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Kit gan bach ciu, tiéu cau may va thu nhin té bao goc
Spectra Optia IDL Set

Hudéng dan st dung

Hang ban theo don



Muc dich s dung

Kit gan bach cau, tiéu cdu may va thu nhan té bao gbc Spectra Optia IDL cung cap giao dién
giita bénh nhan va hé théng phan tach t& bao méu tu dong Spectra Optia duoc sir dung trong cic
mg dung tach thanh phan mau bang may cho diéu tri. Kit Spectra Optia IDL Set dugc chi dinh
dé dan cac thanh phan mau tir vi tri can thiép qua hé théng phan tach té bao mau tu dong Spectra
Optia r0i tra lai co thé bénh nhan.

Vui long tham khdo Sach huong dan van hanh hé thong phan tach té bao mau tu dong Spectra
Optia dé biét day du thong tin vé chi dinh, chéng chi dinh, thong tin phong ngura, phan tng bat
loi, loi ich 1am sang, dbi twgng bénh nhan, cic dic diém hiéu suit.

Profile nguwoi dung

Mbi ngudi van hanh nén biét rd vé sach huéng dan sir dung trudc khi sir dung hé thong. Tat ca
cac thu tuc phai dugc thyc hién boi nhan vién y té da duoc dao tao dudi su giam sat cia bac si.

Chéng chi dinh

Khong c6 chdng chi dinh riéng cho viéce sir dung kit IDL. Cac chdng chi dinh dwoc gidi han lién
quan dén thu tuc phan tach thanh phan méau bﬁng hé thé)ng phan tach té bao mau ty dong Spectra
Optia.

Cic phan g bt lgi

Khong c6 bat ky phan mg bat lgi hay nghiém trong nao xay ra lién quan téi thiét bi nay duoc
b4o cdo vé co quan quan ly dia phuong va Terumo BCT. Khach hang trong nudec My vui long
lién hé v6i bo phan hd trg khach hang cua Terumo BCT. Khach hang ngoai nuéc My vui long
lién hé vai dai dién ctia Terumo BCT tai dia phuong.

Céanh bao

1. Kit IDL (md hang 10310) c6 chita cac chat sau, dugc dinh nghia 1a chat giy ung thu, giy
dot bién hodc gay doc (CMR), loai 1A hoidc 1B, va / hodc mét chit c6 dic tinh gay rdi loan
ndi tiét & ndng do trén 0,1% trong lugng theo trong luong:

* Bis (2-ethylhexyl) phthalate (DEHP), la chét gay doc 1B (hoic CMR 1B) va c6 dic tinh
gay 101 loan ndi tlet S6 CAS: 117- 81 7; S6 EC: 204-211-0.
e Cobalt; CAS sb 7440-48-4; EC s6 231-158-0.

Dé biét thém thong tin, hdy truy cdp trang web ciia Co quan Hoa chat Chau Au tai htps:
/fecha.europa.eu/home.

Ngudi hién méau toan phan khong bi phoi nhiém véi chat DEHP. Nguy co sirc khoé tiém an
d6i voi nhitmg nguoi hién mau timg phan apherasis thip, bai vi lidu lwong phoi nhiém
DEHP trung binh theo thoi gian rat thap. Cac nhom bénh nhan bao gdm phy nit mang thai
hodc cho con bu va tré em duoc xem 1a ¢6 nguy co cao nhat ddi véi cac tac dong nguy hai
tiém an do tiép xtic véi DEHP. Tuy nhién, cic co quan quan ly da luu y rang loi ich cua
viéc co thé thuc hién mot tha thuat can thiét 1a 16n hon nhiéu so véi nguy co lién quan dén
phoi nhiém DEHP. Cac bac si diéu tri chiu trach nhiém cén bang cac rai ro niy cho bénh
nhan.

Kim c6 chtra cobalt & néng do trén 0.1% trong lugng. Bé‘mg ching khoa hoc hién hanh hd
trg rang thiét bi y té dugc lam bang hop kim thép khong gi chua cobalt khong 1am ting
nguy co gy ung thu hodc anh hudng x4u dén sinh san.



