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Kullanim talimatlar

1- Giris

Klinik ve ev kullanimi i¢in tasarlanmis
profesyonel dlizeyde bir pndmatik
kompresyon sistemi olan ARTEFIT markal
SPCDO0O001 Sirali Pnématik Kompresyon
Cihazini sectiginiz icin tesekkulr ederiz.
Sezgisel bir LCD dokunmatik ekrana ve
hem Ust hem de alt ekstremite giysilerine
destek saglayan ARTEFIT markali
SPCDO0O001 Sirali Pnédmatik Kompresyon
Cihazi, vendz veya lenfatik rahatsizliklari
olan hastalara destek olmak i¢in sirali
gradyan basing tedavisi saglar.

2- Kullanim Amaci

ARTEFIT SPCDO0O0O01 Sirali Pnématik
Kompresyon Cihazi, asagidakilerin tedavisi
ve/veya yonetimiicin tasarlanmistir:

- Lenfédem

+ Kronik ven6z yetmezlik

- Periferik 6dem

- Ameliyat sonrasi sislik

« Vendz staz Ulserleri

- Derin Ven Trombozu (DVT) i¢in profilak-
tik bir cihaz olarak

Bu cihaz, hem klinik ortamlarda hem de
tibbi gézetim altinda hasta evlerinde
kullanima uygundur.

3 - Uyarilar Ve Onlemler

- Bu kullanim kilavuzunda yer alan bilgiler,
kompresyon cihazinin kullanimi hakkin-
da genel rehberlik amaciyla sunulmak-
tadir ve her bireyin klinik durumuna
birebir uygulanamayabilir. Basing
seviyesi, tedavi suresi ve uygulama
sikhgl, yalnizca hastayi takip eden yetkili
saglik profesyoneli tarafindan belirlen-
melidir.

- Basing ayarlari, yetkili saglik profesy-

oneli tarafindan acikga éner-
ilmedikce degistiriimemelidir. Ylksek
basing seviyelerinin uygulanmasi,
doku hasari riskini artirabilecegin-
den dikkatle degerlendirilmelidir.
Asagidaki durumlarda cihaz yalnizca
dikkatli degerlendirme sonrasinda
ve saglik profesyoneli gbzetiminde
kullaniimahdir:- Hassas, tahris olmus,
glnes yanigi bulunan, morarmis veya
buatlinligu bozulmus cilt,- Tedavi
bélgesinde veya ¢evresinde derma-
tit, egzama, sedef hastaligi veya cilt
kanseri gibi cilt rahatsizliklari,

- Tedavi sirasinda veya sonrasinda

ciltte kabarcik olusumu, kizariklk,
kabariklik, renk degisikligi gibi
olagandisi degisiklikler gézlemlen-
mesi veya yanma, kasinti, artan sislik
hissedilmesi durumunda cihazin
kullanimi derhal durdurulmal ve bir
saglk profesyoneline danisiimalidir.
Bu cihazla birlikte kullanilan giysiler
giyilirken ayakta durulmamali veya
yurtGnmemelidir. Aksi takdirde
takilma, kayma ve dismeye bagh
yaralanma riski olusabilir.

Bu cihaz uyku sirasinda kullaniimak
Uzere tasarlanmamistir. Uyku halinde
kullanim, kullanici gavenligini
olumsuz etkileyebileceginden, uyku
sirasinda kullaniimasi énerilmez.
Cihazi hortum, valf veya gl¢ kablo-
sunu tutacak olarak kullanarak
tasimayin veya asmayin.

BT veya MR ortamlarindan uzak
tutun.

Tasinabilir RF iletisim ekipmanlari
(cep telefonlari ve anten kablolari ve
harici antenler gibi ¢cevre birimleri
dahil), Uretici tarafindan belirtilen
gul¢ kablosu da dahil olmak Utzere
cihazin herhangi bir parcasina 30
cm'den (12 ing) daha yakin kullanil-
mamalidir. Aksi takdirde, bu
ekipmanin performansinda dusus
meydana gelebilir.

Ekipmanin &mrind ve normal islevini
etkilememek i¢in, cihazi dogrudan
glines Isigina maruz birakmayin ve
cihazi kir ve neme karsi koruyun.



Cihazin patlayici ve yanici gazlarin .
yakininda ¢alistiriimasi yangina neden
olabilir. Patlayici, yanici ve ugucu
gazlardan uzak tutun.

Kontrendike herhangi bir durum igin
kullanmayin.

Uyurken kullanmaktan kaginin. .
Suya yakin, i1slak ortamlarda veya aerosol
puskurtilen yerlerde kullanmayin.

Cihazi yumusak bir ylzeyde, battaniye
veya OrtU altinda veya bir 1si kaynaginin  «
yakininda ¢alistirmayin. Cihazi, aksesuar-
lari ve gl¢ kablosunu kullanmadan veya
temizlemeden 6nce hasar agisindan .
inceleyin.

Giysiler yalnizca tek hasta kullanimi 4,

icindir ve birden fazla Kisi tarafindan
kullaniilmamalidir. .
Hijyenik nedenlerle ve tahrisi dnlemek
icin giysilerin altina daima giysi, bandaj
veya corap giyilmesi tavsiye edilir. .
Calisirken rahat bir pozisyonda uzanin.
Ayrica giysi Uzerinizdeyken yurimek
veya ayakta durmak dlismeye neden
olabileceginden; ylurimeyin veya ayakta
durmayin.

Hortumlari katlamaktan, sikistirmaktan
veya blUkmekten kaginin, cinkl bu hava
akisinin engellenmesine neden olabilir.
Hortumlari uzuvlarinizin etrafina
sarmayin, cunku bu kan akisinin kisitlan-
masina neden olabilir.

Cihazi asla agmaya, onarmaya veya
degistirmeye calismayin; bu cihazda
hicbir degisiklik yapiimasina izin verilmez.
Cihazin yetkili servis disinda agilmasi,
tamir edilmesi, modifiye edilmesi; glven-
lik, performans ve mevzuata uyguniugu -
olumsuz etkileyebilir ve yaralanma riski
dogurabilir.

Yanma, kasinti, artan agri, uyusma veya
karincalanma hissederseniz ya da cilt
gérinimuinde renk degisikligi,
kabarciklar, kabarikliklar veya artan sislik
gibi degisiklikler gérurseniz, kullanmay!
birakin ve bir doktora danisin.

Cocuklarin ve evcil hayvanlarin
erisemeyecegdi yerde saklayin.

Kullanim talimatlari

Tedavi sirasinda elektrik kesintisi olursa
ve giysiler sisirilmisse, 6ncelikle giysileri
cihazdan ayirin ve giysi konektérinden
havanin disari ¢ikmasini saglayin.
Ardindan, giysinin fermuarini/cirt bantini
acin ve vucudunuzdan ¢ikarin.

Elektrik carpmasi riskini 6nlemek igin, bu
ekipman yalnizca koruyucu topraklama
bulunan bir gui¢ kaynadi sebekesine
baglanabilir.

Bu cihaz yalnizca firmamiz tarafindan ayri
olarak saglanan ve satilan uyumlu
kompresyon giysileri ile kullaniimalidir.
Urdnun bilinen bir yan etkisi yoktur.

Hedef Kullanicilar

Cihaz, hem ev hem de hastane/klinik
ortamlarda kullaniimak tzere tasarlan-
mistir.

Hastane ve klinik ortamlarda cihazin
kurulumu, calistiriimasi, parametre
ayarlari ve kullaniminin denetlenmesi
nitelikli saglik hizmeti saglayicilari
(doktorlar, kayitli hemsireler, fizyotera-
pistler ve klinik teknisyenler) tarafindan
kullanim kilavuzunda belirtilen talimatlar
dogrultusunda gercgeklestirilir ve bu
ortamlarda cihazin operasyonel kontrolU
saglik profesyonellerine aittir. Doktorlar,
kayith hemsireler, fizyoterapistler ve
klinik teknisyenler dahil olmak Uzere
nitelikli saglik hizmeti saglayicilari,
cihazin Klinik ortamlarda regcetelenme-
sinden, kurulmasindan, calistiriimasindan
ve kullaniminin denetlenmesinden
sorumludur.

Ev kullaniminda ise cihazin kurulumu ve
calistiriimasi hasta veya bakim veren
tarafindan, kullanim kilavuzunda belir-
tilen talimatlar ve nitelikli saglik hizmeti
saglayicilari (doktorlar ve fizyotera-
pistler) tarafindan tavsiye edilen degerl-
er dogrultusunda gercgeklestirilir. Ev
kullaniminda cihazin galistiriimasindan,
kullaniminin denetlenmesinden ve saglik
profesyonelleri tarafindan verilen
degerlerin girisinin yapilmasindan hasta
veya bakim veren sorumludur.



Kullanim talimatlari

- Cihazin vendz veya lenfatik rahatsizliklari
olan hastalar tarafindan da kullaniimasi
amaclanmistir. Cihazin; Lenfédem, Kronik
vendz yetmezlik, Periferik 6dem, Postop-
eratif sislik, Vendz staz Ulserleri ve Derin
Ven Trombozu (DVT) (profilaktik olarak)
tanisi konan hastalarin evlerinde tibbi
g6zetim altinda kullanilmasi uygundur.

5. Hastahane Ve Klinik Ortam Kullanimi

+ Kurulum; nitelikli saglik hizmeti
sag@layicilari (doktorlar, kayitli hemsireler,
fizyoterapistler ve klinik teknisyenler)
tarafindan kullanim kilavuzunda belirtilen
talimatlar dogrultusunda gerceklestirilir.

- Cihaz Bakimi; Sadece yetkili servis
tarafindan yapillir.

- Cihaz Kalibrasyonu; yilda bir kere
kalibrasyon yaptiriimasi énerilir. Cihaz
kalibrasyonu sadece yetKili servis
tarafindan yapllir.

6. Ev Ortami Kullanimi

« Kurulum; hasta veya bakim veren
tarafindan, kullanim kilavuzunda belir-
tilen talimatlar ve nitelikli saglik hizmeti
saglayicilari (doktorlar ve fizyotera-
pistler) tarafindan tavsiye edilen degerl-
er dogrultusunda gerceklestirilir.

- Cihaz Bakimi; Sadece yetkili servis
tarafindan yapilir.

- Cihaz Kalibrasyonu; yilda bir kere
kalibrasyon yaptiriimasi énerilir. Cihaz
kalibrasyonu sadece yetKili servis
tarafindan yapllir.

7. Hedeflenen Hasta Popiilasyonu

« ARTEFIT Sirali Pnédmatik Kompresyon
Cihazi, asagidaki gibi ven6z veya lenfatik
rahatsizliklari olan hastalar icin kullanil-
mak Uzere tasarlanmistir;

- Lenfédem

- Kronik ven6z yetmezlik

- Periferik 6dem

Ameliyat sonrasi sislik

Venodz staz Ulserleri

Derin Ven Trombozu (DVT) icin profilaktik
bir cihaz olarak.

Cihaz hem Klinik ortamlarda hem de tibbi
gbzetim altinda hastalarin evlerinde
kullaniimak tzere endikedir.

ARTEFIT SPCDOO0O01 Sirali Pnédmatik
Kompresyon Cihazi, FDA ve CE Ulkeleri
baz alinarak 21-85 yas gruplarindaki
hastalarda tibbi gdézetim altinda kullanil-
maya uygundur. Hasta populasyonunda
Cinsiyet ve kilo siniri yoktur.

