeda’'nin Uzerine temizlik maddesi puskirtmeyin veya dékmeyin.

- Valeda'yl temizlerken asindirici maddeler kullanmayin.

Bilgiler

Asagida Valeda’nin kullanimi ile ilgili faydal bilgiler verilmistir.

- Valedaq, 1sik deliginden 590, 660 ve 850 nm isik yayan diyotlara (LED) sahiptir. Valeda, gdz gUvenligi
icin LED cikisini kabul edilebilir endUstri standartlari (IEC 62471) dahilinde olacak sekilde sinirlandir-
mak Uzere tasarlanmistir.

Klinik Veriler )
Valeda’nin klinik guvenlilik ve etkililigi ile ilgili bilgiler LumiThera Onceki Arastirmalar Raporunda
bulunabilir ve talep Uzerine temin edilebilir.



8. Kurulum

Genel Bakis
Valeda oda sicakligi ve neminde kontrolld bir oda ortaminda kullaniimak Gzere tasarlanmistir. Bkz.
Teknik Ozellikler, sayfa 23.

Valeda’nin ambalajini agmadan dénce nakliye kutusunda hasar olup olmadigini kontrol edin. Hasar
tespit ederseniz durumu nakliye firmasina bildirin ve sistem ambalajindan ¢ikarilirken yaninizda bir
temsilcinin bulunmasini isteyin. TUm ambalaj malzemelerini orijinal halinde saklayin ve LumiThera ile
iletisime gecin.

Kutu icerigi

Nakliye kutusu sunlarricerir:

- Valeda Light Delivery System

- Valeda LumiKey

- Valeda Alin Destedi Koruyucu Bantlar Paketi

- Valeda Cene Destegdi Koruyucu Bantlari Paketi
- Valeda Toz Kilifi

- Valeda GU¢ Kablosu/Kablolari

- Valeda Light Delivery System Kullanici Kilavuzu
- Hizh Basvuru Kilavuzu

Valeda’nin Kurulumu

- Valeda, hasta ve operatdr icin birer sandalye ve hastalarin boylarindaki farkliliklara uyum sagla-
mak Uzere yUksekligi ayarlanabilir bir masa ile birlikte kullaniimaldir.

- Sistemi nakliye kutusundan ¢ikarin ve ayarlanabilir masaya yerlestirin.

- Valeda'yl operatdrin sistemin hem hasta hem de operatoér tarafina erisebilmesine izin verecek
sekilde konumlandirin. Hasta sistemin hasta tarafinda rahat bir sekilde oturabilmelidir.

- Valeda’'nin sert, dUz bir zeminde oldugdundan ve yan havalandirma deliklerinin &5nUndn kapan-
madigindan emin olun.

- Kutuda birden fazla gug kablosu bulunabilir. Bulundugunuz yere uygun gu¢ kablosunu secgin. GU¢
kablosunu birime takin ve topraklanmis bir prize baglayin.

- GU¢ kablosunun takilma tehlikesi yaratmadigindan emin olun.

- Sicak veya soduk saklama (15°C’'nin alti veya 30°C’'nin UstU) kosullarinin ardindan kullanmadan
odnce sistemin oda sicaklidl ve nemine ulasmasi igin bir saat bekleyin.

9. Kullanma Talimatlari

Valeda’nin kullanimi asagidaki adimlardan olusur:
- Sistem kurulumu

- Hastanin hazirlanmasi

- Isin hizalama islemi

- Tedavi islemi

- Temizleme ve saklama

Valeda’nin Kurulumu

- Toz kilifini ¢ikarin.

- Sistemde belirgin bir hasar olup olmadidini kontrol edin.

- Sistemin uygun bir elektrik prizine takili oldugunu ve tum baglantilarin saglam oldugunu dogdru-
layin. Bkz. Teknik Ozellikler, sayfa 23.

- GU¢ dugmesini acik konuma getirerek sistemi acin.

- Sistemin aciimasini ve kendi kendini test etme islemini uygulamasini bekleyin. Kendi kendini test
etme islemi tamamlandiginda dokunmatik ekranda ana ekran goérunur.
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Hasta tedavisini baslatmak icin bUyUk “+” dogmesine dokunun (Sekil 4).

Siradaki ekran biri alin destegdi ve digeri cene destegi igin olmak Uzere tek kullanimlik hasta
koruyucu bantlarinin uygulanmasina iliskin talimati gésterir (Sekil 5).

Tek kullanimlik koruyucu bantlari cene ve alin destegdine yerlestirin ve “Devam” @ dugmesine
dokunun.

- A

¢ ] Yeni hasta koruma bariyerleri uygulayin %

\

Daha fazla koruyucu bariyer almak icin www.lumithera.com/login adresini ziyaret edin

SEKIL5




Siradaki ekran kalan Valeda Tedavi Kredisi sayisini gdsterir. “Devam” —) dugmesine dokunun
(Sekil 6).

Kredi gerekliyse Tedavi Kredisi BOIUmune bakin.

) -
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kalan krediler

Daha fazla Valeda kredisi almak icin www.lumithera.com/login adresini ziyaret edin

SEKIL 6
Bir g&zUn muU yoksa her iki gdzUn birden mi tedavi edilecegdini segin (Sekil 7).
(j Tedavi edilecek g6z sayisini segin
; i‘/! ! ;’\ J /l 5 !\"\_ %
Veya
SEKIL 7

Tedavi icin bir géz secilmisse dokunmatik ekrandan hangi gézUn tedavi edilecedini secin (Sekil 8).
Tedavi icin iki g6z secilmisse bu ekran gorintUlenmez. Her zaman ilk olarak sag (OD) gz, ardin-
dan sol (OS) gz tedavi edilir.



¢ ) Tedavi edilecek g6zi secin

OD

Hastanin sag
goziu

OS )

Hastanin sol
gozi

\\> 44/ SEKIL 8

Kamera tedavi edilmek Uzere secilmis gdze hareket eder ve isinin géruntUlenmesi ve hastanin
gbzunde konumlandiriimasi icin acilir.

Hastanin Hazirlanmasi

1. Hastanin gézlUklerini ve kontakt lenslerini cikardigindan emin olun.

2. Hastanin alnini alin destegdine yerlestirin. Hastanin alni tespit edilmezse sistem “Hasta tespit
edilemedi” uyarisi verir.

3. Hastanin gozlerini dikey olarak isik deliginin merkezine gelecek sekilde konumlandirmak icin cene
desteginin yUksekligini ayarlayin (Sekil 9).

4. Hastanin ¢genesinin cene destegindeki konumunu asagida gdsterildigi sekilde ayarlayin (Sekil 9).

SEKIL 9

5. Hastanin sacglarinin isik deliginin 6nUne gelmediginden emin olun.
6. Hastanin sistem ile dogru sekilde hizalandigindan emin olmak igin hastayi tedavi suresince izleyin.

10



Isin Hizalama iglemi

Dokunmatik ekranda kamera goéruntisunu izlerken, Valeda’'nin operatdr tarafindaki isin hizalama
kolunu kullanarak hedefleme isinini (sari daire) gdz yuvasini doldurana kadar sol/sag ve
yukari/asagi yénde hareket ettirin. Dokunmatik ekrandaki resim 1sinin ve hastanin géruntulenecek
gdzUNUn dogru konumunu gosterir (Sekil 10).

e Optigi ve OD’yi (hastanin'sagigozu) hizalayin o

Asagidaki kumanda kolunu kullanarak i1sik demetini g6z yuvasinin tstiinde ortalayin.

SEKIL10

Isin hizalandiginda hastaya siz hareket edebilecedini sdyleyene kadar sabit durmasini sdyleyin.
Dokunmatik ekranda yer alan “Onay” @ dugmesine dokunun (Sekil 10).

