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Muc dich sir dung

Hé thong phan tach té bao mau tu dong Spectra Optia® chi dinh sur dung trong cac 1mg dung
tach thanh phan mau bing may cho didu tri (apheresis). Kit trao doi huyet tuong, hdng cau
Spectra Optia® Exchange Set dugc sir dung cing véi Hé thong phén tach t& bao méu tu dong
Spectra Optia®.

Vui long doc k§ Hudéng din van hanh Hé thong Spectra Optia® dé dugc liét ké day du vé
chéng chi dinh, phan tmg bt loi, canh bao, than trong va huéng dan véan hanh.

Canh bao

1,

B kit ¢6 chra phthalates (DEHP). Ngudi hién mau toan phin khong bi phoi nhiém
v6i DEHP; rii ro stre khde tiém 4n véi ngudi hién méu apheresis 1a thp, do liéu phoi
nhiém DEHP trung binh theo thoi gian rat thap. Céc nhém bénh nhén bao gbém phu nir
mang thai hodc cho con bt va tré nhé duoc coi 1a ¢6 nguy co cao nhét déi véi cdc tac
hai tiém 4n do tiép xuc véi DEHP. Tuy nhién, cic co quan quan ly lwu v ring loi ich
khi tién hanh mét quy trinh Ién hon nhiéu so véi rii ro do tiép xtc voi DEHP. Cac bac
sT diéu trj chiu trach nhiém can bing céc rui ro nay cho bénh nhan.

2. Khong tii sit dung/ Khong danh cho tdi si dung: Cac san pham cta Terumo BCT
¢6 biéu twong “Khéng tai st dung” duoc chi dinh chi sir dung mét 1an va khong duoc
tdi str dung hoic tiét tring lai dudi bat et hinh thic nao. Terumo BCT khéng dam bao
chirc ndng hoic tinh vo tring ciia san pham néu né bi tai ché hodc tai sur dung.

Viéc tai sir dung san pham sir dung mot lan c6 thé dan dén:
e Xay ra 16i khi sir dung san phdm do mét tinh toan ven cua san pham, ké ca nhimg
diém sau:
- Roridich
- Céc bd phan bi cong vénh hoac bién dang
- Phén nhua d& v& va ddi mau
- Giam kha néng loc cua cac bo loc
e Phoi nhiém véi ethylene oxide (EO) tdn du
e Nhiém virus nhu viém gan hoic vi rut suy giam mién dich & nguoi (HIV)
e Nhiém khuén
e LAy nhiém chéo
Bét ky nhiing rui ro nao cling co thé giy thwong tich nghiém trong hodc tur vong.
Nhitng rai ro nay dén tir nguoi sir dung san pham, ngudi hién méu, nguoi bénh va
ngudi nhan san pham cudi cung cia thiét bi.
Than trong

1. Dudng dan mdu va dich ctia b kit dugc khir tring bang ethylene oxide va khong chia

chat gay s6t. Khong str dung bd kit néu cac diéu kién sau khong duge dam bao:
e Duong 6ng dan bi viin xoin nghiém trong, nhu duong kinh trong cta éng day
nho hon dudng kinh trong ctia kim thu nhén va tra mau vé bénh nhan
e B kit bi lap dat sai quy céch.
e Duong 6ng bi hong.
e Cac kep trén dudng dng dan bi khoa
e Nip cac diu duong din trén bo kit bi thiéu khi md bao bi.
2. C6 thé nap bé kit 1én toi 24 gio trude khi thye hién quy trinh véi diéu kién 1a khong ha

bo cassette hodc bom mdi duong dng. Mot khi da ha bd cassette hodc mdi dudmg ong,
phai sur dung bo kit trong ciing mot ca.



10.

Khéng kéo cang ong khi gép b channel dé dat vao budng ly tdm, tranh lam hong bo
kit.

Chi sir dung ngén tay dé nap bo channel vao b filler. P& tranh channel bi thung,
khéng dugc sir dung céc vat sic nhon khi thao téc.