. Kontraendikasyonlar

Asagidaki durumlari yasayan Kisilerde
kullaniimasi énerilmez:

Aktif derin ven trombozu (DVT)
Pulmoner emboli veya pihtilasma
bozuklugu stphesi

Uzuv enfeksiyonlari (6rnegin, tedavi
edilmemis selllit)

Konjestif kalp yetmezligi (tibbi olarak
kontrol edilmedigi stirece)
Lenfanjiyosarkom

Tedavi edilmemis yaralar, Ulserler veya
deri greftleri

Ciddi periferik arter hastaligi
Hamileyseniz, cilt hassasiyetiniz bozul-
mussa veya baska damar rahatsi-
zhklariniz varsa, kullanmadan énce
doktorunuza danisin.

Belirtilen yas gruplari disinda kullanimi
O6nerilmez aksi durumlar i¢in doktorunuza
danisin.

. Cihaz Aciklamasi Ve Calisma Prensibi

Artefit Sirall Pnématik Kompresyon
Cihazi, lenfédem ve iligkili ven6z bozuk-
luklarin tedavisi i¢in sirali, gradyan
pndématik kompresyon saglar. Sirall,
gradyan kompresyon, kan akisini
artirmaya ve fazla lenfin etkilenen
bdlgeden uzaklastirilarak vicuttan
atilmasina yardimci olur. Bu cihaz,
belirlenen basinglarda sirall (distalden
proksimale) basinc¢li hava
sisirme/sdéndlrme ddnguleri saglar.



Ayarlanabilir / izlenebilir Bélge
Basinci

Pompa basinci 20 ile 120 mmHg
arasinda ayarlanabilir. Her bdlge igin
tedavi 6ncesinde ayri ayri basing ayari
mumkuindur ve tedavi sirasinda anlik
bdlge basinglari takip edilebilir.

izlenebilir Terapi Stiresi

Terapi suresi su seceneklerle ayarla-
nabilir: 15, 30, 45 ve 60 dakika.

Kalan sure terapi sirasinda takip
edilebilir.

Terapiyi Sonlandirma

Tedavi, dokunmatik ekrandan "Durdur"
seceneqi secilerek istediginiz zaman
sonlandirilabilir.

On Terapi Basin¢c Uygulamasi

SPCG1 8 Bolgeli Proabdominal ve
SPCG8 16 Bdlmeli Pro Kiyafet
kullanilacaginda Klinik tekn-
isyen/fizyoterapist/doktor kontroll
altinda énce abdomen bdlgesine 6n
tedavi basinci uygulanabilir. Cihaz
daha sonra ayarlanan de@erlerde
calismaya devam eder.

Ekstra Tahliye

Giysideki havanin ekstra bosaltiimasi
gerekiyorsa ekstra tahliye secilebilir.

Profil Hafizasi

ARTEFIT Sirali Pnématik Kompresyon
Cihazi, 3 ayri profil secilmesine olanak
saglar. 3 ayri Kkisi icin ayarlanabilecegi
gibi, ayni kisiye uygulanacak 3 degisik
program girisi yapmak mumkuindur.
Her profil secildiginde son ayarlanan
degerler otomatik olarak atanir.

Kullanim talimatlari

« On ve Arka Panel
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LCD dokunmatik ekran
Kiyafet Baglanti Portu
Kiyafet Soketi yerlestirmek i¢cin pim deligi

GUlc Kablosu Baglanti Soketi
Acma/Kapama Dugmesi

opwp

10. Kullanim Talimatlan
« Cihazi Kullanima Hazirlama ve Kurulum

- Giysiyi/giysileri kutudan c¢ikarin.

- Giysiyi/giysileri acin ve dlz bir sekilde
serin.

- Cihazi kutudan ¢ikarin ve hava yatagini
¢lkarin - tasima ve saklama i¢in ambalaji
saklayin.

- Cihazi duiz ve saglam bir ylizeye yerlestirin
- cihaz, kullanim sirasinda kontrollere
ulasilabilecek kadar yakin olmalidir.

- Ortam sicaklik ve nem kosullarinin bu
kullanma kilavuzunda tanimlandigi
araliklarda olduguna dikkat ediniz.



Kullanim talimatlari

» Gii¢ Kablosunun Takilmasi » LCD Dokunmatik Ekranda Cihaz
Ayarlarinin Yapilmasi
- GUc¢ kablosunun ucunu cihazin
arkasindaki soket girisine yerlestirin - Ekran lzerindeki Dil alanina dokunarak
cihaz dilini secin.

@ TORKGE % ENGLISH

- GUc¢ kablosunu topraklanmis bir prize
takin. —
» Profil Seciminin Yapilmasi

- Kullanici adinizi ve/veya program adinizi
LCD dokunmatik ekrandan secin

(B o

- Dokunmatik ekrandaki klavyeyi kulla-
narak 3 profilden birine kullanici adinizi
kaydedin. (Ornek profil: ABC)

- Cihaz kullanima hazirdir, agma
kapama dtgmesini Acik (1) konumuna R
getirin.

ABC TWO THREE




Kullanim talimatlari

» Kiyafet Secimi

- Profil secimi yapildiginda otomatik ot
olarak kiyafet secimi ekrani gelir.
- Klinik personel tarafindan tavsiye

edilen Urldn grubu secilir.

KIYAFET SEGIMI

G

OST GRUP

» Terapi Ayarlari

- Dokunmatik ekranda TERAPI ayarlarina

ALT GRUP

basin.
KIVAFET TPl sEGIMI |
- Alt Grup —
o 8 Bdlmeli Pro Abdominal Kiyafet (PPVE N VARSAYILAN 1
o 8 Bolmeli Bacak Kiyafeti ‘L_;;;] VARSAYILAN 2
> 16 Bolmeli Pro Kiyafet — VARSAYILAN 3

OTOMATIK AYAR  mMANUEL AYAR
TeRAPI sSORES] sEGIMI

15dk - 45dk  sodk

Gelen ekranda:

- Ust Grup
o 8 Bdlmeli Elit Pro Yelek

R

o Alt Grup Kiyafet secimi

MERHABA ABC
.
/) .
P s e T I|

BASLAT

I/__,f” 1
o

85 | 90 | 95 [100(105| 110/ 115|120
(8) (1)
AYARLAR

Kiyafet tipini degistirebilirsiniz

Terapi slresini 15-30-45-60 dakika
olarak klinik personelin tavsiye ettigi
sureyi secebilirsiniz. Secgilen stre
ekranda yesil renkli olarak gérunar.

o Secilen tim ayarlari 3 degisik programa
secil sone (Profil Ayarlarindan) kaydedebilirsiniz.
30 dk

) ) « Varsayilan Ayarlar (On Ayarlar 1, 2, 3)
- Ekranda 1. Bélge 120 mm/Hg 8.bdlge 85

mm/Hg olacak sekilde varsayilan -
olarak ayarlanmis sekilde gelir. Ayarlari
klinik personelin verdigi degerlere
degistirmek i¢cin dokunmatik ekranda -
“AYARLAR” ‘I segin.

Otomatik ayar secildiginde Varsayilan
ayarlar asagidaki sekilde otomatik olarak
dizenlenir.

Varsayilani (On Ayar 1); Bolge 1'de 120
mmHg ile baslar (bolgeler boyunca 5
mmHg'lik kademeli basing)

Varsayilan2 (On ayar 2); Bolge 1'de 75
mmHg ile baslar (bolgeler boyunca 5

o Karin bélgesini de kapsayan 8 -
B&Imeli Proabdominal Grinl veya 16

BoéImeli Pro Kiyafet Grintna kullan-
acaksaniz ve klinik personel 6nce
karin bdlgesine 6n terapi yapilmasini
uygun gérdtiyse ABDOMINAL
BOLGE ‘yi ve istenen slreyi segin.
Tedavi basladiginda belirlenen sire
kadar karin bolgesi (7. ve 8.
bolgeler) calisir sonra ayaktan karina
ayarlanan basinglarda terapi baslar.

mmHg'lik kademeli basing)
Varsayilan3 (On Ayar 3); Bolge 1'de 77
mmHg ile baslar (bdlgeler boyunca 3
mmHg'lik kademeli basing)



Kullanim talimatlari
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- Tavsiye edilen 6n ayari segin.
- Ornek olarak asagida 30dk sure
ve 6n ayar 1secilmistir.

MERHABA ABC

/]
BABLAT C‘—

as | o0 | 95 |1on|m|un|ns|nn
SEI:ILISLHE

AYARLAR 10 dk

- Terapiyi baslatmak icin LCD
dokunmatik ekranda “Baslat”
secin

- AYARLAR sekmesine basarak
baslatmadan dnce varsayilan
ayarlarinizi, sirenizi yeniden
ayarlayabilirsiniz.

- Profil ayarlari dinamik olarak
degisir. Cihaz, kullanicinin son
program calistirmasini hafizaya alir
ve sonraki ¢calistirmalar icin
otomatik olarak bu ayarla acilir.

« Ust Grup Kiyafet Secimi

- Ust grubu secin

- Secimden sonra tum islemler alt grup igin
anlatildigi sekilde devam eder.

- Ust grup icin terapi ayarlarinda On Terapi
Basin¢ Uygulamasi varsayilan ayar olarak
gelir, degistirilemez.

KIYAFET SEGImi

ALT GRUP UsT arUP

11. Terapi Profil Ayarlari
- Acllis sayfasinda calistirmak istediginiz

profili secin (Ornek: daha énce olusturulan
ABC profili)

oit

- Gelen sayfada AYARLAR'I secin

Hll!llABl ABC

BASLAT

85 | 20 | 95 |100]|105|110(115|120
(8) (1

SECILl sURE
.v«mn LAR 30 dk

- GENEL AYAR'I secin

GENEL AYAR



- Karin bélgesi 6n terapi istenmisse
ABDOMINAL BOLGE ‘yi segin
calismasi istenen streyi se¢in. Segim
yaplimissa ABDOMINAL BOLGE
butonu yesil renge doner.

- Karin bdlgesi 6n terapi basing
uygulamasi istenmemisse, Terapi
ayarlari ile devam edin.

TERAPI AYARLARI

- OTOMATIK AYAR' secin

KIYAFET Tipl SEGIMI |

VARSAYILAN 1|

—
r .
;L@ p VARSAYILAN 2 i

VARSAYILAN 3|
OTOMATIK AYAR MANUEL AYAR

TeErAPI sUrES] SECIMI

<_) 15dk - sk sodk

- OTOMATIK AYAR sayfasinda 1. Bélge
basin¢ degerini size dnerilen degere
ayarlayin, basing degisim araligini
(FARK DEGERI) size 6nerilen degere
getirin. Kaydet butonuna basin.

OTOMATIK AYAR SAYFASI

45 [z LALAN FARK
DEGERI  DEGERI

A
" B
| - % 8

1 65
70
\ 75

\ : :
<_) \_::_3 80 (1] E|

Kullanim talimatlari

- BASLAT ‘a basarak kullanima baslayin.
Profil ayariniz girdiginiz degerlere
gore kaydedilmistir. Bir sonraki
kullanimda profilinizi sectiginizde
otomatik olarak son ayarlariniz ile
direk kullanmaya baslayabilirsiniz.

MERHABA ABC

85 | 90 | 95 |100[105| 110|115|120
i8) [4}]
EE
AYARLAR 20 dk

- Elle Ayar

- 1. Bélgeden 8. Bbélgeye kadar, her

boélge icin 6zel basing degeri girilmesi
icin kullanihr.

- Dokunmatik ekranda deger girilecek

boélgeyi secin.

- Fark Degeri kismindan secili bdlge

basin¢ deg@erinin kagar kacar
artacag@ini secin.