Tedavi igslemi
Tedavi 4 asamadan olusur:

1. Tedavi 35 saniyelik darbeli sari ve yakin kizilétesi (NIR) dalga boylari ile baslar, gozler acik olacaktir.
2. Ardindan 90 saniyelik sUrekli kirmizi isik dalga boyu gelir, gézler kapali olacaktir.
3. Tedavi 35 saniyelik darbeli sari ve NIR dalga boylart ile tekrar eder, gdzler agik olacaktir.

4, Bir 90 saniyelik daha surekli kirmizi isik dalga boyu ile tedavi sona erer, gdzler kapali olacaktir.

Operatdr, hastaya 1. ve 3. asamada gdzlerini agik tutmasini, 2. ve 4. asamada ise kapall tutmasini
sdyler.

1



Dokunmatik ekranda Tedaviye Hazir ekrani géruntUlenir.

(D Tedavi bilgisini dogrulayin J

tedavi sayisi: 2
tedavi edilecek g6z OD (Hastanin sagi)
(gozler): OS (Hastanin solu)

Yukarndaki bilgi yanlssa, geri digmesini kullanarak
secimleri degistirin. Bilgi dogruysa onay diigmesine
basarak devam edin.

SEKIL 1

Bu ekranda yer alan tUm bilgilerin dogru olup olmadigini kontrol edin ve ardindan “Onay” \J/\
dugmesine dokunun (Sekil 1). ’

Hastaya 1. asama igin gézunU agik tutmasi sdylenir (Sekil 12).

Tedavinin 1 asamasini baslatin

Hastanin g6zl bu asama boyunca acik olmalidir. Géziin agik oldugunu
@ dogrulayin, ardindan asagidaki yesil diigmeye basarak baslatin.

SEKIL 12

12



Tedaviyi basglatmak igin sistemdeki yesil aktivasyon dUgmesine basin. Ekranda bir ilerleme
cubugu belirecektir. llerleme cubugu soldan saga dogru dolarken bir geri sayim sayaci
goruntilenir (Sekil 13).

Asama 1 devam ediyor

kalan saniye 21
Hastanin gézleri bu asama boyunca acik olmalidir.

baslat agama 1 agama 2 asama 3 asama 4

Tedaviyi duraklatmak icin asagidaki yesil diigmeye basin.

SEKIL13

Valeda her bir asama tamamlandidinda duraklayacaktir. Ornedin, birinci dalga boyu tedavi
asamasl tamamlandiginda ekranda hatanin géz kapadi pozisyonuna (acgik veya kapal) iliskin
talimatlar gorolur ve géz kapadi pozisyonunu dogrulamak igin canl bir video gdérintulenir
(Sekil 14).

Tedavinin 2 asamasini baslatin

Hastanin g6zii bu asama boyunca kapali olmalidir. Goztin kapali

Q oldugunu dogrulayin, ardindan asagidaki yesil diigmeye basarak
baslatin.

SEKIL 14
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Hastaya 2. asama icin gdzlerini kapal tutmasi sdylenir.

Siradaki asamayi baslatmak icin sistemdeki yesil aktivasyon dogmesine basin. ilerleme gubugu
soldan saga dogru dolarken bir geri sayim sayaci gérintUlenir (Sekil 15).

Asama 2 devam ediyor
kalan saniye 66
Hastanin gdzleri bu asama boyunca kapali olmalidir.

baslat agama 1 asama 2 asama 3 asama 4

Tedaviyi duraklatmak icin asagidaki yesil diigmeye basin.

SEKIL 15

3. ve 4. asamalari tamamlamak igin izlenecek adimlar 1. ve 2. asama i¢in agiklanan adimlaria
aynidir.

Hastanin diger gozU de tedavi edilecekse sistem, ilk gézUn tedavisinin 4 asamasi tamamlandiktan
sonra asagidaki ekrani géruntudler.

ilk tedavi tamamlandi J

tedavi sayisi: 2
tedavi edilecek g6z OD (Hastanin sagi)
(gozler): OS (Hastanin solu)

ikinci tedaviye baslamak igin onay digmesine basarak
devam edin.

SEKIL 16

‘Onay” J dUugmesine dokundugunuzda sistem ikinci gdézin tedavisi igin Isin Hizalama islemine
geri doner.

14



Tedavi seansinin tamamlanmasinin ardindan bitis ekrani goérinttlenir (Sekil 17).

Hastaya sistemden kalkmasini sdyleyin.

Alin ve ¢cene destegdi koruyucu bantlarini ¢gikarin ve atin.

[

-

Tedavi tamamlandi /ﬂ\

Hasta koruma bariyerlerini atin

J

Hasta tedavilerine devam etmek igin “Ana Ekran” @ dugmesine dokunun.

O gun igin tum hastalar tedavi edildiyse Valeda’yl kapatin.

Tedavinin Duraklatiimasi

SEKIL 17

Tedavi asamasi herhangi bir zamanda sistemdeki yesil aktivasyon dugmesine basilarak veya
hastanin sistemden kalkmasiyla duraklatilabilir (Sekil 18).

f

Asama 2 duraklatild
kalan saniye 59

Tedaviye devam etmek icin yesil digmeye basin.

~

Tedavi Duraklatildi

Tedaviye devam etmek icin hastanin
yerlestiginden emin olun ve asagidaki yesil
diigmeye basin.

Tedaviyi iptal edip ana mentye dénmek icin
asagidaki kirmizi diigmeye basin.

J

SEKIL 18

15



Tedaviye devam etmek icin sistemdeki yesil aktivasyon dugmesine basin.

Video ekraninda hizalamayi ve gz kapagdinin durumunu kontrol edin (Sekil 19).

Tedavinin 2 asamasini baslatin

Hastanin g6zii bu asama boyunca kapali olmalidir. Gdzlin kapal

Q oldugunu dogrulayin, ardindan asagidaki yesil diigmeye basarak
baslatin.

$EKiL 19

Tedaviyi duraklatildigl yerden yeniden baslatmak icin yesil aktivasyon dugmesine basin.
Tedavinin iptal Edilmesi
Tedavi duraklatildiginda sistemdeki kirmizi dogmeye basilarak iptal edilebilir; bu durumda asagida-

ki mesaj goéruntilenir (Sekil 20). Tedavi iptal edilirse hastanin tam bir tedaviyi tamamlamadigi kabul
edilir. Doktor ve hasta tedavinin yeniden planlanmasinin gerekip gerekmedigine karar verebilir.

Tedavi iptal edildi a

Tedavi edilmemis gz (gézler): Sol (OS)

Tedavi 23 saniye sonra faz 3 i¢inde iptal edildi.
Tedavi tamamlanmad!

DURDUR diigmesine basildigr i¢in tedavi iptal edildi.

SEKIL 20
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Sistemin Temizlenmesi ve Saklanmasi

Alin ve ¢cene destegindeki tek kullanimlik koruyucu bantlari ¢ikarin ve atin. Gerekliyse sistemi bu
Kullanici Kilavuzunda belirtilen temizleme talimatlarina uygun olarak temizleyin (sayfa 20). Sistemin
kapall oldugundan emin olun ve toz kilifini sisteme gecirin.

10. Valeda Tedavi Kredileri

Valeda, Tedavi Kredileri OImadan Calismaz

- Tedavi kredileri www.lumithera.com adresinde yer alan LumiThera e-ticaret magazasindan satin
alinir.

- LumiThera, size elektronik bir LumiFile dosyasi verecektir.

- Bu elektronik dosyayl LumiKey’inize kopyalayin.

- LumiKey’i Valeda’nin é6nunde yer alan USB baglanti noktasina takin.

- Valeda LumiKey'’i otomatik olarak okur ve uygun sayida krediyi sisteminize ekler.

Odemesiz Dénem Tedavi Kredileri

Odemesiz dénem kredileri online satin alma basarisiz oldugunda kullanilacaktir. Odemesiz dénem

kredileri satin almak i¢in LumiThera muUsteri hizmetleri ile iletisime gegin.

Odemesiz donem tedavi kredilerini etkinlestirmek igin:

- Ana meniden “Bilgi” (@) digmesine basin,

- Bilgi ekraninin sad Ust kdsesinde yer alan “+” digmesine basin.

