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TCVN 6916-1 : 2008

L&i néi dau
TCVN 6916-1 : 2008 thay thé mot phén ndi dung ctia TCVN 6916 : 2001.

TCVN 6916-1 : 2008 hoan toan twong dwong voi ISO 15223-1 : 2007 va
Stra dbi 1 : 2008.

TCVN 6916-1 : 2008 do Tiéu ban ky thuat tiéu chudn quéc gia TCVN/TC210/SC2
Trang thiét bj y té bién soan, Téng cuc Tiéu chuan Do luéng Chat lvong dé

nghi, B6 Khoa hoc va Céng nghé céng bé.

Bo tiéu chuan TCVN 6916 (ISO 15223) Trang thiét bj y té — Ky hiéu str dung véi

nhén trang thiét bi y té, ghi nhan va cung cép théng tin, gdbm c6 tiéu chuén sau:
— TCVN 6916-1 : 2008 (ISO 15223-1:2007) Phan 1: Yéu ciu chung.

Bo tiéu chudn ISO 15223 Medical devices — Symbols to be used with medical device

labels, labelling and information to be supplied, con cé phan sau:

— Part 2: Symbol development, selection and validation.
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Loi giéi thiéu

ISO 15223 dé cap dén cac ky hiéu dung dé truyén dat nhirng théng tin chinh da dwoc co quan
cé thdm quyén xem xét, nhirng thdng tin nay can thiét cho an toan va s dung dung cac trang
thiét bi y té. Thong thuwong, cac muc dwoc yéu cau xuat hién trén cac thiét bi trong hau hét cac
linh vwe quy dinh. Cac théng tin cé thé dwoc yéu cau trén ban than cac thiét bi, nhw 1a mét phan
cla nhan, hodc dwoc cung cap kém theo thiét bi. Nhiéu nwéc yéu ciu s dung ngdn ngir cla
nwéc ho dé thé hién nguyén van cac théng tin. Diéu nay gay ra mot sb van dé cho cac nha san

xuét va nguoi st dung thiét bi.

Céac nha san xuét cb tim cach gidm hoac hop ly sw khac biét dé gidam chi phi viéc ghi nhan. Diéu
nay gay khé khan trong phién dich, thiét k& va cac cung ng dich vu lién quan khi nhiéu ngdn
nglr dwoc in trén nhan riéng hodc moét ban tai liéu kem theo. Nhirng ngudi st dung trang thiét bj
y té co6 thé bi nham 1an va gap tr& ngai dé xac dinh ngdn ng® phu hop khi nhan duoc ghi bang
nhiéu ngdén ngl khac nhau. TCVN 6916 (ISO 15223) dwa ra cac giadi phap cho cac van dé nay

qua viéc str dung cac ky hiéu cé y nghia dwoc xac dinh chinh xac va da dwoc thira nhan qubc té.

Trong khi bién tap nhitng ky hiéu dé gidi thiéu trong ISO 15223, ISO/TC 210 nhan thay sy can
thiét c6 hé thdng phwong phap luan dé xay dwng va gidi thiéu cac ky hiéu dwoc dé nghi chap
nhan. Pay la muc tiéu xay dwng mot Tiéu chudn Québc té mai ISO 15223-2 vé nghién ctu, lya
chon va danh gia xac nhan.

Tiéu chudn nay ban dau dwoc dw dinh dung cho cac nha san xuét trang thiét bi y té, nhirng
ngwdi ban & thi trudng cac san pham chinh tai nhirng nwdc cé yéu cau ghi nhan trén trang thiét

bi y t& bang ngdn ng khac nhau. Tiéu chuan nay ciing cé thé hé tro' cho:

nha phan phdi trang thiét bj y t& ho&dc cac dai dién khac cta nha san xuét;
— nhan vién y té chiu trach nhiém dao tao ciing nhw nhirng ngudi dang dwoc dao tao;
— nhirng ngwdi chju trach nhiém sau ban hang;

— co quan c6 thdm quyén vé cham séc strc khoé, cac td chirc thir nghiém, co quan cép gidy
chirng nhan va céc té chirc khac cé trach nhiém thyc hién cac quy dinh déi véi trang thiét bj y

té va c6 trach nhiém giam sat trén thi trudng.