- Basing Ayari kismindan gelmesini

istediginiz basin¢ degderine kadar +/-
butonlarina basarak ayarlayin

- Kaydet ‘e basin
- Her bdlgenin basin¢ degeri bir 6nceki

bdlgenin basing degerinden klguk
olamaz. Sistem bu sekilde bir girise
izin vermez. Bu nedenle ayara BOLGE
1‘den baslamaniz ve yukari dogru, sira
ile devam etmeniz 6nerilir.

BOLGE 1
| \, 20 (8 FARK BASING
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12. Kiyafeti Baglama Ve Giydirme

- Kiyafetler hava hortumlari ve cihaz
baglantisini saglayacak olan kiyafet
soketi monteli olarak kullanima hazir
halde gelir. Cihazin 6n panelindeki
Kiyafet Baglanti Portuna kolayca
baglanir.

- Kiyafet soketini cihazin dnldnde
tutarken, soket Gzerindeki oklarin
Ust ylzeyde oldugundan emin olun.

- Oklar Ust yuzeydeyken Kiyafet
Soketinin pimi sag tarafta olmalidir.
Pimin, kiyafet baglanti portundaki
(3) pim deligine yerlestiginden emin
olun.

1. LCD Dokunmatik Ekran
2. Kiyafet Baglanti Portu

Kiyafet Soket Pimi

3. Kiyafet Soketi Yerlestirmek icin
Pim Deligi

- Kiyafet Soketinin uclarini ve pimini,
cihazdaki Kiyafet Baglanti Portunun
deliklerine ve pim deligine takin.

- Iki giysi kullanirken Hava Dagitim
Manifoldunu (ADMOO1) kullanin. Ust
ylzeydeki oklari takip ederek uclari
ve pimi cihazdaki deliklere takin.
Ardindan her iki kiyafet soketinin
uclarini Hava Dagitim Manifoldu
(ADMOOT1) deliklerine takin.

- Hortumlu giysinin fermuarini/cirt bantini

acin.

- Hortumlarin bacaklarinizin veya

kollarinizin yanlarindan gegmesine
dikkat ederek giysileri giyin.

- Alt Grup Kiyafeti ayak tabani kiyafetin

ayak kismina tam oturacak sekilde giyin.

|||'|'.
/\ Il
Ust Grup Kiyafeti el parmak uclari 1.
Bolge ucuna gelecek sekilde giyin.
Giysiyi giydikten sonra fermuari/cirt

banti kapatin.
Hortumu keskin bir sekilde bukmeyin.

Hava Dagitim Manifoldu (ADMO0O01)
Kullanimi

Nitelikli saglik hizmeti saglayicilari (
doktorlar ve fizyoterapistler ) tarafindan
tavsiye edilen deg@erler, SPCG alt grup
olarak sag/sol bacak olarak tek tek
kullanilabilecegi gibi, tavsiye edilmesi
durumunda sag/sol bacak kiyafetleri
ayni anda da kullanilabilir. Bu durum igin
Hava Dagitim Manifoldu (ADMOO1)
kullanihir.



- Hava Dagitim manifoldunun SPCDOO1
cihazina baglanmasi 12. Madde ‘de
anlatildigi gibi yapilir. Soket Uzerindeki
ok isaretlerin Ustte oldugundan emin
olun, kiyafet soket piminin cihaz tGzer-
indeki soket pim deligine (3)
oturdugundan emin olun ve soketi,
cihazin portuna yerlestirin.

- Tavsiye edilen programi ¢alistirin.

- ADMOO1 Hava dagitim manifoldu sadece
alt grupta sag ve sol 8 béimeli bacak
kiyafetleri i¢in kullanilabilir.

13. Cihazin Calistiriimasi
« ADMO001 Hava Dagitim Manifoldu

Kiyafet Baglanti Portu - Kontrollere ulasabileceginiz mesafede,

rahat bir sekilde arkaniza yaslanin.
- Sag/Sol Kiyafet Soketlerini ADMOO1 - A¢mak icin “Agma/Kapama” digmesine

baglanti portuna yerlestirin. ADMOO1 basin.

hava dagitim manifoldunun kiyafet soket - Ana ekrana ulasmak icin profilinizi segin.

kisminda bulunan ok isaretlerinin - Ekranda “Baslat” digmesine basin ve

resimde gosterildigi sekilde Ustte cihaz ¢alismaya baslayacaktir.

olmasina dikkat edin. - Kalan terapi stresi ekranda takip
edilebilir.

- Ekranda, bélgelerin anlik basinci ayri ayri
takip edilebilir. LCD dokunmatik
ekrandaki resimdeki mevcut bdlge,
istenen basinca ulasilirken acik yesilden
koyu yesile dogru vurgulanacaktir.

- Zamanli bir terapinin sonunda, giysinin
icindeki hava 45 saniye boyunca
bosaltilir. Tahliye islemi bittikten sonra,
ekranda beliren “Tahliye devam etmeli
mi?” sorusuna “Evet” yanitini vererek ek
tahliye yapilabilir. Giysinin icindeki hava
yeterince bosaltildiysa, “Hayir”
secenegini secin. Giysi terapiden sonra
katlanip paketlenecekse ek tahliye
yapilmasi énerilir.

TAHLIVEYE DEVAM EDILSIN miz?

EVET HAYIR

- ADMO001 Hava Dagitim Manifoldu
Kiyafet Soketi

« ADMO0O01 Hava Dagitimi Manifoldu
Kiyafet Soket Pimi
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- islem bittikten sonra cihazi Acma/Kapama diigmesinden kapatin.
- Giysiyi cihazdan ayirmak icin Kiyafet soketini ¢ekip ¢ikarin.
- Fermuari/cirt banti agin ve kiyafeti ¢ikarin.

14. Terapinin Sonlandiriimasi

- Terapiyi sonlandirmak i¢in LCD dokunmatik ekrandan “Durdur” segcenegini segin.
- Tahliye islemi hemen baslayacak ve 45 saniye boyunca hava tahliyesi devam
edecektir.

TAHLIYEYE DEVAM EDILSIN Mmi?

- Ek tahliye i¢in giysinin havasinin bosaltiimasi intiyacina gére “Evet” veya “Hayir”
secenegini secin.
- HAYIR secilirse ekran aclilis sayfasina doner.

15. Teknik Ozellikler

BASLIK DEGER

Uriin Adi SIRALI PNOMATIK KOMPRESYON CiHAZI

Gl Kaynagi Degeri 110-220 V AC, 40/50 Hz

Nominal Girig 12VDC, 4 A

Elektrik Siniflandirmasi Class Il

Uygulanabilir Parca TypeB

Giris Korumasi P21

Sebeke izolasyonu Fisten Cekilerek

Calisma Modu Surekli

Temel Performans Cihazin giysiyi/giysileri déngusel olarak sisirmesi ve séndldrmesi

Tedavi Suresi 15 /30 / 45 / 60 dakika

Basing Araligi 20 - 120 mmHg
Hassasiyet 3 mmHg
Dogruluk + %20

Fonksiyonlar - Ayarlanabilir / izlenebilir Bélge Basinci

- izlenebilir Terapi Suresi

« Terapiyi Sonlandirma

- On Terapi Basing Uygulamasi
« Ekstra Tahliye

« Profil Hafizasi
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Garanti Cihaz: 3 yil / Kiyafet: 1 yil
Beklenen Hizmet Omrii 3yl
Yazilim Guvenlik Sinifi A

Duzenleyici Siniflandirma

EU MDR 2017/745 - Class lla

Agirhk 2,4 kg

Boyutlar (YxGxU)

16. Kiyafet ve Aksesuarlar

ARTEFIT SPCDOO0O01 Sirali Pnématik
Kompresyon Cihazi tim ve sadece
Artefit kiyafetleri ile uyumludur. Artefit
kiyafetleri, hedefli ve konforlu bir terapi
icin tasarlanmistir ve hem tst hem de alt
ekstremiteler icin mevcuttur.

- Kiyafet Cesitleri:
- Ust Grup: Tum kolu kaplayacak sekilde

tasarlanmistir. Cesitli beden ve béime
konfiglrasyonlarinda mevcuttur.

- Alt Grup: Ayagi Ust uyluga kadar kaplar.

Uzuv boyunca kompresyon saglamak
icin tasarlanmistir.

- Iki Tarafli Kullanim: Alt Grupta tek
bacakli kiyafette sag ve sol olarak ayni
anda kullanilabilir. Hava dagitim
manifoldu cgift kiyafet terapisini
destekler.

« Temel Ozellikler:

- Sirali gradyan sisirme icin ¢cok béimeli
tasarim

- Dayanikli ve kolay temizlenen malzeme

- Guvenli ve ayarlanabilir uyum igin
fermuarlar ve/veya cirt bantlar

« Dahil Olan Aksesuarlar:

- GUc Adaptdri: Tibbi sinif ve bdlgeye
Ozel fis

17,3 x 268,3 x 245 mm

17. Temizlik ve Bakim

Dogru bakim, ARTEFIT Sirali Pnématik
Kompresyon Cihazinin &mriand uzatir ve
hijyenik bir terapi saglar.

Gunlik Bakim:

Cihazin disini yumusak ve nemli bir bezle
silin.

Asindirici temizleyiciler, ¢cozUculer kullan-
mayin veya cihazi suya batirmayin.

Kiyafetlerin Temizligi:

Kiyafeti cihazdan ¢ikarin.

Kiyafeti tamamen acin ve dlz bir yere
serin.

Nemli ve/veya sabunlu bir bez ile hafifce
silin.

Makinede yikamayin, kurutmayin veya
suya batirmayin.

Bir sonraki kullanimdan &énce giysinin
tamamen kurumasini bekleyin.

Hortum Bakimi:

Hortumda kivrim veya tikaniklik
olmadigindan emin olun.

Gerekirse kuru bir bezle silin.
Hortumu sert bir sekilde bukmeyin.

Saklama:

Serin, kuru ve dogrudan glines isigindan
uzak bir yerde saklayin.

Cihazin veya giysilerin Uzerine agir
nesneler koymaktan kaginin.

Nemden, isi kaynaklarindan veya acik
alevlerden uzak tutun.
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Servis:

Cihazin icinde kullanici tarafindan bakimi yapilabilecek parga bulunmamaktadir.
Servis, onarim veya teknik sorunlar icin yetkili servis saglayiciniza basvurun.

- Asinma veya hasar belirtileri icin dUzenli kontroller yapin. Anormallik tespit
ederseniz, kullanimi birakin ve destek alin.

Kullanim émridnd tamamlamis cihaz ve aksesuarlar, yurarltkteki ulusal mevzuat ve
cevre yonetmeliklerine uygun olarak bertaraf edilmelidir.

18. Uriinle Birlikte Kullaniimasi Tavsiye Edilen Kiyafet ve Aksesuarlar

ARTEFIT markall SPCD0OO001 Sirali Pnématik Kompresyon Cihazi yalnizca firmamiz
tarafindan ayri olarak saglanan ve satilan, uyumlu SPCG kompresyon giysileri ile
birlikte kullaniimahdir.

Cihaz ve ekipman kombinasyonlarina yonelik bilinen kisitlama yoktur.

ARTEFIT markali SPCD0OO001 Sirali Pnématik Kompresyon Cihazi ile biyouyumlu
malzemelerden Uretilmis Kiyafetlerin kullanimi tavsiye edilmektedir.

