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Tén San pham TaGi Mau TERUFLEX® CPDA-1

M6 t3 Hé thdéng ti mau dung mot 1an, bang nhua polyvinyl clorua (PVC) vo tring c6 dung dich chéng
dong citrate phosphate dextrose-adenine 1 (CPDA-1)

Nha sdn xuat hop phap Terumo BCT Ltd., Old Belfast Road, Millbrook, Larne, Co. Antrim, BT40 2SH, Vuong Quéc Anh

Terumo BCT Viét Nam Co., Ltd., A6, Khu cong nghiép Long Dlrc, Huyén

Di d.g > A_t k . & K
e diem san xua Long Thanh, Tinh Bong Nai, Viét Nam

Phan loai Nhém Ilb (MDD 93/42/EEC nhu duoc chinh stra theo 2007/47/EC)

Tiét trung Tiét trung bang hoi nuéc

= Tranh nhiét d6 cao va dnh sdng mat troi truc tiép
Diéu kién bdo quan = Khong duoc cap dong
= Luu trit b6 san phdm chua s dung & 1 °C dén 35 °C

Khi dwoc bdo quan & didu kién duoc quy dinh theo hwéng dan st dung:

Han ding . s g \

36 thang trong tui nhom goc chua dugc ma ra,

15 ngay sau khi ma tdi nhom ra

= 1SO 9001:2008 = |SO 3826-1:2013
Tuan theo = |SO 13485:2003 = |SO 3826-2:2008

= SO 3826-3:2007

Cac dac tinh Chung

Nhua = Polyvinyl clorua (PVC) cé DEHP

B& mat = B& mat duoc dap ndi

= Kim c6 ba nac bé véi thiét ké cé vach rat day

= B& mat dng dan duoc bdi tron bang silicon va phun cét

= B& mat duoc dap ndi

Ong = Chudi s6 khong l3p lai dé& nhan dang
= Tuong thich véi céc thiét bi ndi vo trung ctia Terumo BCT
= Dau nbi dé gdy dwoc mé ra bang cach ubn thanh hinh chit z

Van ClikTip = Phét ra tiéng “tach” khi ma

= Co6 duong kinh bén trong rong

Khuén = Han lién khbi v&i cac goc duac bo tron
Midna tdi » Ong bén trong cd dai
=Ng = Hudng cla dng va vi tri mang ngan duac thiét k& cho cac 6ng cé dau vat nhon theo ISO 1135-4
= Dé viét lén
= Chéng lam gid
N = Hinh anh don séc hodc nhi séc
Nhan

= Tuan theo hudng dan cua ISBT vé kich thudc
= Dugc in trude thong tin vé thanh phan dung dich va loai tui
= Tuan theo ISO 3826-2

= Cac md vach ISBT 128 trén nhan tui

Hé théng m3 vach L N . , . A
i g i = Cac mad vach GS1-128 trén thung carton phu dong goi va van chuyén

Goi don = Cac tui mau dugc tiét trung trong mot goi ngoai bang nhua polyester cast polypropylene (PP)

Tdi nhém = TUi nhom kin khi




Vit liéu Luwu d6 San xuat (duoc don gian hoa)

Thanh phan Vat liéu
TUi PVC ép dun A .
Vat liéu Tho
6ng PVC ép dun
Ep dun TAm
Ong dan kim Thép khong ri va Ong
Dé kim PVC ép phun

Han tui

Bén trong: PVC ép phun

Ndp bdo vé kim Bén ngoai: PP ép phun

Lap rap Kim/Tui

NIP PP ép phun
DELILED
Céc dau ra PVC ép phun
) Nap day Tai
Nap van ClikTip PVC ép dun
Than van ClikTip Polycarbonate (PC) ép phun Cudn va Dong goi
Dau nbi chir Y PVC ép phun Kiém tra Trudc

Dé PC/thép khong ri

Kim 14y mau : . }
Kim/mang boc isoprene Tiét trung

Gia d& PP ép phun

o Lam kho
Tui lay mau trudce

P PVC é C
khi hién méau Cépdun
Ki€m tra Lan cudi
Kep Polycetal ép phun
Bao bi chinh z P n
QOBICRINN - Polyester cast PP Pong goi Tui Nhom
(Id nhém goi riéng 18)
Bao bi phu L4 nhém dat méng nhidu 16 Sne kién Va 8
(tdi nhém) & P Pong kién Van chuyén
Thung van chuyén Thung carton bang gidy cé séng nhan

Lwu kho

Kiém soat Chat lwgng

KIEM TRA CHU'C NANG: THANH PHAN VA DO TINH SACH CUA VAT LIEU THO:  CAC XET NGHIEM SINH HOC:
D0 chéc chan ctia cum I&p rap kim va éng Tro (< 1 mg/g) Sy vo trung cla tui (EP, USP)
Stre chiu lyc ly tdm (5.000 g x 10) Kim loai nang (Pb <1 ppm va Cd <1 ppm) Kiém so&t vi sinh bé méat

Stc chiu ap suét (0,7 kg/cm? x 10) Kiém soat héa chat dung dich phu gia No6i doc tb vi khuan