- LumiThera sisteminize dzel bir alfanumerik kod verir. Odemesiz dénem kodlari sisteme 24 saat
icinde yuklenmelidir. )

- Kodu Valeda’ya girin ve devam etmek icin “Devam” —) dugmesine basin (Sekil 21).

¢ ) LumiThera'dan alinan édiing kredi kodunu girin %
1 2 3 4 5 6 7 8 9 0 asil
Q W E R T Y u I o] P
A S D F G H J K L _ Girg
z X C v B N M + @ =

SEKIL 21
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Odemesiz dénem kodu kabul edilmisse kullanilabilir toplam krediyi gdsteren bir onay ekrani

goruntUlenir (Sekil 22).

Odiing kredi kodu onayi

Su anda 100 &diing krediniz var. Toplam kredi sayisi su anda 102,

Odemesiz dénem kodu reddedilmisse asagdidaki ekran géruntUlenir (Sekil 23).

Odiing kredi kodu onayi

Su anda 0 diing krediniz var. Toplam kredi sayisi su anda 2.

Oding kredi kodunuz kabul edilmedi. Tam olarak alindigi sekilde yazdiginizi
dogrulayarak tekrar yazmalisiniz. NOT: Odiing kredi kodlarini LumiThera'dan aldiktan
sonraki 24 saat icinde kullanmalisiniz.

()

SEKIL 22

SEKIL 23
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1. Valeda Ayarlari

“Ana ekran” \/h\ dugmesine basin. Ekranda yer alan “Ayarlar” Q digmesine basarak Ayarlar
MenUsUne ulasilabilir (Sekil 24).

()

Teknisyen ayarlarina erisim igin bir teknisyen LumiKey kodu girin.

1

Dil

SEKIL 24

“Dil” dugmesi secildiginde sisteminizdeki mevcut dillerin bir listesi gorintUlenir (Sekil 25). Her sistemde

birden fazla dil secenegdi bulunmaz.

=

Bir dil secin

Mevcut secim: Tiirkce-Tiirkiye

» English... » Frangais...
Deutsch EAANvika
English _
USA Espafol
Francais Francais
Canada France

Norsk Nederlands

Dansk

English
UK

Suomi

Italiano

Portugués

SEKIL 25
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“Bilgi” @ dugmesine basildidinda tedavi kredileri de ddhil olmak Uzere sisteme iliskin dGnemli bilgiler
géruntulenir.

Son bakim: 2019-12-13 ‘
Model: Valeda® ; O U
Seri numarasi: 00099

Odeme kodu: ABC123

Yazilim siiriimii: 04.07 kalan krediler
Bellenim siirlimii: xx.xx Daha fazla Valeda kredisi almak icin
Donanim siiriimii: xx.xx www.lumithera.com adresini ziyaret edin

SEKIL 26

12. Temizleme

- Hasta tarafindaki isik delidi bir lens temizleme bezi veya optik cam temizleyicisi ile temizlenebilir.

- Hastaya temas eden alanlar izopropil alkollu bezlerle temizlenebilir.

- Hasta tarafindaki 1sik deligi hari¢c Valeda’nin dis yuzeyi yumusak sabunlu solUsyon ile temizlenebilir.
- Birime herhangi bir sivi pUskirtmeyin veya ddkmeyin. Temizlik icin nemli veya kuru bir bez kullanin.

- Isik deligi kontamine olmus gibi gdérunUyorsa LumiThera ile iletisime gecin.

13. imha

Koruyucu Bantlarin imha Edilmesi
Koruyucu bantlarin imha edilmesi konusunda muayenehanenizin prosedirine, endustri ilkelerine
veya resmi yonetmeliklere uygun hareket edin.

Sistem
Bulundugunuz toplumda elektronik ekipmanlarin imhasina iliskin dizenlemeler mevcut olabilir.
Elektronik ekiomanlarin imha edilmesi konusunda yerel yénetmeliklere uygun hareket edin.

14. Bakim

- TUm Valeda sistemleri teknik sartnameye uygun olarak Uretilir.

- Operator tarafindan bakim islemi uygulanmasi gerekmez.

- TUm servis ve bakim islemleri LumiThera tarafindan saglanir.

- Bir sorun olmasi halinde veya Valeda’nin bakim gerektirdiginden suphelenirseniz LumiThera ile
iletisime gegin.

DIKKAT - Sistemi sdkmeye kalkismayin.

Operatdérun bakim veya onarim yapabilecedi herhangi bir bilesen bulunmamaktadir. DUzenegi
parcalarina ayirmaya kalkismayin.
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15. Sorun Giderme

Valeda tarafindan bir sistem hatasi tespit edilmesi durumunda ekranda bir hata mesaji belirir.
MUmMkUn olan durumlarda ekranda hata tanimlanir (Sekil 27).

Valeda'da bir ariza olustu %

Arniza Adr: Asin isinma
Anza Kodu: LT-166

Céziim: Valeda, ortam sicakhiginin 30°C'nin tizerinde oldugu bir odada
calistinimamalidir. Sogutma fani havalandirmalan tikanirsa Valeda Isik iletim Sistemi agin
isinabilir. Cihazin diiz, sert bir ylzey tzerinde durdugundan ve havalandirma
agikliklarinin tikali olmadigindan emin olun.

Teknik destek bilgileri: 99,LT-166,23,50,0,2019-12-13,00000000,-1,-1
208, 166, 166

SEKIL 27

Her sistem hatasi icin asagidakileri uygulayin:

- Hata mesajini kaydedin.

- Sistemin yeniden baslatiimasi bir tedavinin devam etmesini saglayabilir.
- Yardim i¢in LumiThera ile iletisime gegin.

- TUm sistem sorunlarini LumiThera’ya bildirin.
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Hatalar ve Alarmlar i¢in Sorun Giderme Rehberi

Ekran Mesaiji

Asirtisinma
LT-166

Aciklama

LED’ler calisma sirasinda
cok fazla isindi.

Ek Talimat

Oda sicakliginin cok yUksek olmasi bu
duruma neden olabilir. Sistem oda
sicakh@inin 30°C’nin Uzerinde oldudu
ortamlarda calistirimamalidir. Sogutma
fani deliklerinin kapanmasi sistemin asiri
Isinmasina neden olabilir. Sistemin sert,
dUz bir zeminde oldugundan ve hava-
landirma deliklerinin &nUnun kapan-
madigindan emin olun.

Hasta sensoru
arizalandi
LT-141

Hasta sensdru sistemin alin
destegine yerlestiriimistir.

Sistem, LumiThera servis teknisyeni
tarafindan onariimaldir.

Go&z secim aynasi

dondu
LT-133

Isini dogru goz icin konum-
landiran i¢ motor takildi.

Sistem, LumiThera servis teknisyeni
tarafindan onariimahdir.

LED arizalandi
LT-117

LED’lerden biri calismiyor.

Sistem, LumiThera servis teknisyeni
tarafindan onariimaldir.

Istk motoru
iletisim hatasi
LT-190

Dokunmatik bilgisayar isik
motoru ile iletisim
kuramiyor.

Sistem, LumiThera servis teknisyeni
tarafindan onariimahdir.

Sogutma fani
hatasi
LT-232

Sistemdeki fanda fanin
dénUp donmedigi tespit
eden bir sensoér bulunur.

Sistem, LumiThera servis teknisyeni
tarafindan onariimaldir.

Kamera hatasi
LT-208

Hedefleme icin kullanilan
kamera arizalandi.

Sistem, LumiThera servis teknisyeni
tarafindan onariimahdir.

Istk motoru
arizalandi
LT-109

Istk motorunda entegre

guvenlik kontrolleri bulunur.

Bu gUvenlik kontrollerinden
herhangi biri basarisiz

olursa bu mesaj goéruntule-
nir ve sistem calistirilamaz.

Sistem, LumiThera servis teknisyeni
tarafindan onariimaldir.

Baslatma veya
durdurma
dugmesi
arizalandi
LT-158

Sistemin 6nUndeki dugmel-

erden biri dogru ¢alismiyor.