Khong han dudng vao ctia dng bon long. Néu dudng vao bi bit kin, b kit s& bi 131 khi
nang cassette 1én dé thao b kit

Pam béo tit ca cac ddu ndi Luer déu chic chén;

Dé lai nip dau ndi luer chua st dung (trén ti thai) dé tranh ro ri dich. Chéc chian dau
nbi vira khit.

Dé tranh lam hong céng dan, khong sir dung kim hodc éng din dang cun dé choc vao
cbng tiém khong kim

Chi str dung thiét bj két ndi dau luer tiéu chuén; xi-lanh hodc ddu ndi khéng tiéu chudn
c6 thé lam hong céng tiém dang khong kim. Dau ndi luer tiéu chuén phai pht hop vaéi
tiéu chuan hoa hgp I1SO 594-1 va/ hodc ISO 594-2. Xi-lanh va diu ndi luer duc c6
nhiéu hinh dang khéc nhau va c6 thay ddi dang ké vé thiét ké va kich thudc.

Dé tranh lam hong vo cong tiém khong kim, khong vian ddu ndi qua chit. Khéng st
dung bat cir dung cu nao dé siét chat dau néi.

Diéu kién bao quan

Pham vi bao quan lau dai: 0 °C to 35 °C (32 °F to 95 °F)
D¢ am bao quang: 0% dén 75%, do 4m twong déi, khong ngung tu
Pham vi cho phép:

~29 °C dén 0 °C (-20 °F dén 32 °F) cho 1én t¢i 72 gi®r
35 °C dén 50 °C (95 °F dén 122 °F) cho 1én t&i 6 tudn
D¢ é4m 1én t6i 85% RIT + 5% cho 1én t6i 72 gid

Quy trinh st dung

Nhitng huéng dan dudi ddy md ta cach st dung cong tiém khéng kim, néu can. Cac thong tin
quy trinh khdc, tham khao S6 tay Hudng dan sir dung Hé théng Spectra Optia®.

Sir dung cong tiém khéng kim (néu cn)

Cong tiém dang khong kim duoc chi dinh dé truyén thude hodc ldy miu ma khong cn ding
kim sit.

1. Lau bé mat cong tiém khong kim theo quy trinh vén hanh co s. R6i dé khé
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Luu y: Kiém tra cong tiém khong kim, ké ca viéc lau bé mat cong bing con
isopropyl tir 25 dén 30 gidy, rdi dé kho 1 phut
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Hinh 1: Lau bé miit cong tiém khong kim
2. Str dung k¥ thuét vé trung, cén than két 1101 xi-lanh hodc dy ndi dai voi cong bang cach dn

thang xi-lanh hodc diu n01 luer khac vao cong tiém khong k1m van xoay theo chiéu kim déng
hd. Xem Hinh 2. Khong ¢ ging 4n nghiéng hodc cay mé nép k& ho tré cong.
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Hinh 3: Diu khéa Iuer dwe (MLL)
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1 },f" Luwru y: Khi sir dung dau n6i MLL dang ¢6 xody, chic chian xoay c6 va két noi chat
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3. Xoay xi-lanh hodc dau ndi nguoc chiéu kim dong ho dé thao két nbi. Cdng tiém khong kim

khoa hoan toan sau mai lan str dung, do d6 khong can nip cong tiém riéng.
4. Xa cong tiém khong kim sau mdi lan str dung theo quy trinh str dung tai dia phuong.

Biéu twgng va cac chirng nhin

Ky hiéu Mb ti
@ S6 luong san pham duge dong gbi
g Ngay thiét bi y t& khong duoc st dung




Ky hiéu

Mo ta

|

Puomg dan dich khéng ¢6 chit gay sét

TERILE[EO

DPudng dan dung dich vo trung. Tiét tring bang ethylene oxide
(EtO).