« Kiyafetler
MODEL/REF NO URUN ismi BEDEN OLCUSU
SPCD1-SPCG10001 8 BoImeli Pro Abdominal Kiyafet Small L
SPCD1-SPCG10002 8 Bolmeli Pro Abdominal Kiyafet SmallR
SPCD1-SPCG10003 8 BdImeli Pro Abdominal Kiyafet Medium L
SPCD1-SPCG10004 8 BoImeli Pro Abdominal Kiyafet Medium R
SPCD1-SPCG10005 8 Bdlmeli Pro Abdominal Kiyafet LargelL
SPCD1-SPCG10006 8 BoImeli Pro Abdominal Kiyafet LargeR
SPCD1-SPCG40001 8 BoImeli Bacak Kiyafeti Small S
SPCD1-SPCG40002 8 Bolmeli Bacak Kiyafeti Medium S
SPCD1-SPCG40003 8 Bolmeli Bacak Kiyafeti Large S
SPCD1-SPCG40004 8 BdImeli Bacak Kiyafeti Small N
SPCD1-SPCG40005 8 BoImeli Bacak Kiyafeti Medium N
SPCD1-SPCG40006 8 BdImeli Bacak Kiyafeti Large N
SPCD1-SPCG40007 8 Bolmeli Bacak Kiyafeti Small W
SPCD1-SPCG40008 8 BoImeli Bacak Kiyafeti Medium W
SPCD1-SPCG40009 8 BoImeli Bacak Kiyafeti Large W
SPCD1-SPCG40010 8 Bolmeli Bacak Kiyafeti Medium EW
SPCD1-SPCG60001 8 Bdlmeli Elit Pro Yelek Small L




SPCD1-SPCG60002 8 Bolmeli Elit Pro Yelek Small R
SPCD1-SPCG60003 8 BdImeli Elit Pro Yelek Medium L
SPCD1-SPCG60004 8 Bolmeli Elit Pro Yelek Medium R
SPCD1-SPCG60005 8 Bélmeli Elit Pro Yelek Large L
SPCD1-SPCG60006 8 BoImeli Elit Pro Yelek LargeR
SPCD1-SPCG70001 16 Bélmeli Elit iki Tarafli Kiyafet Small L
SPCD1-SPCG70002 16 Bolmeli Elit iki Tarafli Kiyafet Small R
SPCD1-SPCG70003 16 Bolmeli Elit iki Tarafli Kiyafet Medium L
SPCD1-SPCG70004 16 Bolmeli Elit iki Tarafli Kiyafet Medium R
SPCD1-SPCG70005 16 Bélmeli Elit iki Tarafli Kiyafet LargeL
SPCD1-SPCG70006 16 BoéImeli Elit iki Tarafli Kiyafet LargeR
SPCD1-SPCG80001 16 Bolmeli Pro Kiyafet Small
SPCD1-SPCG80002 16 BsImeli Pro Kiyafet Medium
SPCD1-SPCG80003 16 Bolmeli Pro Kiyafet Large
Kisaltma Tablosu :

-L:Sol(Left)

- R:Sag (Right)

- S:Standart (6rnek : Small S )

- N: Dar ( Narrow )

- W : Genis (Wide)

- EW : Ekstra Genis ( Extra Wide )

« Hava Dagitim Manifoldu
MODEL NO/REF NO URUN ismi

SPCD1-ADMO001

HAVA DAGITIM MANIFOLDU

19. Sorun Giderme

Sorun

Olasi Neden

Co6zim

Cihaz agilmiyor

GUg¢ kablosu takill degil veya
priz etkin degil

GUg baglantisini kontrol edin ve
prizin ¢alistigini dogrulayin

Dokunmatik ekran yanit
vermiyor

Yazilim gecikmesi veya ekran
arizasi

Cihazi kapatip agin; sorun devam
ederse destek ekibiyle iletisime
gecin

Giyside hava basinci yok

Boru baglantisi kopmus veya
tikal

TOm baglantilarin gtivenli
oldugundan ve borularin
kivriimadigindan emin olun

Odaciklarda esit olmayan basing

. Giysi dogru %ekilde yerlestir-
ilmémis veya hazne sizintisi var

Giysiyi yeniden giydirin ve
gdérundr hasar olup olmadigini
kontrol edin

Asiri guralti veya titresim

Dahili kompresoér sorunu

Kullanimi durdurun ve yetkili
bir servis merkezine basvurun

Ekranda hata mesaj

Dahili sistem hatasi

Kullanimi durdurun ve destekle
iletisime gegin
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20. Hata Mesajlar1 / Gostergeler

Artefit SPCDOO0O01 Sirali Pnématik
Kompresyon Cihazi sesli uyari sistemi
icermez. Gérsel uyari ikazlari LCD
ekran Uzerinde gérullp kullanma
kilavuzundan takip edilebilir.

EO1
o Loc

EO2
O Lo

EO3
O =

- EO1 - YUksek Basing Hatasi
Gostergesi: Giysileri birbirine
baglayan hortumlarda bir btukidime
veya baska bir tikaniklik olmasi ya
da baglanti noktasinin tikali olmasi
durumunda bu durum ortaya
clkabilir. LCD dokunmatik ekranda
EO1 mesaji gérintdlenir.

- EO2 - DusUk Basing Hatasi
Gostergesi: Giysi baglanti noktasina
dlzgln bir sekilde sabitlenmemisse
veya giyside sizintiya neden olan
bir delik varsa bu durum ortaya
cikabilir. LCD dokunmatik ekranda
EO2 mesaji géruntdlenir.

- EO3 - Yazilim Sistemi Hatasi
Gostergesi: Cihazin calismamasina
neden olan dahili bir yazilim sistemi
hatasi meydana gelirse bu durum
ortaya cikabilir. LCD dokunmatik
ekranda EO3 mesaji géruntulenir.

« Ek Uyarilar:

- Her seanstan 6nce giysilerin
fermuarinin/cirt bantlarinin tamamen
kapali/sabitlenmis oldugundan emin
olun.

- Uzatma kablosu veya ¢oklu priz kullan-
maktan kaginin.

- 45 ve 60 dakikalik seanslar sonrasinda
bir sonraki seans icin cihazin 5 dakika
dinlenmesini bekleyin.

- Yukaridaki adimlari uyguladiktan sonra
sorunlar devam ederse, kullanimi birakin
ve bir sonraki bdlimde listelenen
kullanici destek ekibiyle iletisime gecin.

21. Garanti ve Destek

ARTEFIT SPCDO0OO0O01 Sirali Pnématik
Kompresyon Cihazi, malzeme ve iscilik
hatalarini kapsayan sinirli bir garantiyle
birlikte gelir. Lutfen satin alma figinizi
saklayin. Destek, sorun giderme veya
yedek parca icin asagida listelenen musteri
hizmetleri merkeziyle iletisime gecin.
ARTEFIT SPCDOO0O01 Sirali Pnématik
Kompresyon Cihazi garanti stiresi boyunca
bakim gerektirmez ve yilda bir kalibrasyon
yaptiriimasi tavsiye edilir.

Servis ariza i¢in Ureticiye génderilen
cihazlar, servis sonrasi performans ve
guvenlik dogrulamalari teknik servis
talimatina uygun olarak yapilarak musteri-
ye génderilir.

Uriin Ad1 / Ref no: Sirali Pnématik
Kompresyon Cihazi /

SPCDO0001 )

Uretici: Sanko Tekstil Isletmeleri San. Ve
Tic. A.S. ISKO Subesi

Adres: Organize Sanayi Bélgesi 3. Cad.
Inegdl / Bursa / Turkiye

Destek Tel: +902242807878

E-Mail: info@artefit.com

22. Cihaz ®mri / Garanti Siiresi

ARTEFIT SPCDOO0O01 Sirali Pnématik
Kompresyon Cihazi émru 3 yildir.
SPCDO0001 cihazi ile uyumlu, ARTEFIT
SPCG Sirali Pnématik Kompresyon Cihazi
Kiyafetlerinin d&mrG 1 yildir.
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23. Kullanim , Tagsima ve Saklama Sartlari

Normal Kullanim sirasinda olusan emisyonlar
o Basingli hava
o Minimum akustik enerji, sessiz ¢calisma
Galisma Ortami
o Saglik kurulusu veya ev ortaminda kullanim igin tasarlanmistir.
o BT ve MR ortamlarinda, patlayici, yanici ve ugucu gazlar agisindan zengin
ortamlarda kullanima uygun degildir
Kuru ortamda calismaya uygundur.
Sicaklik : 0°C - 60°C
Bagil Nem: %10 - %70 RH
Atmosferik Basing : 700 - 1060 hPa

°
°
°
°

24. Donanim Ozellikleri

Cihaz, asgari donanim mimarisi olarak ytksek performansli bir 32-bit mikroislemci ve
kullanici etkilesimi icin dokunmatik araylz ekranina sahiptir.

Yazilimin temel fonksiyonlarini icra edebilmesi icin sistemde bir basing sensérd, valf
surlcu birimleri ve pompa motoru kontrol devreleri kritik donanim bilesenleri olarak
yer almaktadir.

Sistem, 12Volt gerilim ile beslenen ve gerekli gli¢ yénetim birimlerini iceren bir ana
kart Uzerinde kararh sekilde calismaktadir.

25. Bt Ag Karakteristikleri

Cihazin herhangi bir BT (Bluetooth) adina (IT-network) baglanmasi veya harici aglar
Uzerinden veri transferi yapmasi amaclanmamistir. Cihaz herhangi bir BT agina
baglanmaz veya harici aglar Gzerinden veri transferi yapmaz.

Cihaz Uzerinde USB veya RS485 gibi dis dlnyaya acik bir fiziksel baglanti noktasi
bulunmadigindan, BT agi karakteristikleri ile ilgili gereksinimler uygulanabilir degildir.
Dahili veri iletisimi, yalnizca cihazin ana islemcisi ile ekran kontrol6érU arasinda seri
haberlesme protokoll Gzerinden kapall devre olarak gerceklestirilir.

26. Elektromanyetik Uyumluluk

Yayilimlar Uyumluluk Elektromanyetik Ortam - Kilavuz

Cil’éaz, Rch enler'i?__ini sadec? dahiILfg[jk§il()/tqnlar| i(;ilrg Kgllinlr.

u nedenle RF emisyonlari gok dustktur ve yakindaki

RF yayiimlari Grup1 elektronik ekipmanlarda herhangi bir parazite neden olma
olasiligi yoktur

tE:ihlaz, eviel tesisler \éedgv§il an|1ta(;|l| kgllaknnan binalari

esleyen kamuya acik dlstk voltajli glic kaynagi agina

RF yayilimlari Sinif B dogrudan bagli olanlar dahil té]m tesislerde kullanim icin
uygundur.

i Cihaz, standartta belirtilen harmonik akim sinir degerlerini
Harmonik yayilimlar OLUMLU Karsliamaktadir. 9

Gerilim dalgalanmalari ve OLUMLU Cihaz, gerilim dalgaIaIParpsls;r\r/ga;%Frma (flicker) sinirlarini
kirpisma yayilimlari ’
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« Elektromanyetik Bagisiklik

Bagisiklik Deneyi

Bagisiklik Deney Seviyesi

IEC 61000-4-2 Elektrostatik
Bosalma Bagisikhgi

+8 kV temasla, 2, 4, 8,15 kV
havadan bosalma

IEC 61000-4-3 Istyan RF Alan
Bagisikligi

80 MHz - 2.7 GHz, 10 V/m, 1kHz'de
%80 AM

|EC 61000-4-3 RF Kablosuz
lletisim Ekipmanlarindan Yakin
Alan Bagisikhigi

TS EN 60601-1-2:2016/A1:2021
Standart Tablo 9 (9 V/m - 28 V/m)

IEC 61000-4-4 Elektriksel Hizli
Gegici Rejim / Patlama

£2 kV gulc hatlari (100 kHz)

IEC 61000-4-5 Ani YlUkselme
(Surge) Bagisikhgi

+0,5 kV - 1KV hattan hatta

IEC 61000-4-6 iletilen RF Alan
Bagisikhgi

150 kHz - 80 MHz, 3V - 6 V (rms), 1
kHz'de %80 AM

IEC 61000-4-8 Manyetik Alan
Bagisikhgi

30 A/m, 50 Hz veya 60 Hz

IEC 61000-4-11 Gerilim Cukurlari

0.5 déngu icin %0 Ut, 1.0 dongu icin
%0 Ut, 25/30 déngu igin %70 Ut

IEC 61000-4-11 Gerilim Kesintileri

250/300 déng icin %0 Ut

27. Saghk Profesyoneline
Danisilmasi Gereken Durumlar

Ev ortaminda cihaz kullanimi
sirasinda asagidaki durumlardan
herhangi biri olusursa, cihazin
kullanimi derhal durdurulmali ve
bir saglik profesyoneline danisil-
malidir:

- Ciltte kizariklik, tahris, yara veya
renk degisikligi

- Uygulama sirasinda veya
sonrasinda artan agri

- Uyusma, karincalanma veya his
kaybl

- Uygulama bdlgesinde sislik artisi

- Ani nefes darligi, gégus agrisi
veya bas dénmesi

28. Beklenen Klinik Fayda

Bu cihaz, sirali pnédmatik kompresyon
prensibiile calisarak alt ve Ust
ekstremitelerde vendz ve lenfatik
dolasimin desteklenmesine yardimci
olmak amaciyla tasarlanmistir. Uygun
ve duzenli kullanimda, 6demin
azaltilmasina katki saglamasi,
ekstremitelerde dolgunluk ve
gerginlik hissinin azalmasina yardim-
ci olmasi ve kullanici konforunun
artiriimasi beklenmektedir.