— Nguoi tieu dung hodc nguoi st dung trwc tiép cac trang thiét bi y t& tvr mdt sé ngudn cung

cép va co thé c6 ngdn nglr khac nhau.
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Xuét ban 1an 1

Trang thiét bj y té — Ky hiéu sir dung v&i nhin trang thiét bi y
té, ghi nhan va cung cap théng tin -
Phan 1: Yéu cau chung

Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied —
Part 1: General requirements

1 Pham vi ap dung

Tiéu chudn nay quy dinh cac yéu cau thiét ké va sir dung cac ky hiéu dé truyén tai thdng tin vé
viéc str dung an toan va hiéu qua cac trang thiét bi y té. Tiéu chuén nay ciing dwa ra cac ky hiéu

nham dap (rng cac yéu ciu cla tiéu chuan nay.

Tiéu chuén nay dé cap dén cac ky hiéu cé thé ap dung cho nhiéu loai trang thiét bi dwoc ban trén
toan cau. Nhirtng ky hiéu nay co6 thé dwoc st dung trwc tiép trén trang thiét bi hodc bao bi cia

chung hoac trong tai liéu lién quan.

2 Tai liéu vién dan

Céc tai liéu vién dan sau rat can thiét cho viéc ap dung tiéu chuén nay. Déi v&i cac tai liéu ghi
nadm coéng bd thi chi 4p dung ban dwoc néu. Dbi véi cac tai lieu khdng ghi nam cong bé thi ap
dung ban mé&i nhat, bao gdm ca ban stra ddi (néu co).

TCVN ISO 8601 (ISO 8601), Phan tlr di¥ liéu va dang thirc trao dbi — Trao dbi théng tin — Biéu
dién thoi gian

IEC 80416-1:2001, Basic principles for graphical symbols for use on equipment — Part 1:
Creation of symbol originals (Nguyén tac co ban cho nhirng ky hiéu dé hoa s dung trén thiét bj
— Phan 1: Tao thanh ky hiéu gbc)

ISO 80416-2, Basic principles for graphical symbols for use on equipment — Part 2: Form and
use of arrows (Nguyén téc co ban cho nhirng ky hiéu dd6 hoa s dung trén thiét bi — Phan 2:

Mau va st dung mi tén)
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IEC 80416-3:2002, Basic principles for graphical symbols for use on equipment — Part 3:

Guidelines for the application of graphical symbols (Nguyén tédc co ban cho nhirng ky hiéu dé

hoa st dung trén thiét bi — Phan 3: Hwéng dan ap dung ky hiéu dd hoa)
ISO 80416-4, Basic principles for graphical symbols for use on equipment — Part 4:

Guidelines for the adaptation of graphical symbols for use on screens and displays (icons)
(Nguyén tac co ban cho nhirng ky hiéu dd hoa s dung trén thiét bi — Phan 4: Hwdng dan cai

dat ky hiéu dd hoa s dung trén man hinh va hién thi (biéu twong)

3 Thuat ngir va dinh nghia

Trong tiéu chuan nay, ap dung cac thuat ngir va dinh nghia sau:

3.1

Théng tin dac trwng (characteristic information)

Trinh bay ndi dung chinh ctia mét hodc nhiéu dac tinh cia mét déi twong hay nhiéu dbi twong.
3.2

Mo ta (description)

Chir kém theo ky hiéu gbc, nham xac dinh muc dich, *'ng dung va cach st dung ky hiéu gbc dé.
[IEC 80416-1:2001, dinh nghia 3.6]

3.3

Trinh bay biéu twong (iconic presentation)

Trinh bay hinh twong hay dd hoa bang cach sir dung nhitng dbi twong quen thudc bao gdm
nhirng ky tw chir va sb.

34

Nhan (label)

Thong tin dwoc viét, in hodc vé trén chinh trang thiét bi y té.

CHU THICH 1 Khi khudn khé nhan khong cho phép thé hién da thong tin, nhan nay bao gdm céac théng tin
in trén mdi don vi bao géi ho&c trén bao géi clia nhiéu trang thiét bi.

CHU THICH 2 Chép nhan tir GHTF/SG1/N043:2005.

3.5

Ghi nhan (labelling)
N6i dung dwoc viét, in hoac vé

— gan lién v&i mot trang thiét bi y t& hay béat ky vat chivra hoac bao goi cla trang thiét bj y t& do,

hoac

— gén kém v&i mot trang thiét bj y té,
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lién quan dén sy nhan dang, md ta ky thuat va s dung trang thiét bi y t&, nhwng khéng bao gém

nhirng tai liéu lién quan dén viéc van chuyén hang.