= |

Nguoi str dung phai tuan thu huéng dan sir dung

Ngay san xudt (hodc ngay tiét tring, néu san phim dugc tiét tring)

S6 catalog dé nhan dién thiét bi

&3 &

Thiét bi chi duoc sir dung mot lan hodc sir dung cho mot bénh nhéan
trong quy trinh phan tach.

Rx Only Chi str dung san phdm theo quy dinh.
c¢ Thiét bi dugc san xudt phu hop vai Phy luc 1T cia Chi thi Chau Au
RIer 93/42/EEC nhu bd sung.
LOT S6 hiéu 16 dé nhan biét thiét b
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Chu s hitu thiét b
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Khéng dé san pham truc tiép dudi anh ndng mat troi.
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Giit san pham kho rao.

GRUNE o

Bao bi dong goi phii hop véi Chi thi Chau Au 94/62/EC vé déng
2061 va rac thai dong goi.
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San pham duoc lam tir nhya Polyethylene cudng dé cao.

PHT / DEHP

G

San pham c6 chita phthalates, dic biét 1a Di(2-ethylhexyl)phthalate
(DEHP).

Khong khu trung lai
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Pham vi nhiét do hoat dong an toan cua thiét bi

Hoan tra lai san pham da s dung

Néu vi bat cir ly do gi phai hoan tra san pham cho Terumo BTC, Inc. cin ndp trinh tai liéu
hoan tra san pham (S6 RGA) cho Terumo BTC, Inc. trudce khi bit ddu van chuyén.

ozl



C6 thé 14y cac hudng dén vé sinh va vat tu, bao gdm céc container vin chuyén thich hop, ghi
nhén dung quy cch va s6 RGA tir Phong Quén ly Chét luong cua Terumo BCT.

CO SO CHAM SOC Y TE CHIU TRACH NHIEM CHUAN BI VA XAC PINH PUNG
SAN PHAM CAN TRA VE.

Vui long lién hé véi co quan dai dién dia phwong dé biét thém théng tin vé hang ho4 tra
lai va khiéu nai sin phim.
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Muc dich sir dung

Hé¢ thong phan tach té bao mau tu dong Spectra Optia® duoc str dung trong cac tng dung tach
thanh phan mau bang may (apheresis) cho diéu tri. Kit trao déi huyét twong, hdng cdu Spectra
Optia Exchange Set duge sir dung ciing véi hé thong Spectra Optia.

Vui long tham khao Séch huéng dan vén hanh H¢ théng phan tach t€ bao méau tw dong Spectra
Optia dé biét day du thong tin vé chong chi dinh, phan tng phu, canh bao, khuyén cdo va huong
dan van hanh.

Canh bao

1. B kit co chita phthalates (DEHP). Ngudi hién mau toan phan khéng bi phoi nhiém véi
DEHP; ri ro strc khoe tiém an véi ngudi hién mau ting phan 1a thip, do lidu phoi nhidm
DEHP trung binh theo thoi gian rt thap. Cac nhém bénh nhan bao gom phu nit mang thai
hodc cho con bu va tré nho duoc coi la co nguy co cao nhét déi véi cac tac hai tiém an do
tiép xtic voi DEHP. Tuy nhién, cac co quan quan ly Iuu ¥ ring loi ich khi tién hanh mot quy
trinh trao déi 16n hon nhiéu so v6i rii ro do phoi nhiém véi DEHP. Cac bac si diéu trj chiu
trach nhiém cén bang céc rii ro nay cho bénh nhan.

2. Khéng dwge tdi siv dung/ Khong danh cho tdi sit dung: Cac san phdm ctia Terumo BCT,
Inc. ¢6 bidu tuong “Khong duge téi sit dung” thi chi dugc phép sir dung mot 1an, va khong
dugc tai st dung hodc tai khir trung theo bét ¢t hinh thitc nao. Terumo BCT khong thé dam
bao duoc tinh nang hodc tinh vé tring cua thiét bi néu né duoc tai su dung hodc tai khu
trung.

