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M2 t[

Dung d ch blo quln tilu cfu Terumo - Platelet Additive Solution + (T-PAS+) I s['n phxm s
d.ngm tlfn, L€ ¢ dong goi trong thi polyolefin trong su” t, ph, nhiQu I, p polypropylene, v, i
c8c dung tch kh§c nhau 200 mL, 220 mL, 250 mL, 280 mL, 300 mL, hoic 500 mL. S[n phXm
khing gOy s tv" '€ cti ttring bing hhin€ c. Dungdchc- L pHI" 7.2.

M, 11,000 mL c- ch a:

. Trisodium citrate dihydrate Ph Eur - 3.18 g

. Sodium acetate Ph Eur-4.42 g

. Sodium dihydrogen phosphate dihydrate Ph Eur - 1.05 g
. Disodium phosphate dodecahydrate Ph Eur - 7.69 g

. Potassium chloride Ph Eur - 0.37 g

. Magnesium chloride Ph Eur - 0.30 g

. Sodium chloride Ph Eur - 4.05 g

. N€ c cblt pha ti°m Ph Eur

Piéu kién b[0 qul'n dwoc khuyén nghi

B[o quln & nhiét do t&i da 25 °C. Trénh nhi t qua muc v'™ blo quln kh i dong Inh.

Ngay hét han cua dung dich dugc in trén tai va khéng nén sir dung san phdm sau ngay hét han.

Muc dich st dung

Terumo - Platelet Additive Solution + (T-PAS+) 14 dung dich bao quan tiéu ciu dwoc chi dinh dé
thay thé mot phin huyét twong trong diéu ché va bao quan tiéu ciu dam dic tir 16p buffy coat
hodc cac don vi tiéu cau may trong t6i da 7 ngay bang cach lic lién tyc & 22 + 2 °C.

Chi dinh str dung

Truyén tidu cdu dugc sir dung cho nhiéu tinh trang bénh ly khac nhau, bao gdm: chay mau do
chén thuong, bénh nhan c¢6 bénh 1y huyét hoc nhu giam tiéu cdu huyét khdi, bénh nhan ghep

tuy xuong ddng loai va tu than, benh nhan co benh mau 4c tinh, bénh nhéan c¢6 khéi u rin cin

hoéa tri va nhitng bénh nhan khac can truyen tiéu cau.

Tham khao sach huéng din van hanh hé théng phén tach té bio mau hodc xir Iy mau dé bibt
danh sach diy dua cac canh bao, than trong, tic dung khéng mong mubn va huéng dan van
hanh hé théng phan tach t& bao mau.

Ngudi dung dugce chi dinh

San phdm nay nén duoc st dung boi ki thuat vién chiam sdc ste khoe co trinh do hodc chuyén
gia y té dugc cAp phép. Mdi ngudi van hanh phai hiéu 16 noi dung ctia Hudng dan st dung trudce
khi sir dung san pham nay.

Nhém ddi twong bénh nhan

T-PAS+ dugc sir dung cho nhiing bénh nhén cn truyén tiéu ciu nhu mét phin trong qua trinh
dicu tri. San pham khong dugc st dung trong bat ky tinh trang bénh 1y cu thé nao.

Chéng chi dinh

Khong c¢6 chdng chi dinh nao dugc biét dén lién quan dén viée sir dung san phdm nay.



Toém tat An toan va Hi€u suat laim sang

Sau khi ra mit Co s¢ dir liéu Chau Au v& Thiét bj Y t& (EUDAMED), Ban tom tit vé An toan va
Hiéu sudt Lam sang (SSCP) s& c6 trén https://ec.europa.eu/tools/eudamed.

Canh bao

1. Khéng tai sir dung/Khéng danh cho tdi sir dung: Cac san phdm ciia Terumo BCT, Inc.
mang biéu tugng "Khong tai st dung" dugc chi dinh sir dung mot lan duy nhét va khong dugc
tai sir dung hodc khir trung lai dudi bat ky hinh thitrc nao. Terumo BCT khong thé dam bao
tinh nang hodc tinh vo tring clia san pham néu dugc tai su dung hodc khir tring lai.