Strc chiu nhiét d6 (-80 "Cdén37°C+2°c)  Cacdung dich—kiém tra d6 pH déc tinh vat ly va hda hoc  Kiém soat ddc tinh cap tinh
Xét nghiém chloride (< 35 ppm)



Hinh dang Tui Mau

CPDA-1

CHUYEN 1

CPDA-1 CHUYEN 1 CHUYEN 2 CHUYEN 3

Thanh phan Chat chdng déng B3o quan Thanh phan cia Mau
Dung dich Thanh phan g/100 mL Bido quan Thanh phan  Diéu kién Bdo quan
e , . R CPDA-1 1&n dén 35 ngay
Axit Citric (Anhydr. 0,299

(Anhydr.) Mau Toan phan 54°Ct7C

Natri Citrate (Dihydr.) 2,630 Hong cau (Red Blood CPDA-1 lén dén 35 ngay
p P Cell, RBC) C6 dd 34 ° :
Chat chong Monobasic natri Phosphate 0222 € JELIGEE Fa G2
déng CPDA-1 | (Monohydr.) ' 5ngay & 22 °C + 2 °C duoc

Tiéu cau Co dic rung cham va lién tuc
Dextrose (Monohydr.) 3,190 8 che -

Adenine 0,0275

Nudc dé tiém s




Pham vi Sdn pham

Thé tich Thé tich

M3 sd San phdm  Hinh dang Thu thap e Tiéi chuyén 1 Téi chuyén 2 Tai chuyén 3

1CD256E% 250 mL 35 mL
1CD356E% TUi mau don 350 mL 49 mL - . -
1CD456E% 450 mL 63 mL
2CD256E% 250 mL 35 mL

Tai chuyén réng
2CD356E% Tui mau doi 350 mL 49 mL phu hop dé bao
quan Huyét tuong

2CD456E% 450 mL 63 mL

3CD356E% 350 mL 49 mL L N . R
Tui chuyén rong phu hop dé

TUi mau ba bdo quan RBC, Huyét tuong hodc

-I-.,z X 5 N
3CD456E% 450 mL 63 mL eu cau > neay

Tai chuyén réng phu hop dé bao quan RBC, Huyét tuong,
4CD456E% Tai mau bén 450 mL 63 mL |6p dém Buffy Coat khd hodc dwac pha lodng hodc Tiéu
ciu 5 ngay.

% Thé hién phién ban déc tinh an toan.
Tham khao phan Cau tric M3 & trang tiép theo dé c6 thém thong tin.

Phién ban Dac tinh An toan

NIP: Nép boc dau kim trdnh gay thuong tich
GIA BO: Gid d& chuyén ddi kim tiém luer nhidu mau
PDSB: Tui lay mau trudc khi hién mau



Pac tinh Ky thuat

Théng s ky
thuat

1CD256E%

1CD356E%

1CD456E%

2CD256E%

2CD356E%

2CDA56E%

Thé tich thu thap

mL

250

350

250

350

450

Thé tich tui chuyén

mL

250

350

450

Chiéu dai kim (mm)

Chiéu dai

Kich thudc tui chinh (mm)

Chiéu cao
bén trong

1305

160+ 5

130 +5

160 £ 5

180 +5

Chiéu rong
bén trong

120+ 5

Kich thudc tui chuyén
1,2va 3 (mm)

Chiéu cao
bén trong

130+£5

160+ 5

180 +5

Chiéu rong
bén trong

120+ 5

Puong kinh dng nhan mau (mm)

Bén trong

3,0£0,1

Bén ngoai

4,4+0,1

Chiéu dai 6ng nhan mau (mm)

A

980 + 40

Chiéu dai 6ng chuyén (mm)

B

540 + 25

Poan bng nhan mau

DPoan 6ng chuyén

Tdi mau don CPDA-1

Tai mau doi CPDA-1




Pac tinh Ky thuat

Théng s6 kj

. 3CD356E% 3CD456E% 4CDA456E%
thuat

Thé tich thu thap mL 350 450 450

Thé tich tui chuyén mL 350/350 450/450 450/450/450

Chiéu dai kim (mm) Chiéu dai 38+0,5

Chiéu cao

. 160+ 5 180+ 5
bén trong

Kich thudc tui chinh (mm)
Chiéu réng

R 120+ 5
bén trong

Kich thudc tui chuyén Chidu cao

1,233 (mm) bén trong 160+ 5 180+ 5

Chiéu réng

N 120+5
bén trong

Bén trong 3,0+0,1

DPudng kinh 6ng nhan mau (mm)
Bén ngoai 4,4 +0,1

Chiéu dai 6ng nhan mau (mm) A 980 + 40

B 260 + 15 230 £ 15

C 260 + 15

Chiéu dai 6ng chuyén (mm) D 260 + 15 125 + 10

E - - 260 + 15

F = = 260 + 15

DPoan éng nhan méu A 12

Doan éng chuyén D 4 4 0

Tudi mau ba CPDA-1 Tdi mau bén CPDA-1

B B D)

D) F
C (o E
.\ .\
Chinh Chuyén Chuyén Chinh Chuyén Chuyén Chuyén
1 2 1 2 3




Cau tric Ma (Vi du)

+ ¢ o [alfs]ls [ o
: EE RSN -

Cau tric SO L6 (Vi du)

Gleo a2 [
HE: M

8

s 1

Vi tri Mbd ta Vi tri

1 Loai tui (1 = don, 2 = ddi... ) 1,2

5 5 Loai dung dich bdo quan va/hodc chat v
’ chéng déng (CD = CPDA-1) ’

4 s Hai chit s& dau tién 1a thé tich thu thap -
! (25 =250 mL, 35 =350 mL, 45 = 450 mL) !