Sistem, LumiThera servis teknisyeni
tarafindan onariimalhdir.
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16. Teknik Ozellikler

Parametre Ozellik

Boyut

530 mm yUkseklik x 300 mm genislik x 330 mm derinlik

Agirlik

10,8 kg

Elektrik GUcU Girigi

100 — 240 VAC, 50/60 Hz,1,0 - 0,5 A

Sigorta Degeri

Voltaj: 250 V

Akim: 2 A

Calisma hizi: Yavas

Boyut: 5 x 20 mm

|[EC Sigorta Kodu: T2AL250V

Isik Kaynaklari

Isik yayan diyotlar (LED’ler)

Isik Yayimi 590 nm ¢ikis: 5 mW/cmz2
660 nm ¢lIkis: 65 mW/cm2
850 nm ¢ikis: 8 mW/cm2
Isin Capil Tedavi dUzleminde 30 mm (nominal)

Tedavi Maruziyet
SuUresi

Toplam 250 saniye (4 dakika 10 saniye). 4 asama vardir:

1. Asama - 35 saniye, hastanin gozleri agik
2. Asama - 90 saniye, hastanin gdzleri kapali
3. Asama — 35 saniye, hastanin gozleri agik
4. Asama - 90 saniye, hastanin gozleri kapali

Calisma Ortami

Sicaklik: 15 = 30°C
Nem: %15 — 90 (yogusmasiz)
YUkseklik: Maksimum 3.000 m

Yerinde Saklama
Ortami

Sicaklik: 15 = 30°C
Nem: %15 — 90 (yogusmasiz)
YUkseklik: Maksimum 3.000 m

Tasima Ortami

Sicaklik: -18 — 60°C
Nem: %15 — 90 (yogusmasiz)
Basing: 700 — 1060 hPa

Giris Koruma Derecesi

EC 60529: IP2X

Elektriksel GUvenlik
Sinifi

IEC 60601-1
BF tipi uygulamali parca

Elektromanyetik [EC 60601-1-2
Uyumluluk
Fotobiyolojik GUvenlik IEC 62471

Risk Grubu: Muaf
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Teknik Ozellikler Devami

Parametre

Ozellik

Valeda LumiKey

USB 2.0-uyumlu bellek aygiti
Microsoft Windows USB Yigin Depolama sinifi aygitlaria uyumludur
USB A baglanti noktasi olan Apple Mac bilgisayarlarla kullanilabilir.

17. S6zlUkce

Kisaltma/Terim Tanim

AC Alternatif akim

A/m Metre basina amper

Delik Isik enerjisinin yayildigr aciklik

ESD Elektrostatik bosalma

GHz Gigahertz

Hz Hertz

[EC Uluslararasi Elektroteknik Komisyonu

[sinim Birim alan basina isima gucu (isima gucU bdlU 1sin alani); yani bir zeminin
bir unsuru Uzerine gelen isinim akisinin (d®), o unsurun alanina (dA)
bAIUMU (SI birimleri = W/m2)

Kg Kilogram

kV Kilovolt

kHz Kilohertz

LED GUcU Saniye basina jul veya watt ile dlcUlen isima enerjisi akisinin zaman hizi

LED Isik yayan diyotlar

MHz Megahertz

m Metre

mm Milimetre, bir metrenin 1x10-3°0

NIR Yakin Kizilétesi Isinim, insan gézunUn gérebilecedinden biraz daha uzun

dalga boyuna sahip isik
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S6zlUk¢ce Devami

Kisaltma/Terim Tanim

nm Nanometre, bir metrenin 1x 10-9'u

OD Oculus dexter, hastanin sag gozu

oS Oculus sinister, hastanin sol gézu

P 18. bolUmde tanimlandigi Uzere

PBM FotobiyomoduUlasyon

Darbeli Acik ve kapali durum arasinda hizla gegis yapan LED cikisi
RF Radyo frekansi

VP P’nin karekdku (18. bolimde tanimlandigr Uzere)
V/m Metre basina volt

VAC Voltluk alternatif gerilim

VRMS Voltajin karekdk ortalamasi

W Watt

18. Rehberlik ve Uretici Beyanlari

TUm Ekipman ve Sistemler icin Elektromanyetik Emisyonlar
Valeda asagida acgiklanan elektromanyetik ortamlarda kullanim icindir. Valeda’nin operatdru
sistemin boyle bir ortamda kullanildigindan emin olmalidir.

Emisyon Testi Uyumiluluk Elektromanyetik Ortam - Rehberlik

RF Emisyonlari CISPR T1sa | A Sinifi Sistem, ev ve ev amacl kullanilan binalara gug
saglayan kamusal dusuk voltajll aga dogrudan

Harmonik Emisyonlar A Sinifi bagli tesisler disinda tUm tesislerde kullanima

[EC 61000-3-2 uygundur.

Gerilim Dalgalanmalari Uyumlu

(Kirpisma) EN 61000-3-3
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Tum Ekipman ve Sistemler icin Elektromanyetik Bagisiklik

Valeda asagida agiklonan elektromanyetik ortamlarda kullanim icindir. Valeda’nin operatdru

sistemin boyle bir ortamda kullanildigindan emin olmalidir.

Bagisiklik Testi

Elektrostatik Desarj
(ESD)
[EC 61000-4-2

Uyumluluk DUzeyi

+ 15 kV hava
+ 8 kV temas

Elektromanyetik Ortam -
Rehberlik

Zemin ahsap, beton veya
seramik fayanstan yapll-
malidir. Zemin sentetik mal-
zeme kapliysa bagil nem en az
%30 olmalidir.

Elektriksel Hizl
Gegici Rejim/Patla-
ma

[EC 61000-4-4

AC elektrik hatlarinda
2 kV

Sebeke guc¢ kalitesi tipik ticari
veya hastane ortamindaki gibi
olmalhdir.

Ani/Gegici Gerilim
IEC 61000-4-5

AC gU¢ noktalarinda
2 kV hat-toprak

AC gU¢ noktalarinda
1kV hat-toprak

Sebeke gU¢ kalitesi tipik ticari
veya hastane ortamindaki gibi
olmalhdir.

Voltaj DUsmesi ve
Kesintiler
[EC 61000-4-11

- %0, 0,5 D6ngU
- %0, 1 D&Ngu

- %70, 25 D6NgU
- %0, 250 D6ngu
(Kesinti)

Sebeke guc¢ kalitesi tipik ticari
veya hastane ortamindaki gibi
olmalhdir.

GU¢ Frekansi
Manyetik Alanlari
IEC 61000-4-8

30 A/m; 50/60 Hz

GUg¢ frekansi manyetik alanlari
tipik ticari veya hastane ortami
icin gecgerli olan seviyelerde
olmalidir.
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Yasam Destegi Olmayan Ekipman ve Sistemler i¢in Elektromanyetik Bagisiklik
Valeda asagida aciklanan elektromanyetik ortamlarda kullanim igindir. Valeda’nin operatéri
sistemin bdyle bir ortamda kullanildi§indan emin olmalidir.

Bagisiklik Testi Uyumluluk Dizeyi Elektromanyetik Ortam - Rehberlik
Yayilan RF 3V/m Portatif ve mobil RF iletisim ekipmanlari,
IEC 61000-4-3 80 MHz ila 2,7 GHz sistemin herhangi bir parcasina verici

frekansi icin gecerli olan denklem ile hesap-
lanan 6nerilen ayrim mesafesinden daha
yakinda kullaniimamalidir.

Onerilen ayrim mesafesi
d=(12)P)

d =(1,2)(P)
80 kHz ila 800 MHz

d =(2,3)(VP)
800 MHz ila 2,5 GHz

Bu denklemde, P, verici Ureticisine gore
vericinin watt (W) cinsinden maksimum gic
cikis derecesini ve d, tavsiye edilen metre (m)
cinsinden ayrim mesafesini ifade eder.