Khéng tai sir dung/ Khong danh cho tai sir dung: Cac san pham cua Terumo BCT c¢6 biéu
tuong “Khong tai st dung” dugc chi dinh chi st dung mot lan va khong dugc tai st dung
hodc tiét trung lai dudi bat ctr hinh thirc ndo. Terumo BCT khong dam bao chuc nang hoac
tinh vo tring ctia san pham néu no bi ti tiét trang hodc tai s dung.
Viéc tai st dung san phém su dung mot lan c6 thé dan dén:
e Xay ra 15i khi str dung san pham do mat tinh toan ven cua san pham, ké ca nhing
diém sau:
- Rori dich
- Céc b phan bi cong vénh hoac bién dang
- Phén nhua d& v& va d6i mau
- Giam kha nang loc cua cac bg loc
e Phoi nhiém vdi ethylene oxide (EO) ton du
e Nhiém virus nhu viém gan hodc vi rt suy giam mién dich & nguoi (HIV)
e Nhiém khuan
e Lay nhiém chéo
Bét ky nhiing rai ro nao ciing c¢6 thé gay thuong tich nghiém trong hodc tir vong. Nhiing
rti ro ¢ thé xay ra véi nguoi sir dung san pham, ngudi hién mau, nguoi bénh va nguoi
nhan san pham cudi cing ciia thiét bi.

Than trong

1.

a

Puong dan méau va chét 16ng cia bo kit duge khir tring bang ethylene oxide va khong cé tac
nhan gay sot. Khong dugce su dung bo kit néu mdt trong cac truong hop sau xdy ra:

. Thiy r& 6ng bi xoan vin bat thuong, nhu dudng kinh trong cia éng diy nhoé hon
duong kinh trong ctia kim lay hodc tra mau veé.

. B0 kit duoc 1ap khong ding cach.

. Ong dan bi hong.

. C6 bat ky kep nao trén dudng dan bi khoa

. Thiéu nip day trén day dan cia bo kit khi mé bao bi san pham.

C6 thé sir dung bo kit 1én t6i 24 gid sau khi md bao bi (vi du nhu thao nép, cho phép choc

vao nap) C6 thé nap bo kit 1én t1 24 gid trude khi thue hién quy trinh voi diéu kién khong

ha thap hop cassette hodc bom mdi duong dng. Mot khi da ha thap hop cassette hodc bom

moi, chi dugce sir dung thiét bi trong mot ca thuc hién. Néu khong sir dung bo kit trong mot

khoang thoi gian cu thé, thai bo bo kit theo quy trinh ctia co so.

Khong kéo cing 6ng khi gap bo channel dé lap vao budng ly tim nham tranh 1am hong b

kit.

Chi st dung ngon tay dé dat channel vao bo filler. Dé tranh channel bi thung, khong dugc st

dung cac vat sac nhon khi thao tac.

Khong han dudng vao cua dng bén nong. Néu dudng vao bi bit kin, bo kit s& bi 16i khi nang

cassette 1én dé thao b kit.

DPam bao tat ca cac két ndi Luer chéc chin.

B kit IDL s& khong duoc coi 1a hoat dong kin néu mét trong cac diéu kién sau day xay ra:

° Kim dau vao chua dugc két ndi.

e Khong thé lip dugc kim déu vao trong lan dau tién (trir khi viée lap kim méi co st
dung thiét bj két ndi gitp duy tri tinh v6 trung cua bo kit).

° Kim dau vao bi tudt trong quy trinh chay may

e  Néusu dung tai mau mau dé thu cac mau méu, cac mau duoc Iy ra trudc khi han
duodng dan t6i tai.



° Céc tai san pham hodc thi miu mau phai duoc ngat két ndi trude khi han duong dan
to1 tai.

e MAu san pham duoc khoi bau chira mau trude khi han kin hoan toan duong dan.
° B6 loc vo trung bi hong.
° Tinh toan ven cua bo kit bi anh hudng vi bit ctr Iy do nao.

