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L&i néi dau

TCVN 7391-2 : 2005 hoan toan tudng duong véi ISO 10993-2 : 1992, véi thay dbi
bién tap cho phép.

TCVN 7391-2 : 2005 do Tiéu ban Ky thuat Tiéu chudn TCVN/TC210/SC1 Trang
thiét bj y té bién soan, trén co s du thdo dé nghi clia Vién Trang thiét bi va Céng
trinh y t& — BO Y t&, Téng cuc Tiéu chuan Do ludng Chat luong xét duyét, Bo Khoa

hoc va Céng nghé ban hanh.

TCVN 7391 gém céac tiéu chuan sau, véi tén chung Panh gia sinh hoc trang thiét

bi y té:

— TCVN 7391-1: 2004 (ISO 10993-1 : 2003) Phan 1: Banh gia va th{r nghiém.

— TCVN 7391-2 : 2005 (ISO 10993-2 : 1992) Phan 2: Yéu cau s dung ddng
vat.

— TCVN 7391-3 : 2005 (ISO 10993-3 : 2003) Phan 3: Phép thdr doc tinh di
truyén, kha nang gay ung thu va doc tinh sinh san.

— TCVN 7391-4 : 2005 (1SO 10993-4 : 2002) Phan 4: Chon phép thi tuong tac
v6i mau.

— TCVN 7391-5 : 2005 (ISO 10993-5 : 1999) Phan 5: Phép th doc tinh t& bao

in vitro.

— TCVN 7391-7 : 2004 (ISO 10993-7 : 1995) Phan 7: Du luong sau tiét trung

bang etylen oxit.

Bo tiéu chudn ISO 10993 con cac tiéu chuén sau:

— 1SO 10993-6 : 1994 Biological evaluation of medical devices — Part 6: Tests

for local effects after implantation.

— ISO 10993-9 : 1999 Biological evaluation of medical devices — Part 9:
Framework for identification and quantification of potential degradation

products.

— IS0 10993-10 : 2002 Biological evaluation of medical devices — Part 10:

Tests for irritation and delayed-type hypersensitivity .
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— IS0 10993-11 : 1993 Biological evaluation of medical devices — Part 11:

Tests for systemic toxicity.

— I1SO 10993-12 : 2002 Biological evaluation of medical devices — Part 12:

Sample preparation and reference materials.

— IS0 10993-13 : 1998 Biological evaluation of medical devices — Part 13:
Identification and quantification of degradation products from polymeric

medical devices.

— ISO 10993-14 : 2001 Biological evaluation of medical devices — Part 14:

Identification and quantification of degradation products from ceramics.

— ISO 10993-15 : 2000 Biological evaluation of medical devices — Part 15:
Identification and quantification of degradation products from metals and

alloys.

— IS0 10993-16 : 1997 Biological evaluation of medical devices — Part 16:

Toxicokinetic study design for degradation products and leachables.

— IS0 10993-17 : 2002 Biological evaluation of medical devices — Part 17:

Establishment of allowable limits for leachble substances.

— ISO 10993-18 : 2005 Biological evaluation of medical devices — Part 18:

Chemical characterization of materials.

va ISO dang bién soan:

— I1SO 10993-19 Biological evaluation of medical devices — Part 19: Physico-

chemical. mechanical and morphological characterization.

— 1SO 10993-20 Biological evaluation of medical devices — Part 20: Principles

and methods for immunotoxicology testing of medical devices.

Tiéu chudn nay dudc chuyén déi ndm 2008 ti Tiéu chudn Viét Nam cung s6
hiéu thanh Tiéu chudn Quéc gia theo quy dinh tai khodn 1 Diéu 69 cla Luat
Tiéu chudn va Quy chuén ky thuat va diém a khodn 1 Diéu 6 Nghi dinh s6
127/2007/ND-CP ngay 1/8/2007 cla Chinh phd quy dinh chi ti€t thi hanh mot

s6 diéu cla Luat Tiéu chudn va Quy chuén ky thuét.