CHU THICH Mét sb quy chuén ving va québc gia xem “ghi nhan” nhw 1a “théng tin dwgc cung cip bdi nha
san xuét”.
[ISO 13485:2003, dinh nghia 3.6]

3.6

Phac thao ky hiéu (symbol concept)

Trinh bay ky hiéu bang hinh vé dé truyén tai nhirng yéu té co ban cua ky hiéu nhuwng chwa theo
khuén khé quy dinh quy dinh ctia mét ky hiéu gbc.

3.7

Ky hiéu géc (symbol original)

Ban vé clia mdt ky hiéu, dwoc xay dwng theo IEC 80416-1, dung lam chuén ho&c sao chép.

CHU THICH  Chép nhan tir IEC 80416-1:2001, dinh nghia 3.3.
3.8

Ky hiéu sir dung trong ghi nhan trang thiét bi y té (symbol used in medical device labelling)

Mot dbi twong dwoc trinh bay trén nhan va/hoéc tai liéu kém theo cla trang thiét bi y té dé nha
cung cép hodc ngudi nhan thong tin truyén tai théng tin dac trwng (xem 3.1) khéng phu thudc

vao ngdn ngi ctia mot qudc gia hodc con ngudi cu thé.

CHU THICH Ky hiéu c6 thé dung dwéi dang biéu twong hodc hinh twong.
3.9

Trinh bay biéu twong (symbolic presentation)

Trinh bay dwéi dang hinh twong hoac dd hoa.

3.10

Tén (title)

Tén duy nhat khi nhan dang va dinh danh mét ky hiéu.
[IEC 80416-1:2001, dinh nghia 3.5]

4 Yéu cau chung

4.1 Pé xuéat cac ky hiéu dé chap nhan

Nhirng dé xuat vé cac ky hiéu dé chap nhan dwa vao I1SO 15223 phai dwoc trinh cho Ban thu ky
cta ISO/TC 210.

Cac ky hiéu duwoc dé xuét phai dwoc thé hién theo tiéu chi vé kich thwdc va nguyén téc thiét ké trinh
bay trong phién ban ISO/IEC 80416. Khi trinh bay biéu twong, chir va sbé khéng phai 1a bd phan

cta ky hiéu. Chir va sb c6 thé dwoc s dung cung véi ky hiéu hinh twong.
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Cac ky hiéu dwa ra dé huwéng dan chi tiét vé viéc chap nhan hoac cac thi tuc c6 thé dwoc trinh
bay nhw phéac thdo ky hiéu (xem 3.6). Nhirtng ky hiéu thé hién viéc chap nhan hinh dang phai la
cac ky hiéu gbc (xem 3.7). Khi mét ky hiéu duoc gidi thiéu dé Iy y kién hoac chap nhan, céc chi

tiét dwoc néu trong Phu luc B.

B4t ky ky hiéu nao dwoc dé xuét dé chap nhan vao tiéu chuan nay phai dwoc ap dung véi da loai
thiét bi va c6 thé ap dung duwoc toan cau. Nhirng tiéu chuan khac quy dinh cac ky hiéu bé sung
thi thich hop voi cac loai hodc nhém thiét bi cu thé hodc véi hoan canh cu thé. Cac vi du vé
nhirng ngudn nhw vay dwoc xac dinh trong Thw muc tai liéu tham khdo. Danh muc nay con tiép

tuc dwoc bd sung.

4.2 Yéu cau st dung
Khi quan Iy rai ro cho thay no thi thich hop dbi véi cac ky hiéu dwgc sir dung dé truyén dat thong
tin can thiét d& st dung dung trang thiét bj y t&, bao géi clia ching hodc tai liéu kém theo, co thé

st dung cac ky hiéu trong Bang 1.

Trong st dung, viéc trinh bay biéu twong cla cac ky hiéu phai phu hop véi do day nét vé quy
dinh néu trong tiéu chudn nay, vé kich thuéc, bao gdbm dd day twong dbi clia nét vé, hwéng va
c6 hodc khéng cé nhirng nhivng vung dé tréng hodc t6 dam.