8.  Dé tranh lam hong, khong st dung kim tiém hodc canuyn bi ciin dé cim vao cong tiém
khong kim.

9.  Chi str dung cic cong ndi Luer tiéu chudn; dng tiém hodc dau ndi khong dung tiéu chuan co
thé 1am hong cong tiém khong kim. Pau ndi luer tidu chuan phai tuan thii cac tiéu chuin
ISO 594-1 va/hodc ISO 594-2. Cac dng tiém va cac dau ndi luer duc c6 nhiéu cau hinh khac
nhau va c6 thé khéc nhau vé thiét ké va kich thuée

10. Dé tranh lam hong vo cong tiém khong kim, khong siét qua chit cac dau ndi. Khong sir
dung bat ky dung cu nao dé siét dau ndi.

Loi ich 1am sang

Khéng c6 loi ich 1am sang cu thé lién quan dén viéc sir dung Kit IDL. Cac loi ich 1am sang lién
quan dén thu tuc phan tach thanh phan mau bang may phan tach té bao mau tu dong Spectra
Optia.

Poi twong bénh nhan

Dbi twong nguoi hién mau muc tiéu dua trén loai thu tuc phan tach thanh phan mau bang mau
duoc thuc hién. Doi tuong ngudi hién gom ca nhan can diéu tri bang apheresis, duoc danh gia la
phu hop theo nha cham so6c stre khoe.

Piéu kién bio quin

0 °C to 30 °C (32 °F to 86 °F)

Théng s6 k§y thuit

Bang 1: Thanh phan bd kit

Dic diém Hiéu suét Diéu kién

Vat liéu 6ng day chinh Polyvinyl chloride (PVC)

Thé tich thi thu nhan 940mL, v6i tii khong ly tim | C6 thé ly tAm thi thu nhan

1én t&i 10 phut ¢ ,
400mL, véi thi khong ly tam | <" ! 0 phut & 5000g

Thé tich ti huyét twong Long: 800mL Thé tich nhin thay 1a thé

tich tié t*' d
Pong lanh: 600mL ich muc ti€u to1 da

Tai huyét tuong khong dugc
chi dinh d¢ ly tam

Mang lgc vo trung 0.2 micron Mang loc c6 & duong dan
chat chéng dong (AC) va
duong dan nudc mudi sinh
ly.

Gitp duy tri hé théng kin

Mang lgc binh chira méu Ngin chin céc vét thé co kich
thudc 200micron hoac 16n hon
de tranh di vao duong mau tra




vé dan ra tr binh chlra mau.

Tudi tho bd channel 8 tieng Piéu kién hoat dong binh
thuong.

Bang 2: Thong sb 6ng diy (khdng tiét trung, kich thwéc danh nghia®)

Muc Bé day thanh 6ng | Pwong kinh ngoai | Pwong kinh trong

DPuong mau tra vé 0.94mm (0.37in) 4.75mm (0.187 in) | 2.87mm (0.113 in)
Duong mau vao
DPuong thay thé

Puong thi chuyén

Duong thu nhan 0.56mm (0.022 in) | 4.06mm (0.160 in) | 2.94mm (0.116 in)
Puong huyét tuong

Puong tti mau thu nhan

Puong ndi kim 0.95mm (0.037 in) | 5.21mm (0.205 in) | 3.31mm (0.130 in)
DPuong nbi bau mau 0.66mm (0.026 in) | 4.19mm (0.165 in) | 2.87mm (0.113 in)

* Luu ¥: Kich thuéc dng diy néu trong tai liéu nay 13 gia tri danh nghia va dugc chi dinh sir
dung dé xac dinh sy tuong thich voi cac thiét bi thi nghiém khac nhau. Cac gia tri danh nghia 1a
cac kich thudc muc tiéu duge chi dinh, tuy nhién, do chung 1a phép do v6i dng day khong tiét
trang va do sy khac nhau trong quy trinh san xuét, kich thude thuc c6 thé hoi khéc.