TCVN 7391-2 : 2005

L&i gidi thiéu

B&o vé con ngudi |a muc tiéu dau tién cla bd tiéu chuan TCVN 7391 (ISO 10993). Muc tiéu th( hai
khéong kém phan quan trong 1& ddm bao cham séc ddng vat th&r d& giam thiéu s6 luong va phép
th&r dong vat.

Phan nay ctia TCVN 7391 (ISO 10993) dudc xay dung d& ddm bdo cham s6c dong vat trong cac
phép thir danh gia sinh hoc. Do vay, tiéu chudn dua ra cac yéu cau téi thiéu cho viéc cham séc va
st dung dong vat.

Cac tai liéu qudc té lién quan dén viéc cham séc va s dung dong vat trong nghién clu sinh hoc

dugc liét ké trong Thu muc tham khao.
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Xuat ban lan 1

Panh gia sinh hoc trang thiét bi y té —

Phan 2: Yéu ciu st dung dong vat

Biological evaluation of medical devices —

Part 2: Animal welfare requirements

1 Pham vi ap dung
Tiéu chudn nay qui dinh cac yéu cau t6i thiéu dé s dung déng vat trong thd nghiém sinh hoc.

Tiéu chuén nay nham
a) thiét lap cac huéng dan dé cac nha khoa hoc tén trong su séng néi chung;

b) gidm s6 lugng thuc nghiém trén déng vat va sé lugng déng vat st dung trong thuc nghiém,

néi cach khac 1a gidm dé&n miic c6 thé cac thuc nghiém can tién hanh;
c) giam thiéu su chiu dung va duy tri chat lugng séng cla dong vat st dung trong thuc nghiém.
Tiéu chudn nay ap dung cho thuc nghiém tién hanh trén déng vat c6 xuong séng. Tiéu chudn nay

khéng ap dung cho céac thuc nghiém ti€n hanh trén déng vat cap thap; cling khong ap dung cho

thuc nghiém ti€n hanh trén cac mé va co quan tach biét.

Tiéu chuén nay ciing dua ra cac khuyén nghi lién quan d&n muc tiéu gidm sé luong ddng vat sl dung
cho thuc nghiém tuong thich sinh hoc va khi c6 thé sé& bai bd cac thuc nghiém trong linh vuc nay.

2 Tailiéu vién dan

TCVN 7391-1 : 2004 (ISO 10993-1 : 2003) Danh gia sinh hoc trang thiét bi y t&€ — Phan 1: BPanh
gia va th(r nghiém.
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3 Dinh nghia

Tiéu chudn nay s dung cac dinh nghia da néu trong TCVN 7391-1 : 2004 (ISO 10993-1 : 2003) va

cac dinh nghia sau day:

3.1
Pong vat (animal)
T4t ca dong vat c6 xuong séng, khéng phai con ngudi, loai trir cac dang phoi thai, trir khi phéi thai

c6 dd diéu kién.

3.2
Pong vat thuc nghiém (experimental animal)

Dong vat dudc sl dung trong cac thuc nghiém.

3.3
Con gidéng (bret animal)
DPong vat dudc gay giéng dic biét dé dung cho cac thuc nghiém trong cac diéu kién dudc chinh

thiic cong nhan hodc da dang ky v6i cd quan c6 thAm quyén.

3.4

Thuc nghiém trén dong vat (animal experiment)

Viéc s dung déng vat cho muc dich khoa hoc ma c6 thé gay cho ddng vat dau dén, chiu dung
mét moi hodc tén hai lau dai, loai trir cac phuong phap gay dau khéng dang ké dudc chdp nhan
trong nganh thu y hién dai hoac thuc hanh phong thi nghiém (vi du cac phudng phap “khéng gay

dau”) dé giét hoac danh dau dong vat.

M6t thuc nghiém bat dau khi mot ddng vat da sin sang dé s dung va két thiac khi khéng can tién
hanh quan sat tiép cho thuc nghiém doé.
CHU THICH 1: Phong nglra, loai bd, gidm thiéu su dau dén, chiu dung, mét moi hodc tén hai lau dai bang

cach st dung thanh cong cac phuong phap gay té, giam dau hoac phuong phap khac khéng s dung déng
vat ngoai pham vi clia dinh nghia nay.