Tai sir dung cdc san pham ding mot lan c6 thé din dén:
. Cac van dé vé hiéu sut san phidm do mét tinh toan ven san phidm, bao gém nhung
khong gidi han:
- Ro ri dung dich
- Céc bd phén bi cong hodc bién dang
- Nhua gion va bién mau

- Céc bo loc bi giam kha nang loc

. Phoi nhiém véi du luong ethylene oxide (EtO) qua mirc

. Nhiém virut nhu viém gan hodc virus suy giam mién dich & nguoi (HIV)
»  Nhiém khuén

. L4y nhiém chéo

Bét ky nhing rui ro nao trén day déu c6 thé gay ra thuong tich nghiém trong hodc tr vong.
Nhitng rii ro nay c6 thé xdy dén voi nguoi su dung san pham, ngudi hién mau, bénh nhéan
va ngudi nhan san pham cudi cting cua thiét bi.

Than trong

1. Duodng din mau va chit long cia bd kit duge khir trang bing ethylene oxide va khong cé tac
nhén giy sot. Khong duoc str dung bd kit néu médt trong cac truong hop sau xay ra:

. Thay r& dng bi xodn van bit thuong, nhu dudng kinh trong cua 6ng nho hon duong
kinh trong ctia kim choc din mau vao mau tra vé bénh nhén.

. Bb kit dugc lap khong ding cach.



. B0 kit bi hong.
. C6 bat ky kep nao trén duong din bj khoa
Thiéu nip ddy trén duong dén cia b kit khi mé bao bi san pham.

2. C6 thé thiét lap b kit 1én toi 24 gi6 trude khi thue hién quy trinh véi diéu kién khong ha
thip b0 cassette hodc bom moi dudng 0 6ng. Mot khi di ha thip b cassette hodc bom mdi
dudmg bng, chi duge st dung thiét bi trong mot ca chay may.

3. Khéng kéo cing éng diy khi gdp bd channel dé dit vao budng ly tdm nham tranh lam
hong bd kit.

4. Chi st dung ngén tay dé dat bo channel vao bg filler. Dé tranh bd channel bj thung,
khong duge st dung cac vat sac nhon khi thao tac.

5. Khong han dudng vao cia éng bon nong. Néu duong vao bi bit kin, bo kit s& bj 15i khi
nang cassette 1én dé thao bo kit

6. Pam bao tét ca cac diu ndi luer chic chan;

7. Giit nguyén nip trén dau ndi luer chua st dung (trén tui thai) dé tranh bi ro ri. Pam bao
nap dugc day chat.

8. Dé tranh lam hong, khong st dung kim tiém hodc canuyn dau cun dé két ndi véi cong
tiém khong kim.

9. Chi sir dung cac dau noi Luer tiéu chuén; ong tiém hodc dau ndi khéng dung tiéu chuin
c6 thé lam hong cong tiém khong kim. Dau ndi luer tiéu chuan phai tudn thu cac tiéu
chudn ISO 594-1 va/hodc ISO 594-2. Céac o ong tiém va cac dau ndi luer duc c6 nhidu cu
hinh khac nhau va c6 the khac nhau vé thiét ké va kich thude.

10. Pé trdnh lam héng vo cong tiém khong kim, khong siét dau ndi qué chat. Khong sir dung
bat ky dung cu nao dé siét dau ndi.

Piéu kién bio quan
Pham vi bao quan lau dai: 0 °C to 35 °C (32 °F to 95 °F)
D6 am bao quang: 0% dén 75%, do Am twong ddi, khong ngung tu
Pham vi cho phép:
e -29°C dén 0 °C (-20 °F dén 32 °F) cho lén t&i 72 gidy
e 35°C dén 50 °C (95 °F dén 122 °F) cho lén t6i 6 tudn
o D¢ dm lén t6i 85% RH + 5% cho 1én t6i 72 gid

Quy trinh sir dung

Céc huong dan néu dudi diy mé ta cach sir dung cong tiém khong kim, néu co. Dbi véi cac
thong tin khac, vui long tham khao Sach huéng dan van hanh Hé thong phén tach té bao méu tu
dong Spectra Optia.