Quy trinh sir dung

Cac huéng dan néu dudi ddy mo ta cach st dung cong tiém khong kim, néu co. Ddi véi cac
thong tin khéc, vui long tham khao Sach hudng dan van hanh H¢ thong phan tach té bao mau tu
dong Spectra Optia.

Sir dung Cong tiém khong kim (néu c6)
Cong tiém khong kim duoc sir dung dé truyén thude hodc 14y mau ma khong can kim tiém.

1. Dung gac dé lau sach cong tiém khong kim theo quy trinh hoat dong tiéu chuan (SOP).

Dé kho.
W)/ Luuy: Kiém tra céng tiém khong kim bao gdm lau chii bé miat bang con isopropyl 70%
e 4 trong 25-30 gidy va dé cho n6 kho trong diéu ki¢n khong khi méi truong xung quanh trong 1
phut.



Hinh 1: Lau bé mit cong tiém khong kim

2. Su dyng k¥ thuét vo trung, cén than két ndi ong tiém hodc bo day nbi dai véi cong béng
cach day ong tiém hoac dau ndi luer thang vao cong tiém khong kim va vén theo chiéu
kim ddng hd. Xem Hinh 2. Khong ldp nghiéng hoic ¢ ging cdy md khe trong cong.

/ | 0
/
’ ™ 4

Hinh 3: Cong luer c6 khéa (Male Luer Lock (MLL))

)/ Luu y: Khi st dung diu ndi MLL c6 xoay, thi dam bao ring c6 xody di dwoc can hét va két
‘%" noi phai chac chan.

3. Xoay Ong tiém hodc dau ndi nguoc chidu kim dong hd dé thao ra. Cong tiém khong kim

s& dong hoan toan sau mdi lan sir dung va do d6 khong can c6 nip cong tiém riéng.
4. Rua xa cong tiém khong kim sau moi lan st dung theo quy trinh SOP.

Hoan tra lai san pham di sir dung

Néu vi bét cr 1y do gi phai tra lai san pham cho Terumo BTC, Inc. can ndp trinh tai liéu hoan tra
san pham (S6 RGA) cho Terumo BTC, Inc. trudc khi bat dau van chuyén.

C6 thé 14y cac hudng dan vé sinh va vét tu, bao gdm céc container van chuyén thich hop, ghi
nhin dang quy cach va s RGA tir Phong Quén 1y Chét lugng cua Terumo BCT.

TRUNG TAM CHAM SOC Y TE CHIU TRACH NHIEM CHUAN BI VA XAC DINH PHU
HOP CAC SAN PHAM DE HOAN TRA.



Vui long lién hé vé6i co quan dai dién dia phuong dé biét thém thong tin vé hang hoa tra lai va
khiéu nai san pham.

C € 2797 Nhin hiéu tiéu chuén Chau Au
@ S6 lugng san pham dugc dong goi
g Han str dung
———
}%{ San pham khong c6 chat gay sot.
——— |
———
STERILE[EQ Puong dan dung dich vo trung sit dung ethylene oxide (EO).
— |
L i Tham khao huéng dan str dung
eLabeling terumobet.com

Ngay san xuat

Sb catalog

REF
® Khong duogc tai str dung
LOT

S6 16

M Nha san xuét

j/.ii Khéng dé san pham truc tiép dudi anh ning mat troi.
T‘i Dé noi kho réo.
Bao bi dong goi san phdm phu hop véi Chi thi Chau Au 94/62/EC
d6i voi dong goi va rac thai dong goi.
2\ N _ o
2‘3 San pham dugc lam tur Polyethylene cuong do cao.