ARTEFIT

Uriin Adr: Sirall Pnématik Kompresyon
Cihazi

Ref: SPCD0O001 UDI-DI: 08684523754033.
Uretici ve Yetkili Servis: Sanko Tekstil
isletmeleri San. Ve Tic. A.S. iISKO Subesi
Adres: Organize Sanayi Bolgesi 3. Cad.
inegdl / Bursa / Tlrkiye

Tel: 4902242807878

E-posta: info@artefit.com

Onaylanmis Kurulus: Kiwa Belgelendirme
Hizmetleri A.S.

Adres: ITOSB 9. Cadde No 15 Tepebren
Tuzla - istanbul - Tlrkiye

Tel: +90 (216) 593 25 75

E-posta: posta@kiwa.com.tr

q

1984

29. Ciddi Olay Bildirimi (Vijilans)

Kullanici, bakim veren ve / veya saglik
profesyoneli, bu cihazin kullanimi sirasinda
veya cihazla iliskili olarak ciddi olumsuz
olay (6rn. 8lim, beklenmeyen ciddi sagdlik
bozulmasi, hastaneye yatis, kalici hasar,
yasami tehdit eden durum vb.) meydana
gelmesi halinde, olayi gecikmeksizin
Ureticiye bildirir. Bildirimin hizli yapiimasi,
olayin degerlendirilmesi ve gerekli
dlzeltici/onleyici faaliyetlerin baslatiimasi
icin kritik 6nem tasir.

URETICIiYE BILDIRiM KANALLARI:

- Telefon: +902242807878

+ E-posta: info@artefit.com

- Adres: Organize Sanayi Bolgesi 3. Cad.
inegdl / Bursa / Turkiye

Kullanim talimatlari

Bildirimin icerigi (mUmkUnse):
cihaz/kiyafet adi/referansi/modeli,
seri/lot/UDI bilgileri, olayin tarihi-yeri,
olayin tanimi, etkilenen kisi durumu, varsa
fotograf/ek belgeler ve iletisim bilgilerin-
iz.

Ciddi olumsuz olaylar: Kullanici, bakim
veren, saglik profesyoneli veya olaydan
etkilenen kisi/kisiler tarafindan tarafimiza
olaydan en ge¢ 10 gun i¢inde bildirim
yapiimalidir.

Olim veya beklenmeyen ciddi saglik
bozulmasi: Kullanici, bakim veren, saglik
profesyoneli veya olaydan etkilenen
Kisi/Kisiler tarafindan tarafimiza olaydan
en ge¢ 7 gun icinde bildirim yapiimahdir.
Ciddi kamu saghgi tehdidi: Kullanici,
bakim veren, saglik profesyoneli veya
olaydan etkilenen kisi/Kisiler tarafindan
tarafimiza olaydan en ge¢ 1 guniginde
bildirim yapiimalidir.

YETKIiLi OTORITEYE BiLDiRiM:

Kullanici, bakim veren ve saglik profesy-
onelleri, dilerse ciddi olayi Ureticiye ek
olarak dogrudan yetkili otoriteye de
bildirebilir.

Turkiye i¢in yetkili otorite:

Turkiye

MDR-IVDR

Tirkiye ilag ve Tibbi Cihaz Kurumu -TiTCK
Saglik Bakanhgi

Turkiye ilag ve Tibbi Cihaz Kurumu

Adres : S6gUt6zU Mahallesi 2176. Sokak No:5
P.K. 06520 Cankaya/Ankara

E-mail: md.reg@titck.govir

Web Sitesi: https:/www.titck.gov.itr/



Kullanim talimatlar

30. Cihaz Etiket Sembol Sézligu

Manufacturer / Uretici

Complies the European Medical
Device Regulation / Avrupa Tibbi
Cihaz Yénetrmeligine uygundur.

Atmospheric pressure limitation
I Atmosferik basing limiti

Date of manufacture / Uretim tarihi

5 ' E

Medical Device / Tibbi Cihaz

Fragile, handle with care / Kirilabilir,
dikkathi tagryiniz

;}&{:‘ Keep Away from Sunlight / Glnes Humidity limitations / Nem
_,:..I_\ Isigindan uzak tutunuz siniramalari
Ll
@ Serial number / Seri numaras: Imll Emm"
Reference number / Referans Type B applied part / Tip B uygulanan
numarasi * parga
Complies with the Waste Electrical
Cauti Diich and Electronic Equipment Directive /
’ Atik Elektrikli ve Elektronik Esyalar
Direktifine uygundur
T Keep dry / Kuru tutun A Warming: Electricity / Elektrik Uyansi
Refer to instruction manual ( booklet . . ’
L Unique Device Identifier / Tekil Cihaz
) I Kullarim kilavuzuna (brosdire) UD'
@ bakiniz W )
Class Il equipment (protection Ingress protection (against solids up
against electric shock) / Sinif If |P21 to 12.5 mm and dripping water) / Girig
EI ekipman (elektnk garpmasina kars: korumas: (12,5 mm'ye kadar kah
korumalr) cisimlere ve damlayan suya karsi)
Do Not Use If Package is Damaged
- - and Consult Instructions for Use
d Country of Production / Uretildigi Ulke
TR vy ; @ /Paket Hasarliysa Kullanmayin ve

Kullanim Talimatlarina Bakin
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31. Kutu Etiket Sembol Sézligu

Keep dry / Kuru tutun

Complies the European Medical
Device Regulation / Avrupa Tibbi
Cihaz Yénetmeligine uygundur.

Atmospheric pressure limitation
/Atmosferik basing limiti

Fragile, handle with care / Kinlabilir,
dikkatli tagryiniz

Humidity limitations / Nem

This way up /Yukan dogru

MD)| [Medical Device /Tibbi Cinaz
sinilamalan
"
Do Not Use If Package is Damaged -
@ and Consult Instructions for Use / Temperature Limit / Sicaklik
Paket Hasarliysa Kullanmayin ve /Y sinirlamalan
Kullanim Talimatlarina Bakin re
Complies with the Waste Electrical
: and Electronic Equipment Directive /
& Onimionm E\/ Atk Elektrikii ve Elektronik Egyalar
Direktifi'ne uygundur

TL.SPC.015 / Rev:12.03.2026/06
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1- Introduction

Thank you for choosing the ARTEFIT
SPCDO0001 Sequential Pneumatic Com-
pression Device, a professional-grade
pneumatic compression system designed
for both clinical and home use. Featuring
an intuitive LCD touchscreen and compat-
ible with both upper and lower extremity
garments, the ARTEFIT SPCDOOO1
Sequential Pneumatic Compression
Device delivers sequential gradient
pressure therapy to support patients
suffering from venous or lymphatic
disorders.

2- Intended Use

The ARTEFIT SPCD0001 Sequential
Pneumatic Compression Device is intend-
ed for the treatment and/or management
of the following conditions:

« Lymphedema

« Chronic venous insufficiency

- Peripheral edema

- Postoperative edema

« Venous stasis ulcers

« As well as serving as a prophylactic
device for Deep Vein Thrombosis (DVT).

This device is suitable for use in both
clinical settings and home environments
under medical supervision.

3 - Warnings & Precautions

« The information provided in this user
manual is intended for general guidance
on the use of the compression device
and may not be applicable to every
individual’s specific clinical condition.
Pressure levels, treatment duration, and
frequency of application must be
determined solely by the authorized
healthcare professional(s) monitoring
the patient.

+ Pressure settings should not be
changed unless explicitly recommended
by the authorized healthcare profes-
sional. Application of high pressure
levels should be evaluated with caution,
as it may increase the risk of tissue
damage.

- Under the following conditions, the
device should be used only after
careful evaluation and under the
supervision of a healthcare profes-
sional:

- Sensitive, irritated, sunburnt, or

bruised skin, and skin with compro-

mised integrity;

- Skin conditions such as dermatitis,

eczema, psoriasis, or skin cancer on or

around the treatment area;

- If unusual changes such as blisters,
redness, bumps, or discoloration are
observed on the skin, or if sensa-
tions of burning, itching, or
increased swelling are felt during or
after treatment, the use of the
device must be discontinued
immediately and a healthcare
professional must be consulted.

- Do not stand or walk while wearing
the garments used with this device.
Otherwise, there is a risk of injury
due to tripping, slipping, or falling.

« This device is not intended for use
during sleep. Use during sleep is not
recommended, as it may adversely
affect user safety.

- Do not carry or hang the device by
its tubing, valve, or power cord.

- Keep the device away from CT or
MR environments.

+ Portable RF communications
equipment (including peripherals
such as mobile phones, antenna
cables, and external antennas)
should be used no closer than 30 cm
(12 inches) to any part of the device,
including the power cord specified
by the manufacturer. Otherwise, this
could result in degradation of the
equipment's performance.

- To avoid affecting the service life
and normal function of the equip-
ment, do not expose the device to
direct sunlight and protect it from
dirt and moisture.
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Operating the device near explosive or -
flammable gases may cause a fire hazard..
Keep away from explosive, flammable,

and volatile gases.

Do not use in the presence of any
contraindications.

Avoid use during sleep.

Do not use near water, in wet environ-
ments, or where aerosols are being
sprayed.

Do not operate the device on a soft
surface, under a blanket or cover, or near
a heat source. Inspect the device,
accessories, and power cord for damage *
before use or cleaning.

Keep out of reach of children and pets.
In the event of a power outage during
treatment while the garments are
inflated, first disconnect the garments
from the device and allow air to escape
from the garment connector. Then, unzip
or open the touch-and-close fasteners
and remove the garments from your
body.

- To avoid the risk of electric shock, this

equipment must only be connected to a
supply mains with protective earth.
This device must only be used with
compatible compression garments, sold
and provided separately by our compa-
ny.

There are no known side effects of the
product.

The garments are for single patient use 4. Intended Users

only and must not be used by more than
one person. .

For hygiene purposes and to prevent
irritation, it is recommended to always
wear clothing, bandages, or socks under
the garments.

Lie down in a comfortable position
during operation. In addition, do not walk
or stand while wearing the garments, as
this may result in falls.

Avoid folding, pinching, or kinking the
tubing, as this may obstruct air flow.
Do not wrap the tubing around your
extremities, as this may restrict blood
flow.

