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TERUMOBCT

Cac kit tiéu hao Trima Accel®
Huwéng dan sir dung

Ké theo don



82300
Kit thu nhan tiéu cau, huyét twong Trima Accel

Trima Accel® LRS® Platelet, Plasma Set

82400, 82406
Kit thu nhan huyét twong, tiéu cau, hong cau Trima Accel

Trima Accel® LRS® Platelet, Plasma, RBC Set

82408, 82416
Kit thu nhan tiéu cau+ldy miu, huyét twong va hong cau Trima Accel

Trima Accel® LRS® Platelet + 35ml Sampler, MultiPlasma, RBC Set

82440, 82446
Kit thu nhan tiéu cau + ldy mau, huyét twong, hong cau Trima Accel

Trima Accel® LRS® Platelet + Sampler, Plasma, RBC Set

82500
Kit thu nhan hdng cau, huyét twong Trima Accel
Trima Accel® RBC, Plasma Set

82700
Kit thu nhan huyét tuong Trima Accel
Trima Accel® Multiplasma Set


vn00009
Highlight


Chi dinh sir dung

Céc kit tiéu hao Trima Accel® duogc st dung cung v6i Hé thong phén tach té bao mau ty dong
Trima Accel® Tuy thudc vao b kit duge st dung, dé thu nhan tiéu cau, huyét twong va/hoic
hdng cau.

Chua c6 cac nghién ctru day du dé dénh gia chat lugng viéc chiéu tia gamma hogc dong
lanh cua cac san pham hong cau c6 ACD-A/AS-3 lay dugc trong qua trinh gan loc bach
cau (B0 loc TLR) trén hé thong Trima Accel.

Cac nghién ctu chua dugc thuc hi¢n dé ho trg chi€u tia gamma hodc dong lanh céc san

pham hong cau ACD-A/AS-3 dugc thu nhén v61 bd loc gin san trong dudng thu nhan RBC
(b0 loc Auto RBC) trén h¢ thong Trima Accel.

Vui 1ong tham khao Huéng dan van hanh hé thong phan tach té bio mau ty dong Trima Accel dé
biét day du cac canh bdo, khuyén cao, phan trng phu va huéng dan van hanh.

Canh bao

1.

Né}l b kit khéng con nguyén ven vi bét ky 1y do nao thi b kit d6 s& khong con kin va san
pham khong nén dugc bao quan qua 24 gio:

Kiém tra xem tit ca cac dau bom da duoc lap dung cach hay chua trude khi bt dau quy
trinh. Klem tra ting bom bang mit thuong va cin than dua ngén tay di chuyén quanh canh
ctia moi bom dé kiém tra.

Céc san pham cta Terumo BCT, Inc. c6 biéu twong Chét nguy hiém bao gom chat duoc
dinh nghia 1a chéat giy ung thu, gay dot bién hodc giy doc (CMR), loai 1A hoic 1B, va /
hodc mét chit co dic tinh gay rdi loan ndi tiét & néng do trén 0,1% trong luong theo trong
lugng:

e Bis (2-ethylhexyl) phthalate (DEHP), 1a chat giy doc 1B (hoic CMR 1B) va c6 dic tinh
gay 10i loan noi tiét; S CAS: 117-81-7; S6 EC: 204-211-0.

Dé biét thém thong tin vé DEHP, hiy truy cép trang web ciia Co quan Hoa chat Chau Au tai
https: //echa.europa.eu/home.

Nguoi hién mau toan phan khéng duogc tiép xuc véi chit DEHP. Nguy co stc khoé tiém an
dbi voi nhimg nguoi hién mau timg phan apherasis thap, boi vi liéu luong phoi nhiém
DEHP trung binh theo thdi gian rat thap. Cac nhom bénh nhin bao gém phu nir mang thai
hodc cho con bu va tré em dugce xem 13 ¢6 nguy co cao nhit dbi véi cac tac dong nguy hai
tiém an do tiép xtic voi DEHP. Tuy nhién, cic co quan quan 1y dé luu ¥ ring loi ich cua viée
¢6 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 can b?mg cac rui ro nay cho bénh nhan.

Khong tai sir dung / Khong danh cho tai sir dung: Cac san pham cua Terumo BCT, Inc.
¢6 biéu tuong "Khong tai su dung" chi dugc s dung mot lan va khong dugc st dung lai
hodc tiét trung lai bang bt ky cach thire nao. Terumo BCT khong thé dam bao tinh ning
hodc tinh vo trung ctia san pham néu n6 duoc tai sir dung hoac tiét trung lai.

Tai str dung san pham str dung mot 1an co thé dan dén:

e Cac van dé vé hiéu ning san pham do mét tinh toan ven ctia san phdm, bao gdbm nhung
khong gi61 han:
- RO ri chit long
- Cac bd phan bi cong hoac bién dang
- Nhuya bi chay va d6i mau
- B0 loc ¢6 kha nang loc thép



S& bi phoi nhiém véi v6i du lugng ethylene oxide (EtO) du thira

Nhiém virut nhu viém gan hoic virus suy giam mién dich ¢ nguoi (HIV)

Nhiém khuén

Lay nhiém chéo

Bét ky nhiing rui ro nay néu xay ra déu c6 thé gy ra thwong tich nghiém trong hoic tir
vong. Ngudi str dung san pham, ngudi hién, bénh nhan va ngudi nhan san phdm cudi
cung cua thiét bi déu co nguy co phai chiu rui ro nay.