San pham c6 chira chat nguy hiém

Khéng khu trung lai




Gidi han nhiét do

MD

Thiét b y té

Nhan dién thiét bi duy nhét

E{Only

Chi ban theo don

EC | REP

Dai dién duoc ty quyén tai Chau Au

Gidi han so6 lugng xep chong

Hang d& v&, can than

=3 e meEx

Dit thiét bi theo hudng nay
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Kit gan bach ciu, tiéu cau may va thu nhén té bao goc
Spectra Optia IDL Set

Hudéng dan st dung

Hang ban theo don



Muc dich s dung

Kit gan bach cau, tiéu cdu may va thu nhan té bao gbc Spectra Optia IDL cung cap giao dién
giita bénh nhan va hé théng phan tach t& bao méu ty dong Spectra Optia duoc sir dung trong cac
mg dung tach thanh phan mau bang may cho diéu tri. Kit Spectra Optia IDL Set dugc chi dinh
dé dan cac thanh phan mau tir vi tri can thiép qua hé théng phan tach té bao mau tu dong Spectra
Optia r0i tra lai co thé bénh nhan.

Vui long tham khdo Sach huong dan van hanh hé thong phan tach té bao mau tu dong Spectra
Optia dé biét day du thong tin vé chi dinh, chéng chi dinh, thong tin phong ngura, phan tng bat
loi, loi ich 1am sang, dbi twgng bénh nhan, cic dic diém hiéu suit.

Profile nguwoi dung

Mbi ngudi van hanh nén biét rd vé sach huéng dan sir dung trudc khi sir dung hé thong. Tat ca
cac thu tuc phai dugc thyc hién boi nhan vién y té da duoc dao tao dudi sy giam sat cia bac si.

Chéng chi dinh

Khong c6 chdng chi dinh riéng cho viée sir dung kit IDL. Cac chdng chi dinh dwoc gidi han lién
quan dén thu tuc phan tach thanh phan méau bﬁng hé thé)ng phan tach té bao mau ty dong Spectra
Optia.

Cic phan g bt lgi

Khong c6 bat ky phan ng bat lgi hay nghiém trong nao xay ra lién quan téi thiét bi nay duoc
b4o cdo vé co quan quan ly dia phuong va Terumo BCT. Khach hang trong nudec My vui long
lién hé v6i bo phan hd trg khach hang cua Terumo BCT. Khach hang ngoai nuéc My vui long
lién hé vai dai dién ciia Terumo BCT tai dia phuong.

Céanh bao

1. Kit IDL (md hang 12320) c6 chita cac chat sau, dugc dinh nghia 1a chat gdy ung thu, giy
dot bién hodc gay doc (CMR), loai 1A hoidc 1B, va / hodc mét chit c6 dic tinh gay rdi loan
ndi tiét & ndng do trén 0,1% trong lugng theo trong luong:

* Bis (2-ethylhexyl) phthalate (DEHP), la chét gay doc 1B (hoic CMR 1B) va c6 dic tinh
gay 101 loan ndi tlet S6 CAS: 117- 81 7; S6 EC: 204-211-0.
e Cobalt; CAS s6 7440-48-4; EC s6 231-158-0.

Dé biét thém thong tin, hdy truy cap trang web ciia Co quan Hoa chat Chau Au tai htps:
/fecha.europa.eu/home.

Ngudi hién méau toan phan khong bi phoi nhiém véi chat DEHP. Nguy co sirc khoé tiém an
d6i voi nhitg nguoi hién mau timg phan apherasis thip, boi vi lidu luong phoi nhiém
DEHP trung binh theo thoi gian rat thap. Cac nhom bénh nhan bao gdm phy nit mang thai
hodc cho con bu va tré em duoc xem la ¢6 nguy co cao nhat ddi véi cac tac dong nguy hai
tiém an do tiép xtic véi DEHP. Tuy nhién, cic co quan quan ly da luu y rang loi ich cua
viée c6 thé thuc hién mot thu thuat can thiét 1a 16n hon nhiéu so voi nguy co lién quan dén
phoi nhiém DEHP. Cac bac si diéu tri chiu trach nhiém cén bang cac rai ro niy cho bénh
nhan.

Kim c6 chtra cobalt & néng do trén 0.1% trong lugng. Béng chung khoa hoc hién hanh hd
trg rang thiét bi y té dugc lam bang hop kim thép khong gi chua cobalt khong 1am ting
nguy co gy ung thu hodc anh hudng x4u dén sinh san.