Elektromanyetik saha tetkiki ile belirlenen,
sabit RF vericilerinin alan gugleri, her bir
frekans araligina ait uyumluluk duzeyinin
altinda olmalidir.

Verici iceren ekipmanlarin yakininda parazit
meydana gelebilir.
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Yasam Destedi Olmayan Ekipman ve Sistemler igin Onerilen Ayrim Mesafesi

Valeda, yayilan bozulmalarin kontrol edildigi bir elektromanyetik ortamda kullaniimak Uzere tasar-
lanmistir. Valeda’nin operatdry, iletisim ekipmaninin maksimum ¢ikis gucUne gore asagida dnerildigi
Uzere portatif ve mobil RF iletisim ekipmanlari ile sistem arasinda minimum bir mesafeyi koruyarak
elektromanyetik parazitin &dnlenmesine yardimci olabilir.

Maksimum Cikis Ayrim Mesafesi (metre) Ayrim Mesafesi (metre) | Ayrim Mesafesi (metre)
GicU (watt) 150 kHz ila 80 MHz 80 kHz ila 800 MHz 800 MHz ila 2,5 GHz
d =(1,2)(VP) d = (1,2)(VP) d = (2,3)(vP)
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
10 3,8 3,8 7,3
100 12 12 23
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Indications for Use

The indicated use is for treatment of ocular damage and disease using photobiomodulation,
including inhibition of inflammatory mediators, oedema or drusen deposition, improvement of wound
healing following ocular trauma or surgery, and increase in visual acuity and contrast sensitivity in
patients with degenerative diseases such as dry age-related macular degeneration.
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1. Introduction

This manual provides the indications, contraindications, instructions for use, warnings, cautions
and precautions for the Valeda® Light Delivery System. Carefully read this manual in its entirety
before using the Valeda Light Delivery System. Failure to follow these instructions may resultin
improper use of the system.

Terminology — within this User Manual, the words “Valeda” and “System” are used to identify
collectively all components (and accessories) of the Valeda Light Delivery System. For questions
regarding Valeda, please contact LumiThera®.

2. Valeda Light Delivery System Description

Overview

Valeda is a multi-wavelength light emitting diode (LED) system designed for eye care professionals
to use in the treatment of the eye with photobiomodulation (PBM). Valeda will provide a pre-set
treatment of PBM to the patient’s eye and retinal tissue through the open and closed eyelid.

Valeda uses three LEDs to generate 590, 660 and 850 nm light, which is conditioned through a series
of optics to produce a uniform, noncoherent beam of 30 mm diameter at the plane of treatment.
The beam is directed by adjustable mirrors to allow treatment of either eye without repositioning
the patient.

The operator interface (Figure 1) consists of a touchscreen, start and stop push buttons, and a
joystick to centre the beam on the patient’s eye. A USB port is used to load Valeda Treatment
Credits into the system.



The patient interface (Figure 2) consists of a fixed forehead rest, the light aperture and an adjustable
chin rest. The adjustment range of the chin rest is designed to accommodate the full range of the
intended patient population. Single-use disposable protective barriers mitigate contamination
between patients.

* Touchscreen /

Start/Pause Button

Beam Alignment Joystick
Stop Button
USB Port

" A
LumiThera

Patient Forehead Rest

-
Y

Patient Light Aperture ' ,

UALEDA

Patient Chin Rest
Power/On-Off Switch e \
| I
FIGURE 1 OPERATOR’S PERSPECTIVE FIGURE 2 PATIENT'S PERSPECTIVE
Components
Valeda Light Delivery System 200001
Valeda User Manual LBL-0001
Valeda Chin Rest Protective Barriers 300001
Valeda Forehead Rest Protective Barriers 300002
Valeda LumiKey 300003
Valeda Dust Cover 300004
Valeda Power Cord(s) 300005
Valeda Treatment Credits 300006

Replacement components may be purchased by contacting your LumiThera representative or
through the LumiThera e-commerce store at www.lumithera.com.



Disposables

FIGURE 3 DISPOSABLE PROTECTIVE BARRIERS

There are 2 types of disposable protective barriers: one for the forehead rest and one for the chin
rest (Figure 3).

Valeda LumiKey

A Valeda LumiKey is a standard USB storage drive used to transfer Valeda Treatment Credits as
electronic files (LumiFiles) generated by LumiThera to Valeda. Encrypted electronic files ensure
that Valeda will process only files prepared by LumiThera.

Valeda Dust Cover
A dust cover is provided to protect Valeda from dust and mild abrasions. Remove before and
replace after use of Valeda.

3. Valeda Light Delivery System Operation

1. The patient is seated in front of Valeda and disposable protective barriers are placed over
the forehead and chin rests between Valeda and the patient.

2. The patient rests against Valeda forehead rest for stabilisation.

3. The operator adjusts the chin rest to best maintain the patient’s eye position relative to
Valeda, prompts the patient to open or close their eyes as necessary, performs final
alignment of the light source to the patient’s eye, activates the light source, and monitors
the treatment progress.

4, During treatment, the patient positions their head against Valeda, maintains that position
during treatment (35-90 seconds for each delivery interval), and opens or closes their
eyelids as instructed by the operator.

5. The patient does not have to fixate their eye position or focus during light delivery.

6. Valeda will indicate when the LEDs are on and automatically turn off the light source
after the defined treatment time.

7. The patient then pulls away from Valeda, the protective barriers are discarded and
Valeda is turned off.

8. The system does not require cleaning between treatments, but may be cleaned as
described in this manual. The dust cover may be placed over the system when appropriate.



4. Labelling Symbols

Consult instructions for use. Indicates the need for the user to consult the
instructions for use.

Refer to instruction manual/booklet. Signifies that the instruction manual/booklet
must be read.

Manufacturer. Indicates the medical device manufacturer.

Date of manufacture. Indicates the date when the medical device was
manufactured.

Authorised Representative. Indicates the authorised representative in the
European Community.

Catalogue number. Indicates the manufacturer's catalogue number so that the
device can be identified.

Batch code. Indicates the manufacturer’s batch code so that the batch or lot
can be identified.

Serial number. Indicates the manufacturer’s serial number so that the device
can be identified.

Applied Part, Type BF.

Do not reuse. Indicates a medical device that is intended for one use, or for use
on a single patient during a single procedure.

Temperature limit. Indicates the temperature limits to which the medical device
can be safely exposed.

Humidity limitation. Indicates the range of humidity to which the medical device
can be safely exposed.

WEEE Directive. Waste Electrical and Electronic Equipment Directive.

i B-@>Z 00 L LD

Fragile, handle with care. Indicates a medical device that can be broken or
damaged if not handled carefully.
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Keep dry.
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Do not stack.
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This way up.




Recycle.

Atmospheric pressure limitation. Indicates the range of atmospheric pressure to
which the medical device can be safely exposed.

Packaging unit. Indicates the number of pieces in the package.

Alternating current. Indicates on the rating plate that the equipment is suitable
for alternating current only.

Fuse. |dentifies fuse boxes or their location.

) s

Valeda Treatment Credits.

Back. Display navigation button to return to the prior screen.

Continue. Display navigation button to proceed to the next screen.

Confirmation. Display button to confirm displayed information.

Settings. Display navigation button to proceed to the system settings.

Home. Display navigation button to return to the home screen.

Information. Display navigation button to proceed to the system information
screen.

O NI

5. Indications for Use

The Valeda Light Delivery System is indicated for the treatment of ocular damage and disease
using photobiomodulation, including inhibition of inflammatory mediators, oedema or drusen
deposition, improvement of wound healing following ocular trauma or surgery, and increase in
visual acuity and contrast sensitivity in patients with degenerative diseases such as dry age-related
macular degeneration.

6. Contraindications for Use

As a precaution, patients have not been tested and should not be treated with Valeda if they have
any known photosensitivity to yellow light, red light or near infrared radiation (NIR), or if they have a
history of light activated central nervous system disorders (e.g., epilepsy, migraine). In addition,
patients should not receive treatment within 30 days of using any photosensitising agent (e.g.,
topicals, injectables) before consulting with their physician.