5 S6 thit hai la d6 day cda kim (6 = 16 G, ;

7 =17 G)

Québc gia/ngdn ngtt trén nhan (M = Da
7 ngdn ngtt, Z = Tiéng Tay Ban Nha M{ Latin, 8
E = Tiéng Anh, L = Sri Lanka, S = ky hiéu ...)

Kiéu |1dy mau hodc dic tinh an toan
8 (0 = d&c tinh an toan day du*, 8 = khong 9
c6 dac tinh an toan)

*Dic tinh an toan day dd bao gdm NIP, HOLDER va PDSB (xem bén dudi).

Pac tinh An toan va Ly mau

10

M5 ta

Hai chit s6 cudi cung 13 ndm san xuat
(16 = 2016)

Thang san xuat
Ngay san xuat
Buong nap dung dich (A va B)

Sb sé-ri clla mé dugc sdn xuat vao ngay
nay (1 = mé dau tién, 4 = mé thir tv, ...)

M3 nha may san xuat Viét Nam

Hinh dang

N3ap boc dau kim tranh gay thwong tich (NIP): NIP truwot qua kim va duoc khoa lai sau

khi 1ay kim ra khoéi mach mau.

Gia d& chuyén d6i kim tiém luer nhiéu mau (GIA PO): Gia d& chuyén ddi cho phép 14y nhiéu

mau bang 6ng chan khong.

Tai 1dy mau trwdc khi hién mau (PDSB): Phan méau dau tién duoc chiét ra tir nguoi hién duoc
thu thap vao tui ldy mau trudce khi hién mau dé giam nguy co nhiém ban vd&i vi khuan trén da.
Mau nay cling cé thé duoc st dung dé ldy mau xét nghiém.




Trang nay duoc bo tréng co cha .



Dé biét thém théng tin xin lién hé:

CONG TY TNHH THIET Bl Y TE TERUMO VIET NAM

HA NOI:

Tang 14 va 16 tda nha Geleximco, sé 36 Hoang Cau, P. O Cho Dira, Q. Déng Ba, Tp. Ha Nai, Viét Nam

Tel: +82 24 3936 1643 Fax: +84 24 3936 1641

HO CHI MINH

Phong 505, tAng 5, tda nha Hoang Anh Safomec, 7/1 Thanh Thai, P. 14, Q.10, Tp. H6 Chi Minh, Viét Nam

Tel: +84 28 3866 9263

Fax: +84 28 3866 9261

Vi sy phat trién lién tuc, cac thong sb ki thuat cé thé thay ddi ma khéng cé thong bao trudc.

San xudt bai Terumo BCT Ltd.

Co mat trén cac thi truong chon loc.

TERUMOBCT

La nha san xuat hang dau trén toan cau trong linh vuc mau, cdng nghé té bao va phan tach mau tri liéu, chiing toi tin rang trong tuwong lai mau sé& dem lai nhidu
loi ich tiém n&ng cho bénh nhan hon hdm nay. Niém tin nay d& tao cdm hirng cho su sang tao va cling cb vitng chic su hop tac clia ching t6i véi khach hang.

M® RA TIEM NANG CUA MAU | TERUMOBCT.COM

Terumo BCT, Inc.

10811 West Collins Ave.
Lakewood, Colorado 80215-4440
Hoa ky

S6 dién thoai tai Hoa Ky: 1.877.339.4228

S6 dién thoal: +1.303.231.4357
Fax: +1.303.542.5215

©2016 Terumo BCT, Inc. / PN 306622528A

TVME-2106-047

Terumo BCT Chau Au N.V.

Chau Au, Trung Dong va Chau Phi
Ikaroslaan 41

1930 Zaventem

Bi

6 dién thoai: +32.2.715.05.90
Fax: +32.2.721.07.70

Terumo BCT (Chau A-Thai Binh Dwong) Ltd.

89 Science Park Drive

#04-25 (Lobby B)

The Rutherford

Singapore 118261

6 dién thoai: +65.6773.9068
Fax: +65.6774.1419

Terumo BCT My Latin S.A.

La Pampa 1517-12" Floor
C1428DZE

Buenos Aires

Argentina

6 dién thoai: +54.11.5530.5200
Fax: +54.11.5530.5201

Terumo BCT Nhjt Ban, Inc.

Takanawa Park Tower 13F
20-14, 3-chome,

Higashi Gotanda, Shinagawa-ku,
Tokyo 141-0022

Nhat Ban

S6 dién thoai: +81.3.6743.7890
Fax: +81.3.6743.9800
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