Khéng tai sir dung/ Khong danh cho tai sir dung: Cac san pham cua Terumo BCT c¢6 biéu
tuong “Khong tai st dung” dugc chi dinh chi st dung mot lan va khong dugc tai st dung
hodc tiét trung lai duoi bat ctr hinh thirc ndo. Terumo BCT khong dam bao chuc nang hodc
tinh vo tring ctia san pham néu no bi ti tiét trang hodc tai s dung.
Viéc tai st dung san phém su dung mot lan c6 thé dan dén:
e Xay ra 15i khi str dung san pham do mat tinh toan ven cua san pham, ké ca nhing
diém sau:
- Rori dich
- Céc b phan bi cong vénh hoac bién dang
- Phén nhua d& v& va d6i mau
- Giam kha nang loc cua cac bg loc
e Phoi nhiém vdi ethylene oxide (EO) ton du
e Nhiém virus nhu viém gan hodc vi rt suy giam mién dich & nguoi (HIV)
e Nhiém khuan
e Lay nhiém chéo
Bét ky nhiing rai ro nao ciing c¢6 thé gay thuong tich nghiém trong hodc tir vong. Nhiing
rti ro ¢ thé xay ra véi nguoi sir dung san pham, ngudi hién mau, nguoi bénh va nguoi
nhan san pham cudi cing ciia thiét bi.

Than trong

1.

a

Puong dan méau va chét 16ng cia bo kit duge khir tring bang ethylene oxide va khong cé tac
nhan gay sot. Khong dugce su dung bo kit néu mdt trong cac truong hop sau xdy ra:

. Thiy 13 6ng bi xodn vin bat thuong, nhu dudng kinh trong cia éng day nhoé hon
duong kinh trong ctia kim lay hodc tra mau veé.

. B0 kit duoc 1ap khong ding cach.

. Ong dan bi hong.

. C6 bat ky kep nao trén dudng dan bi khoa

. Thiéu nip day trén day dan cia bo kit khi mé bao bi san pham.

C6 thé sir dung bo kit 1én t6i 24 gid sau khi md bao bi (vi du nhu thao nép, cho phép choc

vao nap) C6 thé nap bo kit 1én to1 24 gid trude khi thue hién quy trinh voéi diéu kién khong

ha thap hop cassette hodc bom mdi duong dng. Mot khi da ha thap hop cassette hodc bom

moi, chi dugce sir dung thiét bi trong mot ca thuc hién. Néu khong sir dung bo kit trong mot

khoang thoi gian cu thé, thai bo bo kit theo quy trinh ctia co so.

Khong kéo cing 6ng khi gap bo channel dé lap vao budng ly tim nham tranh 1am hong b

kit.

Chi st dung ngon tay dé dat channel vao bo filler. Dé tranh channel bi thung, khong dugc st

dung cac vat sic nhon khi thao tac.

Khong han duong vao cta dng bén nong. Néu dudng vao bi bit kin, bo kit s& bi 16i khi nang

cassette 1én dé thao b kit.

DPam bao tat ca cac két ndi Luer chéc chin.

B kit IDL s& khong duoc coi 1a hoat dong kin néu mét trong cac diéu kién sau day xay ra:

° Kim dau vao chua duoc két ndi.

e  Khong thé lip dugc kim déu vao trong lan dau tién (trir khi viéc lap kim méi co st
dung thiét bj két ndi gitip duy tri tinh v6 trung ca bo kit).

° Kim dau vao bi tudt trong quy trinh chay may

e Néusu dung tai mau mau dé thu cac mau méu, cac mau dugc Iy ra trudc khi han
dudng dan t6i tai.



Céc tai san pham hodc thi miu mau phai duoc ngat két ndi trude khi han duong dan
to1 tai.

Mau san pham duoc khoi bau chira mau trude khi han kin hoan toan duong dan.

B6 loc vo trung bi hong.