7. Important Safety Instructions

Valeda is a medical device and should be operated only by qualified medical professionals in
accordance with this manual and any applicable country or local laws and regulations. Prior to
using Valeda, be sure to review all described warnings and entire instructions for use. Failure to
follow the warnings may result in injury to the patient or operator or cause property damage.

Itis the responsibility of the operator and the institution or organisation where Valeda will be
operated to comply with their safety standards concerning the use of this system.

Warnings

Warnings are information relating to potential dangers when using Valeda.

- Do not use the system if damage is observed or if the system is not operating as expected.

- Do not modify the system.

- Use only the power cord provided with the system or supplied by LumiThera.

- Do not use the power cord if it has been damaged. Use of a damaged power cord may resultin a
fire or electrical shock hazard.

- To avoid the risk of electrical shock, the system must be connected only to supply mains with
protective earth.

- Do not treat patients with open sores that may come into contact with the system.

- Do not use this system on any part of the body other than designated treatment sites.

- Disconnect power to the system before cleaning.

- Patients should remove their glasses and contact lenses prior to treatment.

Cautions

Cautions are important information to prevent possible harm when using Valeda.

- Use only the accessories specified for use with this system. Use of accessories not
specified for use with this system may impair performance.

- Only connect a Valeda LumiKey to the system USB port. Connection to other equipment
could result in previously unidentified risks to patients, operators or third parties. The
manufacturer has implemented measures to control risks related to USB port connections.
Changes to the USB port connection can introduce new risks.

- In the event of an emergency in which power to the system must be shut off, either turn
off the power switch or unplug the system from the electrical source.

- Do not attempt to disassemble Valeda.

Precautions

Precautions are important information for alerting the operator to exercise special care necessary
for the safe and effective use of Valeda or a measure taken in advance to avert possible harm or
misfortune.

- This device has not been tested for use on pregnant women.

- Do not spray or pour cleaning agents directly on Valeda.

- Do not use abrasive agents to clean Valeda.

Information

The following useful information is related to the operation of Valeda.

- There are light emitting diodes (LEDs) in Valeda emitting at 590, 660 and 850 nm from the light
aperture. Valeda has been designed to limit LED output to be within acceptable industry
standards (IEC 62471) for eye safety.

Clinical Data
Information related to the clinical safety and efficacy of Valeda can be found in the LumiThera
Report of Prior Investigations and is available upon request.



8. Installation

Overview

Valeda is intended for use in a controlled room environment at ambient temperature and
humidity. See Technical Specifications on page 23.

Before unpacking Valedaq, inspect the shipping box for damage. If damage is present, notify the
freight carrier and ask for an agent to be present while the system is unpacked. Retain all packing
materials in their original condition and contact LumiThera.

Box Contents

The shipping box contains the following:

- Valeda Light Delivery System

- Valeda LumiKey

- Package of Valeda Forehead Rest Protective Barriers
- Package of Valeda Chin Rest Protective Barriers

- Valeda Dust Cover

- Valeda Power Cord(s)

- Valeda Light Delivery System User Manual

- Quick Reference Guide

Valeda Setup

- Valeda should be used with chairs for the patient and operator and a height-adjustable table to
accommodate variations in patient height.

- Remove the system from the shipping box and place on the adjustable table.

- Position Valeda so that the operator can access both the patient and operator sides of the
system. The patient must be able to be comfortably seated at the patient side of the system.

- Ensure that Valeda is on a flat, hard surface and that the side vent slots are not blocked.

- Multiple power cords may be in the box. Select the appropriate power cord for your location.
Attach the power cord to the unit and connect to a grounded outlet.

- Ensure the power cord is not a tripping hazard.

- Following hot or cold storage (below 15 or above 30°C), allow one hour for the system to reach
ambient temperature and humidity before using.

9. Operating Instructions

Operation of Valeda consists of the following steps:
- System setup

- Patient preparation

- Beam alignment procedure

- Treatment procedure

- Cleaning and storage

Valeda Setup

- Remove the dust cover.

- Verify the system has no obvious damage.

- Confirm the system is plugged into an appropriate electrical outlet and all connections are
secure. See Technical Specifications on page 23.

- Turn on the system by moving the power switch to the on position.

- Wait for the system to power on and run through the self-test. When the self-test is complete, the
home screen will appear on the touchscreen.
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To initiate a treatment for a patient, tap the large “+” button (Figure 4).

The next screen shows the instruction for applying the disposable patient protective
barriers, one to the forehead rest and one to the chin rest (Figure 5).

Apply the disposable protective barriers to the chin and forehead rest and tap the “Continue” @
button.

@ )

¢ ) Apply new Valeda Protective Barriers —)

\

To purchase more Protective Barriers visit www.lumithera.com/login

FIGURE 5




The next screen shows the number of Valeda Treatment Credits remaining. Touch the “Continue” —)
button (Figure 6). ’

Refer to the Treatment Credit Section if credits are needed.

- -
credits remaining

To purchase more Valeda credits visit www.lumithera.com/login

FIGURE 6

Select whether one eye or both eyes will be treated (Figure 7).

¢ ) Select the number of eyes to be treated

FIGURE 7

If one eye was selected for treatment, select on the touchscreen which eye is the one to be
treated (Figure 8). If both eyes were selected for treatment, this screen is not presented to the
operator. The right (OD) eye will always be treated first, followed by the left (OS).



¢ ) Select the eye to be treated
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The camera will move to the chosen treatment eye and will turn on to allow viewing and positioning
of the beam on the patient’s eye.

Patient Preparation

1. Verify that the patient has removed glasses and contact lenses.

2. Position the patient’s forehead against the forehead rest. If the patient’s forehead is not
detected, the system will display “No patient detected.”

3. Adjust the chin rest elevation to position the patient’s eyes vertically in the centre of the light
aperture (Figure 9).

4. Adjust the patient’s chin position on the chin rest as shown below (Figure 9).

FIGURE 9

5. Confirm the patient’s hair is outside the light aperture.
6. Monitor the patient throughout treatment to ensure proper patient alignment with the system is
maintained.

10



Beam Alignment Procedure
While watching the camera view on the touchscreen, use the beam alignment joystick on the

operator side of Valeda to move the targeting beam (yellow circle) left/right and up/down until the

beam fills the eye socket. The picture on the touch screen illustrates the correct position of the
beam and the patient’s eye to be viewed (Figure 10).

9 Align optics and OD (patientsright eye) °

Use the joystick below to center the light beam over the eye socket.

FIGURE 10

Once the beam is aligned, instruct the patient to remain in position until instructed to move.
Press the “Confirmation” /\/\/\ button on the touchscreen (Figure 10).

Treatment Procedure
The treatment will consist of 4 phases:

1. The treatment initiates with 35 seconds of pulsed yellow and near-infrared (NIR) wavelengths,
eyes open.

2. This is followed by 90 seconds of continuous red light wavelength, eyes closed.

3. The treatment will repeat with another 35 seconds of pulsed yellow and NIR wavelengths, eyes
open.

4. The treatment will finish with another 90 seconds of continuous red light wavelength, eyes closed.

The operator will instruct the patient to keep their eyes open during phases 1and 3 and then to
keep their eyes closed for phases 2 and 4.

n



The touchscreen will show the Treatment Ready screen.

¢ ) Confirm treatment information \/

Number of treatments: 2
Eye(s) to be treated: OD (Patient's right)
OS (Patient's left)

If the information above is incorrect, use the back button
to change selections. If the information is correct, press
the confirmation button to proceed.

FIGURE T

Verify that all the information on this screen is correct, then touch the “Confirmation” \s// button
(Figure 1).

The patient is instructed to keep the eye open for phase 1 (Figure 12).

Start phase 1 of treatment

|
ot The patient’s eye must be open for the duration of this phase. Confirm
@ that the eye is open, then push the green button below to start.

FIGURE 12
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Press the green activation button on the system to initiate treatment. A progress screen will be
shown. A countdown timer is displayed while the progress bar fills from left to right (Figure 13).