Never attempt to open, repair, or modify
the device; no modification of this
equipment is allowed.

Opening, repairing, or modifying the .
device by anyone other than authorized
service personnel may adversely affect
safety, performance, and regulatory
compliance, and may pose a risk of injury.

If you experience burning, itching,
increased pain, numbness, or tingling, or
observe changes in skin appearance
such as discoloration, blisters, bumps, or
increased swelling, discontinue use and
consult a physician.

The device is designed for use in both
home environments and hospital/clinical
settings.

In hospital and clinical settings, the
setup, operation, parameter settings,
and supervision of the device are
performed by qualified healthcare
providers (physicians, registered nurses,
physiotherapists, and clinical techni-
cians) in accordance with the instruc-
tions in the user manual; operational
control of the device in these settings
rests with healthcare professionals.
Qualified healthcare providers, including
physicians, registered nurses, physio-
therapists, and clinical technicians, are
responsible for the prescription, setup,
operation, and supervision of the device
in clinical settings.

For home use, the setup and operation
of the device are performed by the
patient or caregiver, in accordance with
the instructions in the user manual and
the parameters recommended by
qualified healthcare providers (physi-
cians and physiotherapists). For home
use, the patient or caregiver is responsi-
ble for operating the device, supervising
its use, and entering the parameters
provided by healthcare professionals.



Instructions for use (&n)

« The device is also intended for use by
patients with venous or lymphatic
disorders. The device is suitable for use
under medical supervision in the homes
of patients diagnosed with Lymphedema,
Chronic Venous Insufficiency, Peripheral
Edema, Postoperative Swelling, Venous
Stasis Ulcers, and Deep Vein Thrombosis
(DVT) (prophylactically).

5. Hospital And Clinical Use

« The setup is performed by qualified
healthcare providers (physicians,
registered nurses, physiotherapists, and
clinical technicians) in accordance with
the instructions specified in the user
manual.

- Device maintenance must be performed
only by authorized service.

- Device Calibration: it is recommended to
have the device calibrated once a year.
Device calibration must be performed
only by an authorized service provider.

6. Home Use

« The setup is performed by the patient or
caregiver in accordance with the
instructions in the user manual and the
parameters recommended by qualified
healthcare providers (physicians and
physiotherapists).

- Device maintenance must be performed
only by authorized service.

- Device Calibration: it is recommended to
have the device calibrated once a year.
Device calibration must be performed
only by an authorized service provider.

7. Intended Patient Population

- The ARTEFIT Sequential Pneumatic
Compression Device is intended for use
with patients who have venous or
lymphatic disorders, such as the follow-

ing:

- Lymphedema
- Chronic venous insufficiency
- Peripheral edema

Postoperative edema
Venous stasis ulcers

As well as serving as a prophylactic
device for Deep Vein Thrombosis (DVT).

The device is indicated for use both in
clinical settings and in the homes of
patients under medical supervision.

Based on FDA and CE standards, the
ARTEFIT SPCD0O001 Sequential Pneu-
matic Compression Device is suitable
for use under medical supervision in
patients within the 21-85 age group.
There are no gender or weight restric-
tions within the patient population.

8. Contraindications

Use is not recommended for individuals
with the following conditions:

Active Deep Vein Thrombosis (DVT)
Suspected pulmonary embolism or
clotting disorder

Limb infections (e.g., untreated cellulitis)
Congestive heart failure (unless medically
controlled)

Lymphangiosarcoma

Untreated wounds, ulcers, or skin grafts
Severe peripheral artery disease

If you are pregnant, have impaired skin
sensitivity, or have other vascular condi-
tions, consult your physician before use.
Use outside the specified age groups is
not recommended; consult your physician
for exceptional cases.

9. Device Description And Operating
Principle

The Artefit Sequential Pneumatic Com-
pression Device provides sequential,
gradient pneumatic compression for the
treatment of ymphedema and associated
venous disorders. Sequential, gradient
compression helps increase blood flow
and facilitates the elimination of excess
lymph by clearing it from the affected
area of the body. The device provides
sequential inflation/deflation cycles (from
distal to proximal) at designated pressure
levels.
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Adjustable / Monitorable Zone
Pressure

- The pump pressure can be set
between 20 and 120 mmHg. Individu-
al pressure settings are possible for
each zone prior to treatment, and
real-time zone pressures can be
monitored during the procedure.

Monitorable Therapy Duration

- Therapy duration can be set to the
following options: 15, 30, 45, and 60
minutes.

- The remaining time can be moni-
tored during the therapy.

- Terminating the Therapy
- The therapy can be terminated at

any time by selecting the 'Stop'
option on the touchscreen.

Pre-Therapy Pressure Application

- When using SPCG18-Chamber
Proabdominal or SPCG8 16-Chamber
Pro-pants garments, pre-therapy
pressure may first be applied to the
abdomen region under the supervi-
sion of a clinical technician, physio-
therapist, or physician. The device
then continues to operate at the set
values.

« Extra Evacuation
- If extra evacuation of the air in the

garment is required, the 'Extra
Evacuation' option can be selected.

Profile Memory

-  The ARTEFIT Sequential Pneumatic
Compression Device allows for the
selection of 3 separate profiles. It
can be adjusted for three different
individuals, or three different
programs can be entered for the
same person. Each time a profile is
selected, the last set values are
automatically assigned.

+ Front and Back Panel

OF )
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LCD touchscreen
Garment Connection Port
Pin hole for aligning the garment socket

Power Cord Connection Socket
ON/OFF Button

SRS NS

10. Instructions For Use
» Preparing the Device for Use and Setup
- Remove the garment(s) from the box.

- Unfold the garment(s) and lay them out
flat.

- Remove the device and the air mattress
from the box - keep the packaging for
transport and storage.

- Place the device on a flat and stable
surface - the device should be close
enough to be accessible to the controls
during use.

- Ensure that the ambient temperature and
humidity conditions are within the ranges
defined in this manual.
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» Connecting The Power Cord

- Insert the end of the power cord into
the socket inlet on the back of the
device.

- Plug the power cord into a grounded
outlet.

- The device is ready for use; set the
ON/OFF button to the ON (I) position.

Configuring Device Settings on the
LCD Touchscreen

Select the device language by tapping
the Language field on the screen.

@ mn¢l| % ENGLISH

LANGUAGE

Selecting a Profile

Select your username and/or program
name from the LCD touchscreen.

LANGUAGE

Save your username to one of the 3
profiles using the keyboard on the
touchscreen. (Example profile: ABC)

Z| X © ¥ B N M DELETE

©

ABC TWO THREE

LANGUAGE
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» Selecting the Garment

- Once a profile is selected, the garment
selection screen appears automatically.

- Select the product group recommended
by clinical staff.

GARMENT SELECTION

) .

LOWER BODY GROUP UPPER BODY GROUP

Lower Body Group

o 8 Chamber Proabdominal
o 8 Chamber Leg Garment
o 16 Chamber Pro-pants

Upper Body Group
o 8 Chamber Elite Pro Vest Garments

Lower Body Group Garment Selection

HELLO ABC

o

SETTINGS

85 | 90 | 95 [100|105|120|115|120
a
i HIICI'IU‘
TME

30 min

- The screen displays default settings
starting with 120 mmHg for Zone 1and 85
mmHg for Zone 8. Select 'SETTINGS' on
the touchscreen to adjust the values
according to the instructions provided
by clinical staff.

o If you are using the 8-Chamber
Pro-abdominal or 16-Chamber
Pro-pants garments, and the clinical
staff recommends initial pre-therapy for
the abdominal area, select
‘ABDOMINAL ZONE’ and set the
desired duration. Once the treatment
begins, the abdominal zone (Zones 7
and 8) operates for the set duration;
then, the therapy starts from the feet
towards the abdomen at the
pre-adjusted pressure levels.

o

o

* THERAPY SETTINGS '

P

Therapy Settings
Press ‘'THERAPY’ settings on the touch-
screen.

GARMENT TYPE SELECTION

DEFAULT 1 |

) : DEFAULT 2
’ DEFAULT 3

AUTOMATIC SET MANUEL SET
THREAPY TIME SELECTION

o] R 5o somin

On the screen that appears:

\ i

You can change the garment type.

You can select the therapy duration as
15, 30, 45, or 60 minutes, according to
the time recommended by clinical staff.
The selected duration appears in
green on the screen.

You can save all selected settings into
3 different programs via Profile
Settings.

Default Settings (Presets 1, 2, 3)

When an automatic setting is selected,
the Default Settings are automatically
configured as follows.

Default 1 (Preset 1): Starts at 120 mmHg in
Zone 1(with a 5 mmHg gradual pressure
decrease across zones).

Default 2 (Preset 2): Starts at 75 mmHg in
Zone 1(with a 5 mmHg gradual pressure
decrease across zones).

Default 3 (Preset 3): Starts at 77 mmHg in
Zone 1(with a 3 mmHg gradual pressure
decrease across zones).
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DEFAULT SET1

L

B | | s |00 |s|iojis|i;
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DEFAULT SET 2

L

40| as | so0 |55 |60 |es | 70| 75
(]
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DEFAULT SET 3

L
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- Select the recommended preset.
- For example, a 30-minute duration
and Preset 1 have been selected

below.

B
5

ABC

START

o

SETTINGS

85 | 90 | 95 [100|105|120|115|120
8} 1
SLECTID
TME

30 min

- Select 'Start' on the LCD touch-
screen to begin the therapy.

- You can readjust your default
settings and duration before starting
by pressing the 'SETTINGS' tab.

- Profile settings change dynamically.
The device memorizes the user’s last
program run and automatically starts
with these settings for subsequent
operations.

« Upper Body Group Garment Selection

- Select the upper body group.

- After selection, all procedures continue as
described for the lower body group.

- In the therapy settings for the upper body
group, the Pre-Therapy Pressure Applica-
tion is set as default and cannot be
changed.

GARMENT CHOICE

BOTTOMS TOPS

11. Therapy Profile Settings
- Select the profile you wish to run on the

home page (Example: previously created
ABC profile).

LANGUAGE

- Select 'SETTINGS' on the page that
appears.

HELLO ABC

START

o

SETTINGS

85 | 90 | 95 [100|105|120|115|120
8} 1
SLECTID
TME
30 min

- Select GENERAL SETTINGS.

GENERAL
SETTINGS

.
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- If pre-therapy for the abdominal area
is requested, select ' ABDOMINAL
ZONE' and set the desired operation
time. If selected, the ABDOMINAL
ZONE button turns green.

- If abdominal pre-therapy pressure
application is not requested, continue
with the Therapy settings.

THERAPY SETTINGS

- Select AUTO SETTINGS.

GARMENT TYPE SELECTION |
- .‘-? DEFAULT 1
C :J) _ DEFAULT 2
> s DEFAULT 3 |
AUTOMATIC SET MAMNUEL SET

THREAPY TIME SELECTION

- Onthe AUTO SETTINGS page, set the
Zone 1 pressure value to the recom-
mended level, and adjust the pressure
change interval (DIFFERENTIAL
VALUE) to the recommended setting.
Press the SAVE button.

MANUEL SET PAGE
85 ) INTERVAL

SET SET

a0 N
1 +

95 i)
L]

100 {5
1 }H 108 4 s -
Nb 110 3
A 115 12 10

| £ .
< ) L~ 1201 B
T PRES!

Press 'START' to begin use. Your profile
settings have been saved based on the
values you entered. The next time you
select your profile, you can directly start
using it automatically with your last
settings.

HELLO  ABC

BpE=erd

85 | 90 | 95 |100|105| 110115120
8} 1

©

SETTINGS

SLECTID
TIME

30 min

Manual Settings

Used to enter specific pressure values
for each zone, from Zone 1to Zone 8.
Select the zone for which you wish to
enter a value on the touchscreen.