CHU THICH 1 ISO va IEC cung duy tri mét co s& di liéu trwc tuyén vé Ky hiéu dd hoa dé str dung cho cac
thiét bi, co s& div liéu nay bao gébm bod day du cac ky hiéu dé hoa cé trong I1SO 7000 [2 va IEC 60417 [8.9],
Trong co s& div liéu d6, mbi ky hiéu dd hoa dwoc nhan biét bédi mét sé tham khdo va gébm co tén (bang tiéng
Anh va tiéng Phap), biéu dién bang dd hoa dwéi dang GIF va PDF, va mét sb di¥ lieu bd sung khi can. Cac
phwong thire tim kiém khac nhau cho phép tim dé dang cac ky hiéu dd hoa nay. Théng tin vé cach truy cap co
s& di¥ liéu nay c6 thé cé dwoc qua I1SO Store 112, IEC Web Store [13! hodc bang cach lién hé véi Co quan Tiéu
chuan Quéc Gia.

Cac ky hiéu va thong tin co6 lién quan phai dé doc béng mat thwdng khi nhin dwéi dé sang 215 Ix,

hiéu chinh khi can thiét.

CHU THICH 2 Mau va kich thuéc tdi thidu khéng dwoc quy dinh trong tiéu chuan nay.

Diéu quan trong la cac ky hiéu dwoc s dung ding va huéng dan vé cach st dung thich hop ky
hiéu cAm sr dung néu trong Phu luc D.

Trwdce khi st dung cac ky hiéu, nha san xuat phai ddm bao rang khdng bi mac thém cac rii ro

xay ra. N6i cach khac, can phai c6 cac bién phap thich hop dé kiém soat cac rii ro.
CHU THICH 3 Théng tin b sung vé quan ly rdi ro c6 thé tim thay trong ISO 14971 141,

Tét ca ngay thang va thdi gian cé lién quan véi cac ky hiéu phai thwe hién theo cac quy wéc trinh bay
trong ISO 8601.

10
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Khi thich hop, thong tin can thiét dé si dung dang cach phai dwoc chi ra trén trang thiét bj y té, trén

bao géi ctia ching hodc trong tai liéu kém theo bang viéc st dung céc ky hiéu twong rng cho trong

Bang 1.

Cac ky hiéu co thé dwoc tim thay trong Phu luc A.

Bang 1 — Cac ky hiéu truyén dat thong tin can thiét dé stir dung ding cach

S6 hiéu ghi trong

Sé Ky hiéu Tén ISO 7000 hoic
IEC 60417
r 71
o/
z I 7000-
5.1 ‘\ 7 Nguy hiém sinh hoc ?E())B 20884(_)(?15)9
_
r 1
> ; I 7000-1051
5.2 ® Khoéng st dung lai ?E())B 20884815)
L _l
r 7 -
Tham khao hwéng dan s dung
53 i CHU THICH Ky hiéu nay khuyén ngudi doc tham khao | SO 7000-1641
hwéng dan van hanh déi véi cac théng tin can thiét dé sov (DB 2004-01)
L N dung trang thiét bj ding. Xem thém ky hiéu 5.4.
Than trong, tham khao tai liéu kem theo
r 1
CHU THICH 1 Ky hiéu nay khuyén nguoi doc tham khao tai
liéu kém theo dbi v&i thong tin quan trong lién quan dén an toan
- R f s A s . Y o ISO 7000-0434
54 nhw nhitng cadnh bdo va dé phong, ma do mét ly do nao dé (DB 2004-01)
khéng thé trinh bay trén ban than thiét bi. Xem thém ky hiéu 5.3.
L | CHU THICH 2 Ciing c6 thé st dung ky hiéu A hodc B trong
ISO 7000-0434 (“Than trong”).
r 1
55 Dé& v&, van chuyén can than IS((SB72()(§)O(Z%%1
L i

11




TCVN 6916-1 : 2008

Bang 1 (tiép theo)