Sir dung cong tiém khong kim (néu cé)
Cong tiém khong kim duoc sit dung dé truyén thudc hoic ldy mAu ma khéng can kim tiém.
1. Dung gac dé lau sach céng tiém khong kim theo quy trinh hoat dong tiéu chuan (SOP).
Pé kho.

\ - Luwu y: Kiém tra cong tiém khong kim bao gdm lau chui bé mit bing con isopropyl 70%
‘g' trong 25-30 gidy va dé cho né khé trong diéu kién khoéng khi méi truong xung quanh trong 1
phut.



Hinh 1: Lau bé mit cong tiém khéng kim

2. St dung k¥ thuét vo tring, can thin ket ndi dng tiém hodc bg day ndi dai véi cong bang
cach day thang ong tiém hodc dau ndi luer vao cong tiém khong kim va vin theo chidu
kim dong hd. Xem Hinh 2. Khéng lap nghiéng hoic cb géng ciy mo khe trong cong.
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Hinh 3: Cong luer ¢6 khéa (Male Luer Lock (MLL)

\ Luu y: Khi sur dung cong MLL ¢6 ¢ xody, thi dam bao rang cai ¢d xoay di duoc xoay va
% két ndi phai chéc chin.

v

3. Xoay 6ng tiém hoic dau n01 nguoc chiéu kim ddng hd de théo ra. Cong tiém khong kim
s€ dong hoan toan sau mdi lan sir dung va do d6 khong cén ¢6 ndp cong tiém riéng.
4. Rira xa cong tiém khéng kim sau mdi 1an str dung theo quy trinh SOP.



Biéu twong va Chirng nhin

Ky hiéu

Mo ta

S6 lugng san pham duge déng goi

Ngay thiét bi y té khéng duoc str dung

Pudng din dich khong co chit gay sbt
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DPuong dan dung dich v6 tring. Tiét tring bang ethylene oxide
(EtO).

s

Nguoi stir dung phai tuan tha huéng dan str dung

Ngay san xuat (hodc ngdy tiét tring, néu san pham dugc tiét tring)

S catalog dé nhan dién thiét bi

®

Thiét bi chi duoc sir dung mot lan hodc sir dung cho mét bénh nhan
trong quy trinh phan tach.

Rx Only Chi str dung san pham theo quy dinh.
C € Thiét bi dugc san xuét phu hop véi Phu lue II cua Chi thi Chau Au
2797 93/42/EEC nhu b sung.
LOT S6 hiéu 16 dé nhén biét thiét bi

Chu sé hitu thiét bi
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Khong dé san pham truc tiép dudi anh nang mat troi.

Gilr san pham khd réo.

Bao bi déng g6i phu hop voi Chi thi Chau Au 94/62/EC vé déong
201 va réc thai dong goi.
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San pham duoc lam tir nhya Polyethylene cudmg dé cao.

DEHP

9

San pham c6 chia phthalates, dic biét 1a Di(2-ethylhexyl)phthalate
(DEHP).

Khong khur tring lai

~®

Pham vi nhiét d6 hoat dong an toan cua thiét bi




Tra lai san phadm da qua sir dung

Néu vi bit ky 1y do nao dé phai tra lai san pham nay cho Terumo BCT, Inc. thi Terumo BCT sé&
yéu cau cung cip gidy uy quyén hang héa tra lai (s6 RGA) trude khi van chuyén.

Huoéng dan vé sinh va cac vét liéu, bao gdm cac container van chuyén thich hop, ghi dung nhin
va 56 RGA ¢6 thé duoc 14y tir Phong Quan ly Chat lugng ctia Terumo BCT.

TO CHUC CHAM SOC SUC KHOE CHIU TRACH NHIEM CHUAN BI PAY PU VA
XAC PINH SAN PHAM PE GUT HANG TRA LAL

Vui long lién hé véi dai dién dia phwong cia quy khach dé biét thong tin vé hang ho bj tri
lai va khiéu nai vé& sin phim.
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