In the Differential Value section, select
the increment interval for the pressure
value of the chosen zone.

In the Pressure Setting section, use the
+/- buttons to adjust the pressure to
your desired value.

Press the SAVE button.

The pressure value of each zone cannot
be lower than the pressure value of the
preceding zone. The system does not
allow such an entry. Therefore, it is
recommended to start from ZONE 1 and
proceed upwards in sequence.

\ ZONE1
| % 20 3 FaRK BASING
| i DEGERI AYARI
| 25 )
\\ | 1 +
| 30 o

\ ]

| '| 35 5 =

|} a0

| 48 03

A s0 @ 10

ZONE 2

\ DEGER AYARI
25 )

l I‘, 35
| il a0 ¢
oy a5

EEE S B
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12. Attaching And Donning The
Garment

- The garments are delivered ready for
use, with the air tubing and the
garment socket for device connection
pre-mounted. It easily connects to
the Garment Connection Port on the
front panel of the device.

- While holding the garment socket in
front of the device, ensure that the
arrows on the socket are on the
upper surface.

- While the arrows are on the upper
surface, the pin of the garment socket
must be on the right side. Ensure that
the pin fits into the pin hole (3) on the
garment connection port.

1. LCD Touchscreen
2. Garment Connection Port

Garment Socket Pin

3. Pin hole for aligning the garment
socket

- Insert the tips and the pin of the
garment socket into the holes and the
pin hole of the garment connection
port on the device.

- When using two garments, use the Air
Distribution Manifold (ADMOO1).
Following the arrows on the upper
surface, insert the tips and the pin
into the holes on the device. Then,
insert the tips of both garment
sockets into the holes of the Air
Distribution Manifold (ADMOO1).

- Unzip or open the touch and-close

fasteners of the garment with the
tubing.

- Put on the garments, ensuring that the

tubing runs along the sides of your legs
or arms.

- Put on the Lower Body Garment so that

the sole of your foot fits perfectly into
the foot section of the garment.

I

Put on the Upper Body Garment so that
your fingertips reach the end of Zone 1.
After putting on the garment, zip it up or
close the touch-and-close fasteners.

Do not kink the tubing.

Using the AIR DISTRIBUTION MANI-
FOLD (ADMOO1)

Based on the values recommended by
qualified healthcare providers (doctors
and physiotherapists), SPCG lower body
garments can be used individually as
right/left legs, or both right and left leg
garments can be used simultaneously if
recommended. In this case, the Air
Distribution Manifold (ADMOO1) is used.



« ADMOO1 Air Distribution Manifold
Garment Connection Port

- Insert the Right/Left Garment Sockets
into the ADMO0O1 connection port.
Ensure that the arrow marks on the
garment socket part of the ADMOOT1 air

distribution manifold are facing upwards,

as shown in the figure.

* « ADMOO1 Air Distribution Manifold
Garment Socket

« ADMOO1 Air Distribution Manifold
Garment Socket Pin

The connection of the air distribution
manifold to the SPCDOO1 device is
performed as described in Article 12.
Ensure that the arrow marks on the
socket are facing upwards, make sure
the garment socket pin fits into the
socket pin hole (3) on the device, and
insert the socket into the device port.

Run the recommended program.

The ADMOO1 air distribution manifold
can only be used for the right and left
8-chamber leg garments in the lower
body group.

13. Operating The Device

Lean back comfortably within easy
reach of the controls.

Press the “On/Off” button to turnit on.
Select your profile to access the home
screen.

Press the “Start” button on the screen
and the device will begin to operate.
The remaining therapy time can be
tracked on the screen.

The instantaneous pressure of the
zones can be tracked individually on the
screen. The current zone shown in the
figure on the LCD touchscreen will be
highlighted from light green to dark
green as the desired pressure is
reached.

At the end of a timed therapy, the air
inside the garment is deflated for 45
seconds. Once the evacuation process is
complete, additional evacuation can be
performed by answering “Yes” to the
guestion “Should evacuation continue?”
that appears on the screen. If the air
inside the garment has been sufficiently
deflated, select the “No” option. If the
garment is to be folded and packed after
therapy, additional evacuation is recom-
mended.

SHOULD THE EVACUATION CONTINUE?

YES NO
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- Once the process is complete, turn off the device using the “On/Off” button.
- To disconnect the garment from the device, pull and remove the garment socket.
- Unzip or open the touch-and-close fasteners and remove the garment.

14. Ending The Therapy

- Select the “Stop” option on the LCD touchscreen to end the therapy.
- The evacuation process will start immediately, and air evacuation will continue for

45 seconds.

SHOULD THE EVACUATION CONTINUE?

- Select either the “Yes” or “No” option for additional evacuation, depending on the
need to deflate the garment.
- If “No” is selected, the screen returns to the home page.

15. Technical Specifications

TITLE

VALUE

Product Name

SEQUENTIAL PNEUMATIC COMPRESSION DEVICE

Power Supply Rating

110-220 V AC, 40/50 Hz

Nominal Input 12VDC, 4 A
Electrical Classification Class Il
Applied Part Type B
Ingress Protection P21

Power Supply Isolation

By unplugging

Mode of Operation

Continuous

Essential Performance

Cyclical inflation and deflation of the garment(s) by the device

Treatment Duration

15/ 30 / 45 / 60 minutes

Pressure Range 20 - 120 mmHg

Precision 3 mmHg

Accuracy + %20

Functions - Adjustable / Monitorable Zone Pressure

+ Monitorable Therapy Duration

+  Terminating the Therapy

- Pre-Therapy Pressure Application
- Extra Evacuation

+  Profile Memory
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Warranty Device: 3 years / Garment: 1year

Expected Service Life 3years

Software Safety Class A

Regulatory Classification EU MDR 2017/745 - Class lla

Weight 2,4 kg

Dimensions (HxWxL) 117,3 x 268,3 x 245 mm

16. Garments And Accessories 17. Cleaning And Maintenance

The ARTEFIT SPCDO001 Sequential Proper maintenance extends the life of the

Pneumatic Compression Device is fully ARTEFIT Sequential Pneumatic Compres-
and exclusively compatible with Artefit sion Device and ensures hygienic therapy.
garments. Artefit garments are designed

for targeted and comfortable therapy - Daily Maintenance:

and are available for both upper and

lower extremities. > Wipe the exterior of the device with a soft,
damp cloth.

 Garment Types: o Do not use abrasive cleaners or solvents,

and do not immerse the device in water.

- Upper Body Group: Designed to cover
the entire arm. Available in various
sizes and chamber configurations.

Garment Cleaning:

- Lower Body Group: Covers from the o Disconnect the garment from the device.
foot up to the upper thigh. Designedto - Unfasten the garment completely and lay
provide compression along the limb. it flat on a level surface.

- Bilateral Use: In the lower body group, ° Gently wipe with a damp and/or soapy
single-leg garments can be used cloth.
simultaneously for both the right and > Do not machine wash, do not tumble dry,
left sides. The air distribution manifold or do not immerse in water.
supports dual-garment therapy. o Wait for the garment to dry completely

before the next use.
« Key Features:

Tubing Maintenance:
- Multi-chamber design for sequential
gradient inflation Ensure there are no kinks or blockages in
- Durable and easy-to-clean material the tubing.
- Zippers and/or touch-and-close Wipe with a dry cloth if necessary.
fasteners for a secure and adjustable Do not bend the tubing sharply.
fit

o

o

o

- Storage:

» Included Accessories:
- Store in a cool, dry place away from direct

- Power Adapter: Medical-grade and sunlight.

region-specific plug - Avoid placing heavy objects on the device

or garments.
- Keep away from moisture, heat sources, or
open flames.
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Service:

There are no user-serviceable parts inside the device.

Contact your authorized service provider for service, repairs, or technical issues.
Perform regular checks for signs of wear or damage. If you detect any abnormality,
discontinue use and seek support.

At the end of their service life, the device and its accessories must be disposed of
in accordance with applicable national legislation and environmental regulations.

18. Recommended Garments And Accessories For Use With The Product

The ARTEFIT SPCDO0001 Sequential Pneumatic Compression Device must only be
used with compatible SPCG compression garments, which are provided and sold
separately by our company.

There are no known restrictions on combinations of devices and equipment.

The use of garments manufactured from biocompatible materials is recommended
with the ARTEFIT SPCDO0001 Sequential Pneumatic Compression Device.

« Garments

MODEL/REF NO PRODUCT NAME BODY SIZE
SPCD1-SPCG10001 8 chamber Proabdominal garments Small L
SPCD1-SPCG10002 8 chamber Proabdominal garments SmallR
SPCD1-SPCG10003 8 chamber Proabdominal garments Medium L
SPCD1-SPCG10004 8 chamber Proabdominal garments Medium R
SPCD1-SPCG10005 8 chamber Proabdominal garments LargelL
SPCD1-SPCG10006 8 chamber Proabdominal garments LargeR
SPCD1-SPCG40001 8 chamber leg garments Small S
SPCD1-SPCG40002 8 chamber leg garments Medium S
SPCD1-SPCG40003 8 chamber leg garments Large S
SPCD1-SPCG40004 8 chamber leg garments Small N
SPCD1-SPCG40005 8 chamber leg garments Medium N
SPCD1-SPCG40006 8 chamber leg garments Large N
SPCD1-SPCG40007 8 chamber leg garments Small W
SPCD1-SPCG40008 8 chamber leg garments Medium W
SPCD1-SPCG40009 8 chamber leg garments Large W
SPCD1-SPCG40010 8 chamber leg garments Medium EW
SPCD1-SPCG60001 | g chamber Elite Pro Vest garments Small L




SPCD1-SPCG60002 8 chamber Elite Pro Vest garments Small R
SPCD1-SPCG60003 8 chamber Elite Pro Vest garments Medium L
SPCD1-SPCG60004 8 chamber Elite Pro Vest garments Medium R
SPCD1-SPCG60005 8 chamber Elite Pro Vest garments LargelL
SPCD1-SPCG60006 8 chamber Elite Pro Vest garments LargeR
SPCD1-SPCG70001 16 chamber elite bilateral garments Small L
SPCD1-SPCG70002 16 chamber elite bilateral garments Small R
SPCD1-SPCG70003 16 chamber elite bilateral garments Medium L
SPCD1-SPCG70004 16 chamber elite bilateral garments Medium R
SPCD1-SPCG70005 16 chamber elite bilateral garments Large L
SPCD1-SPCG70006 16 chamber elite bilateral garments LargeR
SPCD1-SPCG80001 16 chamber pro pants Small
SPCD1-SPCG80002 16 chamber pro pants Medium
SPCD1-SPCG80003 16 chamber pro pants Large
Abbreviations Table:

-L:Left

- R:Right

-S:Small S

- N: Narrow

- W: Wide

- EW: Extra Wide

« Air Distribution Manifold
MODEL NO/REF NO PRODUCT NAME

SPCD1-ADMO001

AIR DISTRIBUTION MANIFOLD

19. Troubleshooting

Issue

Potential Cause

Solution

Device does not turn on.

Power cord is not plugged in
or the outlet is not active.

Check the power connection and
verify that the outlet is working.

Touchscreen does
not respond.

Software lag or display failure.

Turn the device off and on again;
if the problem persists, contact
the support team

No air pressure in the garment

Tubing connection is
disconnected or blocked.

Ensure all connections are secure
and the tubing is not kinked

Uneven pressure in chambers

Garment is not positioned
correctly or there is a chamber
leak.

Re-apply the garment and check
for visible damage.