S6 hiéu ghi trong

Sé Ky hiéu Tén ISO 7000 hoiac
IEC 60417
RN
\\.// Tranh anh ndng mat troi
N ISO 7000-0624
5.6 | e T : 3 ; 5 DB 2004-01
A CHU THICH Ky hiéu cling c6 thé c6 nghia la “Dé xa ngudn ( -01)
. nhiét” nhw dwoc vién dan trong ISO 7000:1989.
L
r
w \l/ Tranh cac ngudn nhiét va phéng xa
a \./
57 | @ ’7 - o ISO 7000-0615
Al\ CHU THICH Ky hiéu ciing c6 thé cé nghia Ia tranh anh nang (DB 2004-01)
. mét trdi va cac ngudn phéng xa.
‘4
¢ ‘4 4 Tranh mua
CHU THICH Ky hiéu nay ciing co thé la “Gi kho rao” nhw (DB 2004-01)
dwoc vién dan trong ISO 7000:1989.
W
L
r
Gioi han dwdi ctia nhiét do
5.9 ] ] ISO 7000-0534
CHU THICH Gi6i han dwéi cla nhiét d6 can ghi sat ngay véi (DB 2004-01)
vach ké ngang bén duéi.
[
r
Gi&i han trén cia nhiét do
5.10 ) ) ISO 7000-0533
CHU THICH Gi¢i han trén cla nhiét d6 can ghi sat ngay véi (DB 2004-01)
vach ké ngang bén trén.
L
r
Gidi han nhiét do
511 , . ISO 7000-0632
CHU THICH Giéi han nhiét dd cao hon va thdp hon can ghi (DB 2004-01)
sat ngay v&i vach ké ngang cao hon va thap hon.
[

12
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Bang 1 (tiép theo)

S6 hiéu ghi trong

Sé Ky hiéu Tén ISO 7000 hoic
IEC 60417

Han s dung

5.12 CHU THICH Ky hiéu kém theo ngay thang chi rd trang thiét bi '38873(?0(:20?07
khéng nén ding qua ngay thang ndm dwgc ghi. Thoi han co thé ( 01)
ghi dwéi dang nam, nam va thang, hoéc nam, thang va ngay.
Ngay san xuat

513 CHU THICH Ky hiéu nay kém theo ngay thang san xuét cla IS(D)B720(?O(21-20‘1;97
thiét bi; C6 thé ghi dwdi dang ndm, ndm va thang, hodc nam, ( 01)
thang va ngay.
Ma 16 hang

5.14 LOT o ISO 7000-2492
CHU THICH Ky hiéu nay can di kém véi ma 16 hang lién (DB 2004-01)
quan dén trang thiét bi mang ky hiéu.
Sé cataloge

515 R E F ISO 7000-2493

' CHU THICH Ky hiéu nay can di kem voi sb cataloge lién (DB 2004-01)

quan dén trang thiét bi mang ky hiéu.
Sé seri

516 SN ISO 7000-2498

' CHU THICH Ky hiéu nay can di kém véi sb seri lién quan dén (DB 2004-01)

trang thiét bi mang ky hiéu.

517 | | CONTROL | | Kiém soat IS0 70002494

(DB 2004-01)

13
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Bang 1 (tiép theo)

S6 hiéu ghi
x L ia . trong
Sé Ky hiéu Tén ISO 7000 hoic
IEC 60417
r i
518 | ICONTROL]~| | Kiém soat am tinh 180 7000-2495
L J
r n
5.19 |CNTHG. #| | Kiém soat dwong tinh IS(SJS&?A?OA;?E;
L _
r m
n e ISO 7000-2499
5.20 STERILE Tiét khuan (DB 2004-01)
L _
r m
5.21 ISTEHIIE A | | Tietkhuan bang quy trinh ky thuat st dung chét diét khuan '8(88738&_205;?0
L _
r m
e a s ISO 7000-2501
5.22 ISTEquEOJ Tiét khuén bang etylen oxyt (DB 2004-01)
L _
r 7
523 | [STERILE R | | Tiet khuan béng birc xa ISO 7000-2502
(DB 2004-01)
L. _

14
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Bang 1 (tiép theo)

S6 hiéu ghi trong

Sé Ky hiéu Tén ISO 7000 hoic
IEC 60417
r 1
5.24 ISTERILE ﬂ Tigt khuan bang hap w6t hoc sdy khd '8(88738&20??3
L J
-

ISO 7000-2608

5.25 Khéng duwoc tiét khuén lai (DB 2004-01)
a
5.26 Khéng tiét khuan 'S(SB@(?&%?())Q
L _l
r a

Khéng dwoc st dung khi bao goi da bi hw hai

ISO 7000-2606

5.27 CHU THICH Cum tir "Khéng duoc st dung khi bao géi da (DB 2004-01)

bi hw hai" ddng nghia vé&i "Khéng dugc st dung khi rao can vo

N khudn ctia s&n phdm hodc bao géi clia sdn phdm bi hw hai”.