Viéc tai sit dung mdt san pham dung mdt lan co thé dan dén:
. Céc van dé vé hiéu suat cia san pl}ém do mét tinh toan ven ciia san phdm, bao gdm
nhung khéng gidi han ¢ nhiing dicu sau:
- RO ri dich
- Céc bo phan bi cong hoac bién dang
- Nhura bi gion va bién mau
- Céc b loc bi gidm kha néng loc
. Nhi&m virus nhu viém gan hoic virus gay suy giam mién dich & ngudi (HIV)
. Nhidm khuén
. Lay nhiém chéo
B4t ky rui ro nao trong ﬂsfr) nay déu c6 thé din dén thuong ticl} nghiém trong hodc tu vong.
Nhiing rdi ro nay c6 tI}é phé} sinh cho ngm:ri su dung san pham, nguoi hién mau, bénh nhan
va nguoi nhan san pham cuoi cung cua thiét bi.

Thén trong

1. Khéng dung dé truyén tinh mach tryc tiép.

2. Khéng sir dung trir khi dung dich trong sudt va bao bi dong gbi con nguyén ven.

3. Khéng thao 16p boc ngoai ra khéi tai cho dén khi sit dung.

4. Khi bé cac dau ndi C}é gdy, hay bé chﬁng theo ca hai huéng dé dam bao rang ban da bé
chung hoan toan. Néu khong, c6 thé gay han ché dong chay.

W

Khong thém bAt ky loai thudc nao vao tai.
6. Néu bit cir thanh phin nao ciia san phim bi thiéu, hong hodc thao roi khong c6 chi dinh, hiy
thai bo san pham.

Loi ich 1aim sang

Luu trir tidu clu may hodc tiéu clu duge diéu ché tir mau toan phén 1a hoat dong can thiét dé
dam bélo ¢6 ngudn cung cip tidu cau dﬁy du, dap tng nhu ciu 1am sang. Loi ich cua viée luu trit
tiéu cu trong dung dich bao quan tiéu ciu (PAS) bao gdm viéc ting thoi han sir dung (1én dén 7
ngay) duy tri chirc nang cam méu, bd sung kha ning dem S0 v6i viée chi ding huyét tuong,
chuyén hoa ning lucmg t6i rru va giam thiéu kich hoat tiéu cdu. Hon nita, viéc st dung PAS dé
Iwu trit giap ¢6 nhidu huyét twong hon dé st dung 1am san phim truyén huyét hodc chiét xuét cac
yéu t§ c6 trong huyét twong. Sau khi truyén mau, tiéu cdu dwoc luu trit trong PAS gdy ra it phan
tng lién quan dén huyét trong hon.


https://ec.europa.eu/tools/eudamed

Cic phan ing bt loi

T-PAS+ duoc thém vao khoi tiéu cau dim diic sau khi hoan tit qué trinh thu nhan. N6 khong
dugc dung dé truyén tinh mach truc tiép. T-PAS+ dugc cho 1a khéng gy ra cac phan tng bat loi
ngoai cac phan img binh thudng lién quan dén truyén tiéu cu.

Bét ky bién c¢b bt loi hodc su cb nghiém trong nao xay ra lién quan dén thiét bi nay phai dugc
bdo céo cho co quan c6 tham quyén dia phuong va dai dién Terumo BCT tai dia phuong.

Quy trinh st dung

Tham khao sach huéng din van hanh hé théng phan tach t& bao mau tu dong hoic thiét bi xir Iy
méu dé biét cac quy trinh cu thé khi st dung thiét bi.
Két ndi tii T-PAS+ vai thiét bi twong ng:
1. Loai bo 16p boc ngoai bing cach boc ra va théo tii chira dung dich.
2. Trudce khi sir dung, hiy thuc hién cac budc kiém tra sau:
. Pam bao ring dung dich d6 1a Dung dich T-PAS+ va con han sir dung.