5. Puong din mau va chat 16ng cua bo kit dugc khir tring bang ethylene oxide va khong chira
chat gay sot. Bao bi giup bao v¢ bo kit va gitt nguyén thanh phan bén trong khi van chuyeén.
Neéu xay ra bat ky di¢u kién nao sau day, KHONG st dung thiét bi:

e Céc ndp day khong & dung vi tri

e Nap kim khong ¢ dang vi tri

e Ong day bi gip xoan nghiém trong

e Bo kit dugc lap rap khong diung

e BO kit bi hong

e Cac kep bi dong trén ong diy c6 san bo loc

Than trong

1.  MOdi nguoi van hanh thiét bi can phai hiéu rd Hudng din van hanh hé thdng phan tach té
bao mau ty dong Trima Accel®, Tat ca cac quy trinh thu thuat phai dugc thuc hi¢n bdi cac
nhan vién y té c6 trinh d¢ dudi sy giam sat ctia bac si.

2. St dung k¥ thuat vo khuan trong moi quy trinh dé dam bao su an toan va chat luong cho
ngudi hién.

3. Khi lip channel va bau loc LRS vao filler budng ly tdm, c4n than khong 1am cang dng, vi
c6 thé 1am ro ri duong Ong.

4.  Can than chi ding ngon tay an dng day vao channel. Khong sir dung cac vat sic nhon, dé
tranh 1am thung ong day.

5. Khi sir dung hé théng Trima Accel phién ban 5, khong dugc chon quy trinh cdu hinh ¢6 san
pham héng cau néu sir dung bo kit khéng c6 tai hong cau. Néu c6 151 khi chon quy trinh ¢
san pham hong cau, s€ c6 hién thi canh bao "&p suat ly tdm cao" khi quy trinh thu nhan
hong cau bat dau. Chon dé rinseback va tiép tuc. Bat ky hong cau nao trong hé thong sé€
duoc truyén tra vé nguoi hién.

6.  Khi str dung kit thu nhan huyét twong Multiplasma, chic chan it nhat hai kep trén dudng

huyét tuong duoc mé dé thu nhan luong huyét trong 16n hon 600 mL.

Quy trinh sir dung

Tham khao Hudng dan van hanh Hé théng chiét tach té bao mau Trima Accel®, dé biét thém
thong tin chi tiét cho cac quy trinh sau:

Thiét 1ap bo kit ding mot 1an
Thuc hi¢n quy trinh thu nhan

e Thai bo san pham va bg kit ding mot 1an

Huéng din bo sung cho chat chong dong (AC)



Khi bi nhic nho két ndi v6i tai chdng dong (AC), hiy két ndi dau luer trén duong mau vang voi
tai chéng déng. Lam v& dau nbi dé v trén thi chdng dong dé chit chong dong chay vao. Bop
bau nho giot dé lam dy khoang 1 nira. Tuén thii theo huéng din cia hé thong dé nap duong
chéng dong véi cam biét chat chong dong, va tiép tuc theo huéng dan van hanh cua hé thong
Trima Accel.

Luwu y: Khi lam v& cac dau ndi dé vd, van ching theo ca hai hudng dé chac chan
chung dugc lam v& hoan toan. Néu khong s€ lam can tré dong chay.

Hoan tra san pham da sir dung

Néu vi bét cur ly do gi phai tra lai san phém cho Terumo BTC, Inc. can ndp trinh tai li¢u hoan tra
san pham (S6 RGA) cho Terumo BTC, Inc. trude khi bit du van chuyén.

Co6 thé lay cac hudng din vé sinh va vat tu, bao gdm céc container van chuyén thich hop, ghi
nhan dung quy cach va s6 RGA tir Phong Quan Iy Chat luong ctua Terumo BCT.

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

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

@ S6 lwong san pham dugc dong goi

“ Nha san xuét

g Han sur dung

& Ngay san xudt

REF S catalog
LOT S6 16
Puong dan dung dich vo trung sir dung ethylene oxide (EO).
EE Tham khao huéng dan st dung
@ Khong dugc tai sir dung
C € 2797 Nhén hiéu tiéu chuin Chau Au
Bao bi dong goi san phim phu hop v6i Chi thi Chau Au 94/62/EC

doi voi dong goi va rac thai dong goi.




San pham c6 chira chit nguy hiém

Khéng dé san pham tryuc tiép dudi anh ning mit troi.

Dé noi kho réo.

San pham dugc lam tir Polyethylene cuong do cao.

Dai dién duoc ity quyén tai Chau Au

Khong khtr trung lai

San pham khong c6 chat gay sot.

Rx Only

San pham ké don

MD

Thiét b y té

uDI

Nhan dién thiét bi duy nhat




C € 2797
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