3 E Trang thiét bi y t& chan doan in vitro

5.28 IVD CHU THICH Ky hiéu nay nén chi dwoc st dung dé& nhan biét —
céc trang thiét bj y té chan doan in vitro va khoéng quy dinh thiét
L | | bicho “Str dung In Vitro“.
r 1
®
£ ia s A R I 7000-261

5.29 S6 hiéu ctia bénh nhan S(SB gg&_oﬁ)o

L -

15
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Bang 1 (tiép theo)

S6 hiéu ghi trong

Sé Ky hiéu Tén ISO 7000 hoic
IEC 60417
-
GiGi han do am
5.30 ISO 7000-2620
CHU THICH Gi6i han d &m can ghi sat ngay voi vach ké (DB 2004-01)
. ngang cao hon hoac thap hon.
J
-
Gidi han ap suét khong khi
5.31 ISO 7000-2621
CHU THICH Gi6i han ap suét khoéng khi can ghi sat ngay véi (DB 2004-01)
vach ké ngang cao hon hoéc thdp hon.
J
r 1
5.32 Ché lay mau ISO 7000-2715
L |
r 71
—
5.33 Puwdng dan chét 16ng ISO 7000-2722
| m—
-
1
5.34 Khéng gay sbt ISO 7000-2724
L =
Chra hoac c6 latex cao su thién nhién
r 1
CHU THICH Ky hiéu nay chi nén dung khi latex cao su thién
nhién 1& moét vat liéu cAu tric bén trong trang thiét bi hodc bao géi Xuét phat tw
535 ' : ISO 7000-2725
clia mot trang thiét bi. N6 dung dé canh bao cho nhitng nguoi co B
thé c6 phan (ng di (rng véi mot sb protein trong latex cao su thién
L .

nhién. Khéng nén dung ky hiéu nay cho cac trang thiét bi chia

cao su “téng hop”.

16
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Bang 1 (két thuc)

S6 hiéu ghi
x L ia " trong
So Ky hiéu Tén ISO 7000 hoac
IEC 60417
-
Giot trén mililit
5.36 CHU THICH Trén cac trang thiét bj y t&: dé chi rd sb giot trén | 1SO 7000-2726
mililit. Quy dinh s giot trén mililit; “20” dwgc chi ra nhw mét vi du
L va nén thay thé béng dung sb giot trén mililit.
~ I Kich c& 16 clia bd loc chét Idng
15 CHU THICH Trén cac trang thiét bi y té: d& chi ré hé thdng pha
5.37 pm O g TiEt Bty 18 AR G B R TONG PN | 150 7000-2727
e = hoac truyén chat Iéng bao gom mét bd loc chat 1éng co kich c&
khac nhau. Quy dinh kich c& 16 danh nghia ctia bd loc; “15” dwoc
L 1 chi ra nhw mét vi du va nén thay thé bang dung kich c& 16.
.
5.38 Van mot chiéu ISO 7000-2728
L
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TCVN 6916-1 : 2008

Phu luc A
(tham khao)

Cac vi du

A.1 Vi du vé& dung ky hiép cho "Han s dung”

r 1

2005-09

2005-09-15

A.2 Vidu vé dung ky hiéu cho "Ma 16 hang"

LOT| ABC123

A.3 Vidu vé dung ky hiéu cho "Sé seri"

SN | ABC123

A.4 Vidu vé dung ky hiéu cho "Sé cataloge"

REF| ABC123

A.5 Vidu vé dung ky hiéu cho "Ngay san xuat"

&I 2004 &I

2004-06
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TCVN 6916-1
A.6 Vi du vé dung ky hiéu cho “Gi&i han nhiét do”

20 °C 20 °C
5°C 5°C

Gi¢i han nhiét d6 Gidi han nhiét do Khoangngié’ni han
cao hon thap hon nhiét dé

A.7 Vidu vé dung ky hiéu cho "Sé hiéu cia bénh nhan"

ABC123

A.8 Vidu vé dung ky hiéu cho "Gi&i han do Am"

90 %

—
10 %

A.9 Vidu vé dung ky hiéu cho "Gi&i han ap suat khéng khi"

106 kPa

50 kPa

: 2008
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TCVN 6916-1 : 2008

Phu luc B
(quy dinh)