Phase 1 is in progress

21 seconds remaining
patient's eyes must be open for the duration of this phase.

start phase 1 phase 2 phase 3 phase 4

To pause treatment, push the green button below.

FIGURE 13

Valeda will pause after completion of each phase. For example, after the first wavelength
treatment phase is complete, the screen will provide instructions for the patient’s eyelid position
(open or closed) and display a live video for confirmation of the eyelid position (Figure 14).

Start phase 2 of treatment

The patient’s eye must be closed for the duration of this phase. Confirm
that the eye is closed, then push the green button below to start.

FIGURE 14
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The patientis instructed to keep their eyes closed for phase 2.

To proceed with the next phase, press the green activation button on the system. A countdown
timer is displayed while the progress bar fills from left to right (Figure 15).

Phase 2 is in progress

66 seconds remaining
patient's eyes must be closed for the duration of this phase.

start phase 1 phase 2 phase 3 phase 4

To pause treatment, push the green button below.

FIGURE 15

The next steps to complete phases 3 and 4 are identical to the steps detailed for phases 1 and 2.

If the patient’s second eye is to be treated, the system will display the following screen after the
4 phases of treatment for the first eye are completed (Figure 16).

First treatment is complete \/

Number of treatments: 2
Eye(s) to be treated: OD (Patient's right)
OS (Patient's left)

To begin the second treatment, press the confirmation
button to proceed.

FIGURE 16

Touching the “Confirmation” J button will return to the Beam Alignment Procedure for treatment
of the second eye.

14



Upon completion of the treatment session, the finished screen will be displayed (Figure 17).

Instruct the patient to pull away from the system.

Remove and dispose of the forehead and chin rest protective barriers.

-

\_

Treatment is now complete /n\
Dispose of Protective Barriers

J

To continue patient treatments, touch the “Home” //ﬁ‘ button.

If all patients have been treated for the day, switch off the power to Valeda.

Treatment Pause

FIGURE 17

A treatment phase may be paused at any time by pressing the green activation button on the
system, or by the patient pulling back from the system (Figure 18).

-

~

Phase 2 has been paused
59 seconds remaining
Press the green button to resume treatment.

To resume treatment ensure the patient is in
position and push the green button below.

To cancel treatment and return to the main menu
Treatment Paused

push the red button below.

FIGURE 18
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To resume treatment, press the green activation button on the system.

Check the alignment and state of the eyelid on the video screen (Figure 19).

Start phase 2 of treatment

The patient’s eye must be closed for the duration of this phase. Confirm
that the eye is closed, then push the green button below to start.

FIGURE 19

Press the green activation button to restart the treatment at the time it was paused.

Treatment Cancelation

While the treatment is paused, the treatment can be cancelled by pressing the red button on the
system; the message below will be displayed (Figure 20). If a treatment is cancelled, the patient has
not completed a full treatment. The physician and patient can determine whether the treatment

may need to be rescheduled.

Treatment has been cancelled a

Eye(s) not treated: Left (OS)

Treatment cancelled in phase 3 after 24 seconds.
Treatment is incomplete!

Treatment was cancelled because of a hardware fault.

FIGURE 20
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Clean and Store System

Remove and dispose of the disposable protective barriers on the forehead rest and chin rest.
If needed, clean the system per cleaning instructions provided in this User Manual (page 20).
Confirm the system is off and place the dust cover over the system.

10. Valeda Treatment Credits

Valeda Will Not Operate Without Treatment Credits

- Treatment credits are purchased on the LumiThera e-commerce store at www.lumithera.com.

- LumiThera will provide an electronic LumiFile.

- Copy the provided electronic file to your LumiKey.

- Insert the LumiKey into the USB port on the front of Valeda.

- Valeda will automatically read the LumikKey and add the appropriate number of credits to your
system.

Grace Period Treatment Credits

Grace credits are to be used in the event that online purchasing is unsuccessful. Contact LumiThera

customer care to purchase grace credits.

To enable grace period treatment credits:

- From the main menu, press the “Information” 0 button.

- At the top right corner of the information screen press the “+” button.

- LumiThera will provide an alphanumeric code that is specific to your system. Grace period codes
must be loaded onto the system within 24 hours.

- Enter the code into Valeda and press the “Continue” \—L button to proceed (Figure 21).

‘ ) Enter Grace code received from LumiThera %
1 2 3 4 5 6 i 8 9 0 adel
Q w E R T Y/ U | (0} 2
A S D F G H J K L . Enter
Z X € Vv B N M + @ =

FIGURE 21
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If the grace period code was accepted, a confirmation screen will be displayed with the total

credits available (Figure 22).

Grace code confirmation /ﬁ\‘

You now have 100 grace credits. The total number of credits is now 102.

If the grace period code was rejected, the following screen will appear (Figure 23).

Grace code confirmation /ﬁ\‘

You now have 0 grace credits. The total number of credits is now 2.

Your grace code was not accepted. You must reenter it checking to make sure you typed
it in exactly as received. NOTE: You must use grace codes within 24 hours of receiving
them from LumiThera.

FIGURE 22

FIGURE 23
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11. Valeda Settings

Press the “Home” @ button. The Settings Menu may be reached by pressing the “Settings” @
button on the display (Figure 24).

& o 4 8
&

Language

/

To access technician settings, insert a technician LumiKey.

\ j FIGURE 24

Selecting the “Language” button provides a listing of languages available on your system (Figure 25).
Not all systems will include multiple language options.

4 R
(D Select a language

L2ncais Francais
Canadien ¢
Tirkce Espanol Italiano

Deutsch

\ j FIGURE 25
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Pressing the “Information” \0/ button will display key system information including treatment
credits remaining, maintenance dates and software versions (Figure 26).

o O +

Last maintenance: 8/12/2018

Model: Valeda™ U

Serial number: 00099

Payment code: ABC123 credits remaining

Software version: 04.03 To purchase more
Firmware version: xx.xx Valeda credits visit
Hardware version: xx.xx www.lumithera.com

FIGURE 26

12. Cleaning

- The patient light aperture may be cleaned with a lens cleaning cloth or optical glass cleaner.

- Patient contact areas may be cleaned with isopropyl alcohol wipes.

- The exterior of Valeda, not including the patient light aperture, may be cleaned with a mild soap
solution.

- Do not spray or spill any fluid onto the unit. Use a damp or dry cloth for cleaning.

- Contact LumiThera if the light aperture appears contaminated.

13. Disposal

Protective Barrier Disposal
Follow your practice’s procedure, industry guidelines or government regulations applicable to the
disposal of protective barriers.

System
Disposal of electronic equipment may be regulated in your community. Follow local regulations for
disposal of electronic equipment.

14. Maintenance

- Each Valeda has been manufactured to specification.

- Operator maintenance is not required.

- All service and maintenance will be provided by LumiThera.

- If there is a problem, or it is suspected that Valeda requires maintenance, contact LumiThera.

CAUTION = Do not attempt to disassemble the system.

There are no operator serviceable or repairable components. Do not attempt to take the assembly
apart.

20



15. Troubleshooting

In the event a system fault is detected by Valeda, a fault message will be displayed on the screen.
If possible, the display screen will identify the fault (Figure 27).

A fault occurred with the Valeda %

Fault Name: Overheat
Fault Code: LT-166

Remedy: Valeda must not be operated in a room where the ambient is above 30°C.
Valeda may overheat if the cooling fan vents are blocked. Make sure the instrument is
on a flat, hard surface and nothing is blocking the vent slots.

FIGURE 27

For each system fault, perform the following:

- Record the fault message.

- Rebooting the system may allow a treatment to proceed.
- Contact LumiThera for assistance.

- Report all system issues to LumiThera Customer Care.



Troubleshooting Guide for Errors and Alarms

Display Message

Overheated
LT-166

Description

The LEDs became too hot
during operation.

