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positioning

patients for life.”
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TUONG

NG CHU GIAIl BIEU

a TEN BIEU A 2 TEN VA SO CHi BINH SO THAM
BIEU TUONG MO TA o W &
: TUONG TIEU CHUAN CHIEU
ISO & ANSI/AAMI/ISO 15223-1
| Bidu thi naav san xuat thiét bi Medical devices (Thiét bij y té& ISO &
Ngay san xudt | S gay ' | ANSI/AAMI/ISO 15223-1)—Bidu 5.1.3
yie. twong dwoc st dung cung v&i nhan
thiét bi y té—Cac yéu cau chung.
Bidu thi nha san xuét thiétbjy | 150 & ANSI/AAMINSO 15223-1
p ! - Medical devices (Thiét bj y t& ISO &
. £ té, nhw dwoc dinh nghia trong ‘z
Nha san xuat S ANSI/AAMI/ISO 15223-1)—Biéu 5.11
Chi thi 90/385/EEC, 93/42/EEC t a v d R Si nh
va 98/79/EC. wong durge Stk dung cung vol nhan
thiét bi y té—Cac yéu cau chung.
ISO & ANSI/AAMI/ISO 15223-1
Dai dién uy o , 5. | Medical devices (Thiét bj y té ISO &
[EC[REP| | quyéntaicong | 2icu thi Bai dien duoc Uy quyen | \ngaamIiSO 15223-1)—Biéu 5.1.2

dong Chau Au

tai Céng déng Chau Au.

twgng dwgc st dung cung véi nhan
thiét bi y te—Cac yéu cau chung.

Conformité
Européene
(Tuan tha
Chau Au)

Danh diu CE trén san pham la
tuyén bo cla nha san xuat rang
san pham tuan thi cac yéu cau
thiét yéu cia luat bdo vé strc
khde, an toan va méi trwong
chau Au co lién quan.

Chi thj 93/68/EEC.

Khéng ap dung

Biéu thj s6 danh muc cta nha

ISO & ANSI/AAMI/ISO 15223-1
Medical devices (Thiét bj y t& ISO &

san pham.

twgng dwgc st dung cung véi nhan
thiét bi y te—Cac yéu cau chung.

REF S6 dat hang lai | san xuat dé co thé xac dinh thiét | ANSI/AAMI/ISO 15223-1)—Biéu 5.1.6
biy té. twong dwgc st dung cung voi nhan
thiét bi y te—Cac yéu cau chung.
ISO & ANSI/AAMI/ISO 15223-1
] Biéu thj s6 thir tw ciia nha san | Medical devices (Thiét bj y té ISO &
SN Sé thir tw xuét dé co thé xac dinh thiét bi | ANS/AAMI/ISO 15223-1)—Biéu 51.7
y té cu thé. twong duoc st dung clng véi nhan
thiét bi y t&—Cac yéu cau chung.
ISO & ANSI/AAMI/ISO 15223-1
Biéu thi ma 16 ciia nha san xuat | Medical devices (Thiét bi y t& ISO &
LOT Ma 16 dé co thé xac dinh 16 hodc loat | ANSI/AAMI/ISO 15223-1)—Biéu 515

o

Tham khao tai
liéu/tap sach
hwéng dan

Biéu thi p_héi doc tai liéu/tap sach
hwéng dan.

ISO 7010—Graphical Symbols
(ISO 7010—Biéu twgng do hoa)—
Mau sac an toan va dau hiéu an

toan—Dau hiéu an toan da dang ky.

ISO 7010-M002
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. TEN BIEU o TEN VA SO CHIiPINH | SO THAM
BIEU TUONG TUONG MO TA TIEU CHUAN CHIEU
ISO & ANSI/AAMI/ISO 15223-1
'r:hqm kgéo Biéu thi ngudi dung can tham %ﬁgiﬁzkdﬁmcs% %g'zé:t,’ t;i)y tg.IRSO & 543
wéng dan Ly PO ieu 4.
st d?_mg khao Hugng dan st dung. twong dwgce str dung cung voi nhan

thiét bi y t&—Cac yé&u cau chung.

e =

D4u hiéu hanh
dong bat buéec
chung

Biéu thi mot hanh déng bét budc.

ISO 7010—Graphical Symbols
(ISO 7010—Biéu twgng d6 hoa)—
Mau sac an toan va dau hiéu an
toan—Dau hiéu an toan da dang ky.

ISO 7010-M001

An toan trong

Vat phadm khéng gay ra cac méi
nguy hiém da biét do tiép xuc
v&i bat ky moi trwong MR nao.

ASTM F2503 - 13

Standard Practice for Marking
Medical Devices and Other Items for
Safety in the Magnetic Resonance

MR e Wik | Cac vat pham an toan trong m6i | Environment (ASTM F2503 - 13 7.3.1
9 trwdng MR bao gom céac vat liéu | Thwe hanh tiéu chuan cho viéc danh
khéng dan dién, phi kim loai va | dAu cac Thiét bj y t& va cac vat
phi tir tinh. pham khac v& mdc dd an toan trong
Mai trwdng cong hwdng tir).
ASTM F2503 - 13
Standard Practice for Marking
Medical Devices and Other Items for
An toan trong | Vat phdm c6 do an toan duoc Safety in the Magnetic Resonance
méi treong MR | chirng minh trong méi tredng Environment (ASTM F2503 - 13 7.3.2
co dieu kién MR & cac diéu kién xac dinh. Thwe hanh tiéu chuan cho viéc danh
d4u cac Thlet biy té va cac vat
pham khac v& mdc dd an toan trong
Mai trwdng cong hwdng tir).
ASTM F2503 - 13
Standard Practice for Marking
vat pham c6 nguy co khong thé | Medical Devices and Other Items for
Khéng an chap nhan doi véi bénh nhan, Safety in the Magnetic Resonance
toan trong méi | nhan vién y té hodc nhirng Environment (ASTM F2503 - 13 7.3.3
trwong MR nguwdi khac trong méi trwdng Thwe hanh tiéu chuén cho viéc danh
MR. d4u céac Thlet biy té va cac vat
pham khac v& mdc dd an toan trong
Mai trwdng cong hwdng tir).
Biéu thi ngudi dung can phai
tham khao cac huéng dan s ISO & ANSI/AAMI/ISO 15223-1
dung dé biét cac thong tin than Medical devices (Thiét bj y t& ISO &
Than trong trong quan trong nhw canh bao ANSI/AAMI/ISO 15223-1)— —Biéu 544