DPé xuat dé chap nhan ky hiéu vao 1SO 15223-1

Khi dé xuat mot ky hiéu dé chap nhan vao 1SO 15223-1, nguoi khéi xwdng cac yéu ciu phai cung

clp cac thong tin sau:

a)

f)

g)

h)

)

ly do co ban dé& xay dwng ky hiéu v&i danh gia viéc s& dung ky hiéu, dé hd tro cho viéc dung
an toan va hiéu qua, cung véi cac két qua phan tich rii ro dbi vai viéc thay ndi dung bang
ky hiéu;

tén day du, ré rang (3.10) va mo ta (3.2) dbi vdi ky hiéu;

nhan biét cia nguwdi st dung duw kién sé dung trang thiét bj mang céac ky hiéu;

chi tiét clia cac ky hiéu tdn tai va dwoc dé nghi trong nhirng (ng dung twong tw hodc lién quan;

ky hiéu gbéc (3.7) dwoc trinh bay trong pham vi mau vé co ban (Phu luc C) theo nguyén téc
cla IEC 80416-1:2001, Diéu 7.1 dén 7.3;

nhan biét nhirng xem xét cu thé bat ky chdng han sy dinh huéng dé co thé tac dong dén tinh
rd rang, l&p lai va dé hiéu;

cac chi tiét danh gia xac nhan bat ky vé viéc s dung, hiéu hoac kha nang chap nhan ky
hiéu;

chi tiét vé bat ky sy dang ky hodc dé trinh hién c6 dén té chirc xem xét (ISO/TC 145 hoac
IEC/SC 3C);

cac dé xuat ddy manh viéc phat trién bao gbém viéc danh gia xac nhan;

tinh ddng nhat cda td chirc xem xét cac ky hiéu, mbi quan hé cta td chirc véi ISO/TC 210 va

tén, dia chi lién hé clia nguwdi chiu trach nhiém.

Néu Ia mét ky hiéu 1a mot ky hiéu dang tén tai hodc dwa trén biéu twong dang ton tai, cac yéu tb

cla cac thdng tin & trén c6 thé dwoc cung cap bang cach tham khéo céc tai liéu da ban hanh.

Khi mdt ky hiéu hoan toan méi dwoc trinh dé& xem xét hay mét y twéng trién khai trng phan dua

ra dé trinh dé xin y kién, thi cang nhiéu théng tin nhw da néu & trén dwoc dé trinh trong cung mét

luc cang tét. Ngoai ra, cac ky hiéu c6 thé dwoc trinh bay dwéi dang phac thao ky hiéu (3.6).
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TCVN 6916-1 : 2008

Phu luc C
(quy dinh)

Mau vé co ban dé thiét ké ky hiéu

Mau vé co ban dwoc chi ra trong Hinh C.1 — duwoc 4y tir Hinh 5 ctia IEC 80416-1:2001. M3u nay

phai dwoc dung lam co s& dé tao mot ky hiéu gbéc. N6 dwoc dung nhu mét cong cu thiét ké vé

mot ky hiéu géc d& ddm bao cam giac nhin can déi gitra cac ky hiéu dé hoa.

2 —_| //

SN e
N

| ///” N
[l V7 N
V N
’ N v
7 \ |/
8
CHU DAN
1 kich thwéc hinh dang I&n nhét theo chiéu ngang va chiéu thang ding clia méu vé co ban 1a hinh
vudng co chieu dai canh bén bang 75 mm va duwgc chia thanh cac 6 vudng co6 khoang cach dwong ke
gitra cac 6 bang 12,5 mm
2 hinh vuéng co ban co chiéu dai canh bén bang 50 mm; kich thwéc nay twong tng voi kich ¢& danh
nghia cla ky hiéu goc bang 50 mm
3 hinh tron co ban cé dudng kinh béng 56,6 mm, cé cung dién tich bé méat xap xi béng hinh vuéng
co ban (2)
4 hinh tron c6 duéng kinh bang 50 mm, 1a hinh tron ndi tiép hinh vuéng co ban (2)

5, 6 hai hinh chir nhat c6 cung dién tich bé mat nhw hinh vuéng co ban (2), chiéu rong bang 40 mm va chiéu

cao béng 62,5 mm. Chang vuéng géc v&i nhau, méi canh déi xirng qua canh dbi dién cta hinh vuéng co
ban (2)

hinh vuéng co ban (2) c6 canh bang 50 mm Iéch mét géc bang 45°

hinh bat giac dwoc tao bdi cac dwong ke tao thanh goc 15° so v&i canh ngoai cua dwong ké 6 (1);
duwdng vién phia ngoai clia mau vé co ban

Kich thwéc danh nghia.