. Kiém tra tii dudi dnh sdng. Khong str dung néu bao g01 bi hu hong, 106 ri hoac neu néu
nhin thay bét ky ddu hiéu hu hong ndo. Kiém tra ro ri bang cach bop nhe tai. Néu phat
hién ro ri, hay vat bo tui.

. Kiém tra dung dich duéi 4nh sang. Chi str dung néu dung dich trong va khong c6 can.
Khong nén st dung cac tii c6 vét duc, dong swong hodc co vat the la.

Béo vé khoi cac vat sac nhon.

/ N Than trong: Céc san phdm thudc tiém nén duoc kiém tra truc quan xem c6 vat thé la va sy
W ddi mau trude khi dung, bét ctr khi nao dung dich va bao bi co thé quan sat duoc.

3. Néu c6 thé, hay két ndi tii v6i thiét bi bang luer:
. Théo ndp bdo vé khoi cdng trén tadi.
. Két ndi thi voi cong luer trong tng cia thiét bi bang k§ thudt vé tring va treo tii dich.
«  Beédundi d& gay.

) / . Than trong: Khi bé cic diu ndi d& gay, hiy bé chung theo ca hai hudng dé dam bao lam
\/ gdy chiing hoan toan. Néu khong, c6 thé giy han ché dong chay.

4. Néu c6 thé, ndi tai dich va thiét bi bing cac sir dung két ndi vo tring ciia dudng docking.
5. Thai b phin khong dung dén trong tai dich.
‘\@ Luu y: Thai bo phin dich khong dung dén hodc cac vat lidu thai theo yéu cau tai dia phuong.

6. Thai b6 ti réng chira dich theo yéu ciu tai dia phuong.
7. Tién hanh theo huéng din van hanh cia thiét bi

Giri tra sin pham di qua sir dung

Néu vi mét 1y do nio do phai giri tra san phdm nay vé Terumo BCT, Inc., thi yéu cu phai c6 mot
uy quyén hang héa gt tra (s0 RGA) tir Terumo BCT trude khi giri hang di.



Hudéng din vé sinh va cac vt lidu, bao gdm cac container van chuyén thich hop, ghi nhin thich
hop va s6 RGA co thé dugc 1y tir phong dam bao chét lugng ctia Terumo BCT.

TO CHUC CHAM SOC SUC KHOE CHIU TRACH NHIEM CHUAN BI PAY BU VA
XAC PINH SAN PHAM GUI TRA.

Vui long lién h¢ véi dai dién dia phwong dé biét thém théng tin vé hang héa giri tra va
khi€u nai san pham.
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Terumo BCT, Inc. (“Terumo Blood and Cell Technologies”, “Terumo BCT”)

San phdm nay dugc bao vé boi mot hodc nhiéu bing sang ché_ hodc cac don xin cip
bang sang ché dang cho xur ly. Xem terumobct.com/patents d€ bict thém chi tict.

SAN XUAT TAI VUONG QUOC ANH

C E 2797
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Terumo BCT, Inc.

10811 W. Collins Avenue
Lakewood, Colorado 80215
USA

USA Phone: +1.877.339.4228
Phone: +1.303.231.4357
USA Fax: +1.866.715.6768
Fax: +1.303.542.5215

EC REP

Terumo BCT Europe N.V.
Ikaroslaan 41

1930 Zaventem

Belgium

Phone: +32.2.715.0590
Fax: +32.2.721.0770

TERUMOBCT.COM

©2024 Terumo BCT, Inc.

2024-02
Part No. 1000002558


https://www.terumobct.com/patents

		2024-12-02T17:24:28+0700
	CÔNG TY TNHH THIẾT BỊ Y TẾ TERUMO VIỆT NAM