va bién phap phong ngra ma do
nhiéu ly do khéng thé dworc trinh
bay trén chinh thiét bj y te.

twong dugc st dung cung véi nhan
thiét bj y t&—Cac yéu cau chung.

D4u hiéu canh
bao chung

Biéu thi canh bao chung.

ISO 7010—Graphical Symbols
(ISO 7010—Biéu twong d6 hoa)—
Mau sac an toan va dau hiéu an
toan—DAu hiéu an toan da dang ky.

ISO 7010-WO001

Canh bao; Dién

Dé canh bao dién

ISO 7010—Graphical Symbols
(ISO 7010—Biéu twong dd hoa)—
Mau sac an toan va dau hiéu an
toan—Dau hiéu an toan da dang ky

ISO 7010-W012

o >PB = @

Khong tai st
dung

Biéu thj thiét bj y t& duoc dung
mot 1an hoac dé dung trén mot
bénh nhan duy nhat trong moét
tha thuat duy nhét.

ISO & ANSI/AAMI/ISO 15223-1
Medical devices (Thiét bj y t& ISO &
ANSI/AAMI/ISO 15223-1)—Biéu
twgng dugc str dung cung voi nhan
thiét bi y t&—Cac yéu cau chung.

54.2

Cach ly bédo vé:
Thiét bi bao vé
loai Il

Dé xac dinh thiét bj dap (ng cac
yéu cau an toan dwoc quy dinh
cho thiét bi loai Il.

ISO 7010—Graphical Symbols
(ISO 7010—B|eu tuong dd hoa)—
Mau sac,an toan va dau hiéu an
toan—Dau hiéu an toan da dang ky.

IEC 60417-5172

Qfix | 440 Church Road | Avondale, Pennsylvania 19311 USA | %« +1 610-268-0585 | & +1 610-268-0588 | www.Qfix.com




. TEN BIEU " TEN VA SO CHIiPINH | SO THAM
BIEU TUONG TUONG MO TA TIEU CHUAN CHIEU
o Cac san pham thai loai khong
Chi thi v& thiét bi | dwoc thai bd ciing véi rac thai A A e .
dién va dién t | sinh hoat. Vi du: tai mot diém | O t(*\‘,'v‘éeEtEh)'et bidion va dign tlr thal | - Ch! thi RotS

thai loai (WEEE)

thu gom cua chinh quyén dia
phwong.

Bd phéan trng
dung kiéu BF

Trén thiét bi y t&. D& xac dinh
bd phén (rng dung kiéu BF tuan
theo IEC 60601-1.

IEC 60417—Graphical Symbols for
Use on Equipment (IEC 60417—
Biéu twong dd hoa dé st dung trén
thiét bi).

IEC 60417-5333

Trén thiét bi y té. D& xac dinh bod

IEC 60417—Graphical Symbols for

%%rﬁ’g?(?éﬂ"g phan g cing kidu B tua theo g;i‘t’gfr?g“'gg“ﬁg; (€S Cfgtlg e | IEC 604175840
o thiét bi).
p 4““ ISO & ANSI/AAMI/ISO 15223-1
Bidu thi thit bj y t& cAn duoc Medical devices (Thiét bi y té I§O &
Gilr kho bao vé tranh hoi &m ; ANSI/AAMI/ISO 15223-1)—Bieu 5.3.4
; ’ twong dwoc st dung cung voi nhan
thiét bi y t&—Cac yéu cau chung.
) i ISO & ANSI/AAMI/ISO 15223-1
! Hang d& v&, xir Biéu thi thiét bj y te co thé bi v& | Medical devices (Thiét bj y t& ISO &
IV cA - ho&c hw hong neu khéng dugec | ANSI/AAMI/ISO 15223-1)—Bieu 5.3.1
y can than
xt ly can than. twong dugc st dung cung v&i nhan
thiét bi y té—Cac yéu cau chung.
ISO 7000—Graphical Symbols for
T T Hwéng nay Bleu thi vi tri thdng dung ngay Use on Equipment (ISO 7000— ISO 7000-6023
Ién trén ngén cutia géi hang van chuyén. | Biéu twong dd hoa dé st dung trén
— thiét bi)—Biéu twong da dang ky.
Qé biéu thj gic’yi han nhiét d6 ISO 7000—Graphical Symbols for
/ﬂ/ Gi&i han téi da va toi thiéu ma tai do vat ste on Equipment (I§O 7000— ISO 7000-6032
nhiét dé pham phai dwoc lwu triv, van Biéu twong do hoa dé st dung trén
chuyén hodc s dung. thiét bi)—Biéu twong da dang ky.
QTY Sé luong Biéu thi sb lwong thiét bi y té co Khong &p dung Khong &p dung

trong bao bi dong goi.

Pon dat hang

Biéu thj S6 don dat hang cia
khach hang khi mua thiét bi y té
c6 trong bao bi dong goi.

Khéng ap dung

Khéng ap dung
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