Hinh C.1 — MAu vé co ban
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TCVN 6916-1 : 2008

Phu luc D
(tham khao)

Ky hiéu cam str dung

Ky hiéu cdm s dung (nhw da dung trong I1SO 3864-1) dwoc dw dinh dé& chi mot hanh ddng bi
cdm. Dbi v&i ghi nhan trang thiét bj y té, nén s& dung vong tron cdm cé mét thanh chéo cé nghia
la “khéng dwoc”, vi du ky hiéu 5.2 “Khoéng st dung lai”. Dbi khi da s&r dung ngoai nglr canh ghi
nhan trén trang thiét bj y té, vi du c6 nghia la “khéong bao gébm”. Diéu quan trong la viéc s& dung

phu hop véi nghia da dw dinh, sao cho khéng xay ra rai ro do hiéu lam.

Céac nha san xuit mong muén truyén dat y nghia “khdng duwoc” khi khdng cé biéu twong dién dat
can tuan theo phwong phap dwa ra trong Diéu 7 IEC 80416-3:2002. Tuy nhién, khéng nén st

dung cach dién dat nay khi dung v&i bat ky ky hiéu nao da dwoc duwa ra trong tiéu chuan nay.
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TCVN 6916-1 : 2008
Thw muc tai liéu tham khao

ISO 780, Packaging — Pictorial marking for handling of goods (Bao g6i — Ghi nhan bang
hinh twong déi véi viéc déng goi hang hoa)

ISO 3864-1, Graphical symbols — Safety colours and safety signs — Part 1: Design
principles for safety signs in workplaces and public areas (Ky hiéu d& hoa — Mau an toan va
ky hiéu an toan — Phan 2: Nguyén tac thiét ké dbéi v&i ky hiéu an toan trong nhirng chd lam
viéc va khu vyc cdng cdng)

ISO 7000, Graphical symbols for use on equipment — Index and synopsis (Ky hiéu dd hoa
dé st dung trén thiét bj)

TCVN 8023 (ISO 14971), Trang thiét bj y t& — Quan Iy rdi ro dbi v&i trang thiét bi y té
TCVN/ISO 13485, Dung cu y té — Hé thdéng quan Iy chat lwong — Yéu cau dbéi véi cac
muc dich ché dinh

ISO 15225, Nomenclature — Specification for a nomenclature system for medical
devices for the purpose of regulatory data exchange (Thuat nglr — Yéu cau ky thuat dbi voi
hé théng thuat ngir cho trang thiét bi y té déi v&i muc dich trao dbi dir liéu quy dinh)

IEC/TR 60878, Graphical symbols for electrical equipment in medical practice (Ky hiéu dd
hoa dung cho thiét bi dién trong thwc hanh y té)

IEC 60417-DB-12M, Graphical symbols for use on equipment — 12-month subscription
to online database comprising all graphical symbols published in IEC 60417 (Ky hiéu db hoa
dung trén thiét bi — Tap hop 12 thang cho co s& dir liéu trwc tuyén bao goém tat ca cac ky
hiéu d6 hoa dwgc xuat ban trong IEC 60417)

IEC 60417 ISO 7000, Graphical symbols for use on equipment — 12-month
subscription to online database comprising all graphical symbols published in IEC 60417
and ISO 7000 (Ky hiéu d& hoa dung trén thiét bi — Tap hop 12 thang cho co sé& di¥ liéu truec
tuyén bao gdm tat ca cac ky hiéu dd hoa dwoc xuat ban trong IEC 60417 va ISO 7000)

[10]EN 980, Graphical symbols for use in the labelling of medical devices (Ky hiéu dé hoa dung

trong viéc ghi nhan trang thiét bj y té)

[11] GHTF/SG1/N43:2005, Labelling for Medical Devices (Ghi nhan trang thiét bj y té)

[12]1SO Store, http://www.iso.org

[13]IEC Web Store, http://webstore.iec.ch

CHU THICH C6 thé thu dwoc nhiéu théng tin hon vé cac ky hiéu s dung trén thiét bi qua E-mailing
symbolsinfo@aami.org.
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