Excessive noise or vibration

Internal compressor issue

Discontinue use and contact
an authorized service center.

Error message on screen

Internal system error

Discontinue use and contact
support.
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20. Error Messages / Indicators

The Artefit SPCD0O001 Sequential
Pneumatic Compression Device does
not include an audible alarm system.
Visual warning indicators are
displayed on the LCD screen and can
be referenced in the user manual.

EO1
o Loc

EO2
O 0

EO3
O =

- EO1 - High Pressure Error Indicator:
This may occur if there is a kink or
other blockage in the tubing
connecting the garments, or if the
connection port is blocked. The EO1
message is displayed on the LCD
touchscreen.

- EO2 - Low Pressure Error Indicator:
This may occur if the garment is not
properly secured to the connection
port or if there is a hole in the
garment causing a leak. The EO2
message is displayed on the LCD
touchscreen.

- EO3 - Software System Error
Indicator: This may occur if an
internal software system error
occurs that causes the device to
fail to operate. The EO3 message is
displayed on the LCD touchscreen.

- Additional Warnings:

- Ensure that the garment
zippers/touch-and-close fasteners are
completely closed/secured before
each session.

- Avoid using extension cords or power
strips.

- After 45 and 60-minute sessions, allow
the device to rest for 5 minutes before
the next session.

- If problems persist after following the
steps above, discontinue use and
contact the user support team listed in
the next section.

21. Warranty And Support

The ARTEFIT SPCDO0O001 Sequential
Pneumatic Compression Device comes
with a limited warranty covering defects in
materials and workmanship. Please keep
your purchase receipt. For support,
troubleshooting, or replacement parts,
please contact the customer service
center listed below. The ARTEFIT
SPCDO0001 Sequential Pneumatic Com-
pression Device is maintenance-free
during the warranty period, and annual
calibration is recommended. Devices sent
to the manufacturer for service/repair are
returned to the customer after post-ser-
vice performance and safety validations
are performed in accordance with the
technical service instructions.

Product Name / Ref. No. : Sequential
Pneumatic Compression Device /
SPCD0001 )
Manufacturer: Sanko Tekstil Isletmeleri
San. Ve Tic. A.S. ISKO Subesi

Address: Organize Sanayi Bélgesi 3. Cad.
Inegdl / Bursa / Turkiye

Support Phone Number: +902242807878
E-Mail: info@artefit.com

22. Device Service Life

The service life of the ARTEFIT SPCDO001
Sequential Pneumatic Compression
Device is 3 years. The service life of
ARTEFIT SPCG Sequential Pneumatic
Compression Garments, compatible with
the SPCDOO0O01 device, is 1 year.
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23. Operating, Transport, And Storage Conditions

- Emissions generated during normal use
o Compressed air
o Minimum acoustic energy, quiet operation
- Operating Environment
o Designed for use in healthcare facilities or home environments.
o Not suitable for use in CT and MRI environments, or in environments rich in
explosive, flammable, and volatile gases.
o Suitable for use in dry environments.
o Temperature: 00C - 600C
o Relative Humidity: 10% - 70% RH
o Atmospheric Pressure; 700 - 1060 hPa

24. Hardware Specifications

- The device features a high-performance 32-bit microprocessor as its minimum
hardware architecture and a touchscreen interface for user interaction.

- A pressure sensor, valve driver units, and pump motor control circuits are incorpo-
rated in the system as critical hardware components for the software to execute its
core functions.

- The system operates stably on a mainboard powered by 12 Volts and incorporating
the necessary power management units.

25. Bluetooth Network Characteristics

- The device is not intended to connect to any Bluetooth (BT) network (IT-network)
or to transfer data via external networks. The device does not connect to any BT
network or transfer data via external networks.

- Since the device has no physical connection ports accessible to the outside world,
such as USB or RS485, the requirements regarding BT network characteristics are
not applicable.

- Internal data communication is performed exclusively as a closed-circuit via a serial
communication protocol between the device's main processor and the display
controller.

26. Electromagnetic Compatibility

Emissions Compatibility Electromagnetic Environment - Guidance

. The device uses RF energy only for its internal functions.
RF emissions Group 1 Therefore, its RF emissions are very low and are not likely to
cause any interference in nearby electronic equipment.

The device is suitable for use in all establishments, including
Class B domestic establishments and those directly connected to
the public low-voltage power supply network that supplies

RF emissions V-V ¥
buildings used for domestic purposes.

POSITIVE The device complies with the harmonic current limits

Harmonic emissions specified in the standard.

Voltage fluctuations POSITIVE The device complies with the voltage fluctuation and flicker
and flicker emissions limits.
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« Electromagnetic Emissions

Immunity Test

Immunity Test Level

IEC 61000-4-2 Electrostatic

+8 kV contact, £2, 4, 8,15 kV air

Discharge (ESD) Immunity discharge
IEC 61000-4-3 Radiated RF 80 MHz - 2.7 GHz, 10 V/m, 80% AM
Electromagnetic Field Immunity at 1kHz

IEC 61000-4-3 Proximity fields from RF

wireless communications equipment
-Immunity

TS EN 60601-1-2:2016/A1:2021
Standard Table 9 (9 V/m - 28 V/m)

IEC 61000-4-4 Electrical
Fast Transient / Burst

+2 kV Power Lines (100 kHz)

IEC 61000-4-5 Surge Immunity

+0.5 kV - +1kV Line -to-Line

IEC 61000-4-6 Conducted
RF Immunity

150 kHz - 80 MHz,3V - 6 V (rms),
80% AM at 1 kHz

IEC 61000-4-8 Power Frequency
Magnetic Field Immunity

30 A/m, 50 Hz or 60 Hz

IEC 61000-4-11 Voltage Dips

0% Ut for 0.5 cycle, 0% Ut for 1.0
cycle, 70% Ut for 25/30 cycles

IEC 61000-4-11 Voltage Interruptions

0% Ut for 250/300 cycles

27. Conditions Requiring Consultation
With Healthcare Professionals

If any of the following situations occur
while using the device at home, use of
the device should be discontinued
immediately, and a healthcare profes-
sional should be consulted:

- Redness, irritation, sores, or changes
in skin color

- Increased pain during or after use

- Numbness, tingling, or loss of sensa-
tion

- Increased swelling in the area of
application

- Sudden shortness of breath, chest
pain, or dizziness

28. Expected Clinical Benefit

This device is designed to support
venous and lymphatic circulation in the
lower and upper extremities by operating
on the principle of sequential pneumatic
compression. When used properly and
consistently, it is expected to help
reduce edema, alleviate feelings of
fullness and tension in the extremities,
and enhance user comfort.
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ARTEFIT

Product Name: Sequential Pneumatic
Compression Device

Ref.: SPCD0O001 UDI-DI:08684523754033
Manufacturer and Authorized Service:
Sanko Tekstil Isletmeleri San. ve Tic. A.S.
ISKO Division

Address: Organize Sanayi Bolgesi 3. Cad.
Inegdl / Bursa / Turkiye

Phone: +902242807878

Email: info@artefit.com

Notified Body: Kiwa Belgelendirme
Hizmetleri A.S.

Address: ITOSB 9. Cadde No 15 Tepebren
Tuzla - Istanbul - TUrkiye

Phone: +90 (216) 593 25 75

E-posta: posta@kiwa.com.tr

q

1984

29. Reporting Of Serious Incidents
(Vigilance)

The user, caregiver, and/or healthcare
professional must report any serious
adverse event (e.g,, death, unexpected
serious deterioration in health, hospitali-
zation, permanent injury, life-threatening
condition, etc.) occurring during the use
of this device or related to it to the
manufacturer without delay. Prompt
reporting is critical for the evaluation of
the event and the initiation of necessary
corrective and preventive actions.

MANUFACTURER NOTIFICATION
CHANNELS:

« Phone: +902242807878

« Email: info@artefit.com

- Address: Organize Sanayi Bélgesi 3.
Cad. Inegél / Bursa / Turkiye

Contents of the report (if possible):
device/garment name/reference/model,
serial/lot/UDI information, date and
location of the event, description of the
event, condition of the affected person,
any photos/additional documents, and
your contact information.

Serious adverse events: The event must
be reported to us by the user, caregiver,
healthcare professional, or affected
person(s) within 10 days of its occur-
rence.

Death or unexpected serious deteriora-
tion in health: The event must be report-
ed to us by the user, caregiver, health-
care professional, or affected person(s)
within 7 days of its occurrence.

Serious public health threat: The event
must be reported to us by the user,
caregiver, healthcare professional, or
affected person(s) within 1day of its
occurrence.

NOTIFICATION TO THE COMPETENT
AUTHORITY:

Users, caregivers, and healthcare
professionals may, if they wish, report a
serious event directly to the competent
authority in addition to notifying the
manufacturer..

Competent Authority for Turkiye:

Turkiye

MDR-IVDR

Turkish Medicines and Medical Devices
Agency (TITCK) Ministry al Health
Turkish Medicines and Medical Devices
Agency

S6gUt6éza Mahallesi 2176. Sokak No S P.K.
06520 Cankaya Ankara

E-mail: md ivd@titckgov.tr

Web Sitesi: https:/wwwititck.govir/
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30. Device Label Symbol Glossary

Manufacturer / Uretici

Complies the European Medical
Device Regulation / Avrupa Tibbi
Cihaz Yénetrmeligine uygundur.

Atmospheric pressure limitation
I Atmosferik basing limiti

Date of manufacture / Uretim tarihi

5 ' E

Medical Device / Tibbi Cihaz

Fragile, handle with care / Kirilabilir,
dikkathi tagryiniz

;}&{:‘ Keep Away from Sunlight / Glnes Humidity limitations / Nem
_,:..I_\ Isigindan uzak tutunuz siniramalari
Ll
@ Serial number / Seri numaras: Imll Emm"
Reference number / Referans Type B applied part / Tip B uygulanan
numarasi * parga
Complies with the Waste Electrical
Cauti Diich and Electronic Equipment Directive /
’ Atik Elektrikli ve Elektronik Esyalar
Direktifine uygundur
T Keep dry / Kuru tutun A Warming: Electricity / Elektrik Uyansi
Refer to instruction manual ( booklet . . ’
L Unique Device Identifier / Tekil Cihaz
) I Kullarim kilavuzuna (brosdire) UD'
@ bakiniz W )
Class Il equipment (protection Ingress protection (against solids up
against electric shock) / Sinif If |P21 to 12.5 mm and dripping water) / Girig
EI ekipman (elektnk garpmasina kars: korumas: (12,5 mm'ye kadar kah
korumalr) cisimlere ve damlayan suya karsi)
Do Not Use If Package is Damaged
- - and Consult Instructions for Use
d Country of Production / Uretildigi Ulke
TR vy ; @ /Paket Hasarliysa Kullanmayin ve

Kullanim Talimatlarina Bakin




Kullanim talimatlari

31. Package Label Symbol Glossary

Keep dry / Kuru tutun

Complies the European Medical
Device Regulation / Avrupa Tibbi
Cihaz Yénetmeligine uygundur.

Atmospheric pressure limitation
/Atmosferik basing limiti

Fragile, handle with care / Kinlabilir,
dikkatli tagryiniz

Humidity limitations / Nem

This way up /Yukan dogru

MD)| [Medical Device /Tibbi Cinaz
sinilamalan
"
Do Not Use If Package is Damaged -
@ and Consult Instructions for Use / Temperature Limit / Sicaklik
Paket Hasarliysa Kullanmayin ve /Y sinirlamalan
Kullanim Talimatlarina Bakin re
Complies with the Waste Electrical
: and Electronic Equipment Directive /
& Onimionm E\/ Atk Elektrikii ve Elektronik Egyalar
Direktifi'ne uygundur
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