Tinh toan ven cua bo kit bi anh hudng vi bit ctr Iy do nao.

Dé tranh lam hong, khong st dung kim tiém hodc canuyn bi cun dé cdm vao cong tiém

khong kim.

Chi st dung cac cong noi Luer ti€u chuén; ong tiém hodc dau ndi khong diung tiéu chuan co

thé 1am hong cong tiém khong kim. Pau ndi luer tidu chuan phai tuan thii cac tiéu chuin
ISO 594-1 va/hodc ISO 594-2. Cac dng tiém va cac dau ndi luer duc c6 nhiéu cau hinh khac
nhau va ¢6 thé khac nhau vé thiét ké va kich thudc

10. Dé tranh lam hong vo cong tiém khong kim, khong siét qua chit cac dau ndi. Khong sir
dung bat ky dung cu nao dé siét dau ndi.

Loi ich 1am sang

Khéng c6 loi ich 1am sang cu thé lién quan dén viéc sir dung Kit IDL. Cac loi ich 1am sang lién
quan dén thu tuc phan tach thanh phan mau bang may phan tach té bao mau tu dong Spectra

Optia.

Poi twong bénh nhan

Dbi twong nguoi hién mau muc tiéu dua trén loai thu tuc phan tach thanh phan mau bang mau
duoc thuc hién. Doi tuong ngudi hién gom ca nhan can diéu tri bang apheresis, duoc danh gia la
phu hop theo nha cham so6c strc khoe.

Diéu kién bao quan

0 °Cto 30 °C (32 °F to 86 °F)

Théng s6 k§y thuit

Bang 1: Thanh phan bd kit

Dic diém Hiéu suét Diéu kién

Vat liéu 6ng day chinh Polyvinyl chloride (PVC)

Thé tich thi thu nhan 940mL, v6i tii khong ly tim C6 thé ly tam thi
400mL, v6i tai khong ly tam gﬁ;fgasnofg‘g.téi 10

Thé tich tai huyét trong Long: 800mL Thé tich nhin thay

1a thé tich tié

bong lanh: 600mL a the tich myc ticu
to1 da

Tai huyét tuong

khéng‘ duoc chi

dinh dé ly tam

Mang lgc vo trung 0.2 micron Mang loc co6 ¢

duong dan chat
chéng dong (AC)
va duong dan nudc

Gitp duy tri hé théng kin




muoi sinh ly.

Mang loc binh chira méu Ngén chin cac vat thé co kich thude
200micron hodc 16n hon dé tranh di vao
duong mau tra vé dan ra tir binh chua

mau.

Tubi tho bd channel 8 tiéng Diéu kién hoat
dong binh thuong.

Bang 2: Thong so ong diy (khong tiét trang, kich thwéc danh nghia®)
Muc Bé day thanh 6ng | Pwong kinh ngoai | Pwong kinh trong
Puong mau tra vé 0.94mm (0.37in) 4.75mm (0.187 in) | 2.87mm (0.113 in)
Puong méu vao
Puong thay thé
Pudng ti chuyén
Duong thu nhan 0.56mm (0.022 in) | 4.06mm (0.160 in) | 2.94mm (0.116 in)
Puong huyét tuong
Puong tii mau thu nhan
DPuong ndi kim 0.95mm (0.037 in) | 5.21mm (0.205 in) | 3.31mm (0.130 in)
Puong ndi bau mau 0.66mm (0.026 in) | 4.19mm (0.165 in) | 2.87mm (0.113 in)

* Luu ¥: Kich thuéc dng diy néu trong tai liéu nay 13 gia tri danh nghia va dugc chi dinh sir
dung dé xac dinh su tuong thich v&i cac thiét bi thi nghiém khac nhau. Cac gia tri danh nghia 1a
cac kich thuéc muc tiéu dugc chi dinh, tuy nhién, do ching 1a phép do voi dng day khong tiét
tring va do sy khac nhau trong quy trinh san xuét, kich thude thuc c6 thé hoi khéc.