Additional Instruction

This can be caused by the ambient
temperature in the room being too high.
The system must not be operated in a
room where the ambient temperature is
above 30°C. The system may overheat if
the cooling fan vents are blocked. Make
sure the system is on a flat, hard surface
and nothing is blocking the vent slots.

Patient sensor
failed
LT-141

The patient sensor is
mounted in the system
forehead rest.

The system must be repaired by a
LumiThera service technician.

Eye select mirror
stalled

The internal motor that
positions the light beam

The system must be repaired by a
LumiThera service technician.

LT-133 for the correct eye has

become stuck.
LED failed One of the LEDs is not The system must be repaired by a
LT-117 working. LumiThera service technician.
Light engine The touchscreen computer The system must be repaired by a
communication cannot communicate with LumiThera service technician.
error LT-190 the light engine.

Cooling fan error
LT-232

The fan in the system has a
sensor that detects if the
fan is not rotating.

The system must be repaired by a
LumiThera service technician.

Camera error
LT-208

The camera used for
targeting has failed.

The system must be repaired by a
LumiThera service technician.

Light engine
failed
LT-109

The light engine has built-in
safety checks. If any of
these safety checks fail,
this message is displayed
and the system cannot be
operated.

The system must be repaired by a
LumiThera service technician.

Start or stop
button failed
LT-158

One of the buttons on the
front of the system is not
working correctly.

The system must be repaired by a
LumiThera service technician.
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16. Technical Specifications

Parameter

Size

Specification

530 mm height x 300 mm width x 330 mm depth

Weight

10.8 kg

Electrical Power Input

100 — 240 VAC, 50/60 Hz,1.0 = 0.5 A

Fuse Rating

Voltage: 250 V

Current: 2 A

Operating speed: Slow
Size: 5x20 mm

IEC Fuse Code: T2AL250V

Light Sources

Light emitting diodes (LEDs)

Light Emission

590 nm output: 5 MW/cm2
660 Nnm output: 65 MW/cm2
850 nm output: 8 mMW/cm2

Beam Diameter

30 mm (nominal) at treatment plane

Treatment
Exposure Time

A total of 250 seconds (4 minutes 10 seconds). There are 4 phases:

Phase 1 - 35 seconds, patient’s eyes open
Phase 2 — 90 seconds, patient’s eyes closed
Phase 3 — 35 seconds, patient’s eyes open
Phase 4 — 90 seconds, patient’s eyes closed

Operating
Environment

Temperature: 15 — 30°C
Humidity: 15 — 90% (non-condensing)
Altitude: Up to 3,000 m

On-site Storage
Environment

Temperature: 15 — 30°C
Humidity: 15 — 90% (non-condensing)
Altitude: Up to 3,000 m

Transportation
Environment

Temperature: -18 - 60°C
Humidity: 15 - 90% (non-condensing)
Pressure: 700 - 1060 hPa

Ingress Rating

EC 60529: IP2X

Electrical Safety
Classification

IEC 60601-1
Type BF applied part

Electromagnetic [EC 60601-1-2
Compatibility
Photobiological [EC 62471

Safety

Risk Group: Exempt
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Technical Specifications Continuved

Parameter

Specification

Valeda LumiKey

USB 2.0-compliant flash drive
Compatible with Microsoft Windows USB Mass Storage class drivers
Can be used with Apple Mac computers that have USB A ports

17. Glossary

Acronym/Term Definition

AC Alternating current

A/m Amperes per metre

Aperture An opening through which light energy is emitted

ESD Electrostatic discharge

GHz Gigahertz

Hz Hertz

IEC International Electrotechnical Commission

Irradiance Radiant power per unit area (radiant power divided by the area of the
beam); i.e., the quotient of the radiant flux (d®) incident on an element of
a surface by the area dA of that element (S| units = W/m2)

kg Kilograms

kV Kilovolts

kHz Kilohertz

LED Power The time rate of flow of radiant energy, measured in joules per second
or watts

LED Light emitting diode

MHz Megahertz

m Metre

mm Millimetre, 1x 10 of a metre

NIR Near Infrared Radiation, light that is of slightly longer wavelength than the

human eye can see
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CGlossary Continued

Acronym/Term Definition

nm Nanometre, 1x 10 of a metre

OD Oculus dexter, the patient’s right eye

(ON) Oculus sinister, the patient’s left eye

P As defined in section 18

PBM Photobiomodulation

Pulsed LED output rapidly transitioning between on and off states
RF Radio frequency

VP Square root of P (as defined in section 18)
V/m Volts per metre

VAC Volts alternating current

VRMS Volts root mean square

W Watts

18. Guidance and Manufacturer’s Declarations

Electromagnetic Emissions for All EQuipment and Systems
Valeda is intended for use in the electromagnetic environment specified below. The operator of
Valeda should ensure that it is used in such an environment.

Emissions Test Compliance Electromagnetic Environment - Guidance

RF Emissions CISPR 11 Class A The system is suitable for use in all
establishments other than domestic and those

Harmonic Emissions Class A directly connected to the public low-voltage

IEC 61000-3-2 network that supplies buildings used for

domestic purposes.
Power Line Fluctuations Complies
(Flicker) EN 61000-3-3
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Electromagnetic Immunity for All EQuipment and Systems
Valeda is intended for use in the electromagnetic environment specified below. The operator of
Valeda should ensure that it is used in such an environment.

Immunity

Test

Electrostatic
Discharge (ESD)
[EC 61000-4-2

Compliance
Level

+15 kV air
+ 8 kV contact

Electromagnetic
Environment - Guidance

Floors should be made of
WO0o0d, concrete or ceramic
tile. If floors are covered with
synthetic material, the
relative humidity should be
at least 30%.

Electrical Fast
Transient/Burst
|[EC 61000-4-4

2 kV at AC
power lines

Mains power quality should
be that of a typical
commercial or hospital
environment.

Surge Transient
IEC 61000-4-5

2 kV line-to-earth
at AC power ports

1kV line-to-line at
AC power ports

Mains power quality should
be that of a typical
commercial or hospital
environment.

Voltage Dips and
Interruptions
[EC 61000-4-11

- 0%, 0.5 Cycle

- 0%, 1Cycle

- 70%, 25 Cycles
- 0%, 250 Cycles
(interruption)

Mains power quality should
be that of a typical
commercial or hospital
environment.

Power Frequency
Magnetic Field
[EC 61000-4-8

30 A/m; 50/60 Hz

Power frequency magnetic
fields should be that of a
typical commercial or
hospital environment.
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Electromagnetic Immunity for EQuipment and Systems That Are Not Life-Supporting
Valeda is intended for use in the electromagnetic environment specified below. The operator of
Valeda should ensure that it is used in such an environment.

Immunity Compliance Electromagnetic

Test Level Environment - Guidance

Radiated RF 3V/m Portable and mobile RF communications
IEC 61000-4-3 80 MHz to 2.7 GHz equipment should be used no closer to any

part of the system than the recommended
separation distance calculated from the
equation applicable to the frequency of the
transmitter.

Recommended separation distance
d=(1.2)VP)

d = (1.2)(VP)
80 to 800 MHz

d =(2.3)(VP)
800 MHz to 2.5 GHz

Where P is the maximum power output
rating of the transmitter in watts (W)
according to the transmitter manufacturer
and d is the recommended separation
distance in metres (m).

Field strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey, should be less than the compliance
level in each frequency range.

Interference may occur in the vicinity of
equipment containing a transmitter.

27



Recommended Separation Distances for EQuipment and Systems That Are Not Life-Supporting
Valeda is intended for use in an electromagnetic environment in which radiated disturbances are
controlled. The operator of Valeda can help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment and the system as
recommended below, according to the maximum output power of the communications equipment.

Maximum Separation (metres) Separation (metres) Separation (metres)
Output Power 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
(watts) d = (1.2)(VP) d =(1.2)(VP) d = (2.3)(VP)

0.01 0.12 0.12 0.23

0. 0.38 0.38 0.73
1 1.2 1.2 2.3

10 3.8 3.8 7.3

100 12 12 23
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