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Muc dich sir dung

Bo két ndi tai chong dong dugce sir dung dé két ndi bo kit apheresis co dau ndi Luer voi tii
chbng dong co dau tlep nhan. Dung cu chira dung dich chdng d6ng c6 thé dong mé, vi du nhu
tui, hoac dung cu co bé mat cung, chang han nhu chai.

Mo ta

B6 két ndi tii chéng dong chi dugc sir dung mot 1an va bao gdm nhitng thanh phan sau day:
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1. Pau nbdi AC (dung dich chéng dong) co nip: dugc sir dung dé ndi voi dau Luer vao duong
dan AC cua bo kit

2. Lo thong khi: dugc str dung khi ndi vao mot dung cu chtira AC bé mit cing

3. Pau cidm co nép: duoc su dung dé cdm vao dau tiép nhan trén dung cu chura AC

Canh bao

1. San pham nay chtra phthalates (DEHP). Ngudi hién mau toan phan khong bi phoi nhiém
DEHP; Nguy co strc khoé tiém 4n ddi voi nhitng ngudi hién mau timg phan apheresis
thip, boi vi liéu lugng phoi nhiém DEHP trung binh theo thoi gian rat thdp. Cac nhom
bénh nhén bao gdm phuy nit mang thai hodc cho con b va tré em duoc xem 1a c6 nguy
co cao nhat dbi véi cac tac dong nguy hai tiém 4n do tiép xuc v6i DEHP. . Tuy nhién, cac
co quan quan ly dé luu y rang loi ich cua viée thuce hién mot thu thuat can thiét 16n hon
nhiéu so véi nguy co lién quan dén phoi nhiém DEHP. Cac bac si diéu trj chju trach
nhiém can bang céc riii ro nay cho bénh nhan.

2. Khong tai sir dyng/ Khong cho tai sir dung: San pham do Terumo BCT san xuét c6
biéu tuong "Khoéng tai sir dung" chi dugc sir dung mot lan va khong dugc sir dung lai
hoic tiét trung lai bang bt ky cach thirc nao. Terumo BCT khong thé dam bao tinh ning
hodc tinh v0 trung cta san pham néu no dugce tai st dung hodc khtr trung lai.

Tai st dung mdt san pham st dung mét lan co6 thé dan dén:

e Céic van dé vé hiéu ning san phim do mat toan ven san pham, bao gdm nhung
khong gidi han:

- RO ri chit 1ong

- Cac bd phéan bi cong hodc bién dang

- Nhura bj chay va d6i mau

- Bd loc ¢6 kha nang loc thép

S& bi phoi nhiém véi véi du lugng ethylene oxide (EtO) du thira

Nhiém virut nhu viém gan hoic virus suy giam mién dich & ngudi (HIV)

Nhiém khuan

Lay nhiém chéo

Bét ky nhiing rui ro nay néu xay ra déu co6 thé gy ra thuong tich nghiém trong hodc tur
vong. Nguoi st dung san pham, nguoi hién, bénh nhan va ngudi nhan san pham cudi
cung cua thiét bi déu c6 nguy co phai chiu rui ro nay.



Than trong

1. B0 két ndi da duoc tiét tring va khong chira chat gay sét. Khong sir dung thiét bi néu xay
ra mot trong cac diéu kién sau:
e Céc nap day khong ¢ dung vi tri
e Diucim khong dugc ndi v4i bd két ndi
2. RO i 6 thé xay ra néu c6 mot trong sb cac diéu kién sau:
e BO kétnbi khong dugc ndi voi bo kit trude khi cim vao mot dung cu chtra AC
e Diucim khong dugc ndi véi b két ndi.

bieu kién biao quéin

Pham vi bao quan lau dai: 0 °C to 35 °C (32 °F to 95 °F)
Do am bao quang: 0% dén 75%, 46 am twong d6i, khong ngung tu
Pham vi cho phép:

e —29°C dén 0°C (-20 °F dén 32 °F) cho lén t6i 72 gio

e 35°C dén 50 °C (95 °F dén 122 °F) cho 1én t6i 6 tuan

e D06 am 1én t6i 85% RH + 5% cho 1én t&i 72 gioy

Quy trinh sir dung

St dung ky thuét vo khuén, hiy 1am theo cic hudng din sau dé st dung thiét bi

Lay bo két ndi tii chdng dong ra khoi bao bi.

Mé nép dau ndi luer trén duong AC ciia b kit

Thao nip két nbi AC trén bo két ndi

Vin dau ndi luer trén dudng AC ciia bo kit cho khit v6i vao dau ndi AC trén bo két ndi
Thao nip dau cam trén bo két ndi

Q{‘ Luru y: Néu khong ndi dau cam vao b két nbi thi c6 thé xay ra ro ri

6. Pua dau cim trén bd két ndi vao dung cu chtra AC
7. Neéu AC dugc dung trong dung cu chira c6 mat cung nhu chai, hdy m¢ 10 thong dudi dau
cam dé¢ dung dich c6 thé chay duoc

DAl

Biéu twgng va cac chirng nhan

Biéu twong M0 ta

@ S6 lugng dong gbi san pham

“ Nha sén xut thiét bi

g Ngay ma sau d6 thiét bi khong duogc st dung

i | Ngay san xudt thiét bi (hodc ngay tiét tring, néu san pham duoc tiét
trung)

REF S catalog dé nhan dién thiét bi




Biéu twong

LOT

S4 16 dé nhan dién thiét bi
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Puong dan dich vo tring. Tiét tring bang ethylene oxide (EtO).

[13]

Ngudi str dung phai doc ki hudng dan sir dung trude khi sir dung.

®

Thiét bi chi dinh st dung mot lan, hodc chi st dung cho mét bénh
nhan trong mét quy trinh don.

C € 2797

Thiét bi dugc san xuat phu hop v6i Phy Lyc II Chi thj Chau Au
93/42/EEC, nhu da dugc bd sung

WDEHP

San pham c6 chira phthalates, dic biét 1a Di(2-ethylhexyl)phthalate
(DEHP).
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Khéng dé san pham tryuc tiép dudi anh ning mit troi.
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Gitlr san pham kho réo.
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San pham khong c6 chat gay sot
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Chi sir dung san pham theo chi dinh
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Bao bi dong goi san pham phu hop v6i Chi thi Chau Au 94/62/EC
doi voi dong goi va rac thai dong goi.
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Khéng khtr tring lai san pham.
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