Quy trinh siwr dung

Céac hudng dan néu dudi ddy mo ta cach sir dung cong tiém khong kim, néu c6. Ddi véi cac
thong tin khac, vui long tham khao Sach huéng dan van hanh H¢ thong phan tach t&€ bao mau tu
dong Spectra Optia.

Sir dung Cong tiém khong kim (néu c6)
Cong tiém khong kim dugc sir dung dé truyén thude hodc lay mau ma khong can kim tiém.

1. Dung gac dé lau sach cong tiém khong kim theo quy trinh hoat dong tiéu chuan (SOP).

Dé kho.
N 7 Luu y: Kiém tra céng tiém khong kim bao gdm lau chii bé miat bang con isopropyl 70%
=y trong 25-30 gidy va dé cho n6 kho trong diéu kién khong khi moéi truong xung quanh trong 1
phut.



Hinh 1: Lau bé mit cong tiém khong kim

2. Su dyng k¥ thuét vo trung, cén than két ndi ong tiém hodc bo day nbi dai véi cong béng
cach day ong tiém hoac dau ndi luer thang vao cong tiém khong kim va vén theo chiéu
kim ddng hd. Xem Hinh 2. Khong ldp nghiéng hoic ¢ ging cdy md khe trong cong.

/ | 0
/
’ ™ 4

Hinh 3: Cong luer c6 khéa (Male Luer Lock (MLL))

)/ Luu y: Khi st dung diu ndi MLL c6 xoay, thi dam bao ring c6 xody di dwoc can hét va két
‘%" noi phai chac chan.

3. Xoay Ong tiém hodc dau ndi nguoc chidu kim dong hd dé thao ra. Cong tiém khong kim

s& dong hoan toan sau mdi lan sir dung va do d6 khong can c6 nip cong tiém riéng.
4. Rua xa cong tiém khong kim sau moi lan st dung theo quy trinh SOP.

Hoan tra lai san pham di sir dung

Néu vi bét cir 1y do gi phai tra lai san pham cho Terumo BTC, Inc. can ndp trinh tai liéu hoan tra
san pham (S6 RGA) cho Terumo BTC, Inc. trudc khi bat dau van chuyén.

C6 thé 14y cac hudng dan vé sinh va vét tu, bao gdm céc container van chuyén thich hop, ghi
nhin dang quy cach va s RGA tir Phong Quén 1y Chét lugng cia Terumo BCT.

TRUNG TAM CHAM SOC Y TE CHIU TRACH NHIEM CHUAN B VA XAC DINH PHU
HOP CAC SAN PHAM DE HOAN TRA.



Vui long lién hé vé6i co quan dai dién dia phuong dé biét thém thong tin vé hang hoa tra lai va
khiéu nai san pham.

C € 2797 Nhin hiéu tiéu chuén Chau Au
@ S6 lugng san pham dugc dong goi
2 Han str dung
———
}%{ San pham khong c6 chat gay sot.
——— |
——
STERILE[EQ Puong dan dung dich vo trung sit dung ethylene oxide (EO).
—— |
__j ﬂ Tham khao huéng dan str dung
eLabeling terumobet.com

Ngay san xuat

Sb catalog

REF
® Khong duogc tai str dung

LOT S6 16

Nha san xuat

e q q , ,
j/.it Khoéng dé san pham truc ti€p dudi anh nang mat troi.
T‘i Dé noi kho réo.
Bao bi dong goi san phdm phu hop véi Chi thi Chau Au 94/62/EC
d6i voi dong goi va rac thai dong goi.
2\ N _ o
2‘3 San pham dugc lam tur Polyethylene cuong do cao.

San pham c6 chira chat nguy hiém

Khéng khu trung lai




Gidi han nhiét do

MD

Thiét b y té

Nhan dién thiét bi duy nhét

E{Only

Chi ban theo don

EC | REP

Dai dién duoc ty quyén tai Chau Au

Gidi han so6 lugng xep chong

Hang d& v&, can than

= e meEx

Dit thiét bi theo hudng nay
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