3.5
Co quan cé tham quyén (competent authority)

Cd quan dudc chi dinh cé trach nhiém giam sat cac thuc nghiém trong pham vi tiéu chuan nay.

3.6
Gay mé dung murc (properly anaesthezized)
Su mat cdm giac bang cac phuong phap gay mé (tai chd hoac téng thé) cé hiéu qua, dudc sl

dung trong thuc nghiém thu y.
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3.7
Phuong phap giét khéng gay dau (humane method of killing)

Viéc giét dong vat bang cach giam thiéu su chiu dung vé thé xac va tinh than.
CHU THICH 2: Tuy theo loai dong vat, st dung cac phuong tién thich hop.

3.8
Su 13p lai khéng can thiét (unnecessary repetition)

Lap lai cing moét thuc nghiém ma khéng c6 yéu cau khoa hoc.

CHU THICH 3: Néu cac két qua thuc nghiém dugdc khang dinh ding thi viéc 13p lai 1a khong cén thiét. Diéu
nay khéng ap dung dé kiém tra su can thiét trong mét thuc nghiém.

4 Yéu cau

CHU THICH 4: Xem Phu luc A vé thu muc tai liéu tham khao.

4.1 Trinh tu ctia cac phép thir in vitro va in vivo

Céc thuc nghiém trén déng vat khéng dudc phép tién hanh néu nhu khéng c6 san cac phép thir

in vitro.

Né&u céac phép thi in vitro cho thdy rang vat liéu, trang thiét bi hodc chat chiét khéng phu hop thi
khong dudc tién hanh thuc nghiém trén dong vat.

4.2 Ngin ngtra su l3p lai khéng can thiét

Nha khoa hoc dé xuét thuc hién cac phép th&r danh gia sinh hoc phai ddm bao rang bat ky moét
phép thr nao trén dong vat da dua ra déu chua dudc ti€n hanh truéc day. Nha khoa hoc thuc hién
cac phép thr danh gia sinh hoc dugc khuyén khich cong bé cac két qua thuc nghiém cha minh,
bao gém ca két qua am tinh, trong céac tap chi qudc t&, s dung cac tir khoa cho phép nhan biét

cac thuc nghiém trén déng vat tuong Ung.

Cd quan cép phép dudc khuyén khich thiét 1ap cac kénh théng tin truc tuyén dé ngan ngtra su lap
lai khéng can thiét (xem 5.2).

4.3 Hiéu luc cta két qua

Khuyé&n nghi rang céac két qua thr nghiém da dudc thuc hién va danh gia thich hop can dudc tat ca
cac qudc gia chap nhan.

4.4 Trinh do cta nhitng ngudi lién quan

Nh{rng ngugi ti€n hanh cac thuc nghiém trén dong vat phai

a) c¢6 trinh d6 chuyén mén phu hop;
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b) dudc dao tao phu hop vé cham sdc nhan dao cac loai dong vat dang st dung;
c) dudc dao tao vé phap ly thich hop;

d) dudc dao tao vé chuyén nganh khoa hoc cua linh vuc nghién clu dudc tién hanh.

4.5 Cham séc va diéu tri

Cham séc va diéu tri dong vat phai tuan theo cac huéng dan vé chan nuéi da dudc chap nhan.
Cham soéc va diéu tri dong vat phai tranh lam cang thdng va dau dén cho ddng vat cang nhiéu
cang tét. Xem Phu luc A.

4.6 Thu tuc phau thuat

T4t ca cac thl tuc phau thuat ddong vat thuc nghiém, dac biét 1a nhiing th( tuc phuc héi ddng vat
phai dudc tién hanh trén cac déng vat dudc gay mé chuan dung cac thd tuc vé tring thich hop va
x0 ly c&n than cac moé lién quan.

4.7 Cham séc trudc, trong va sau phau thuat

T4t ca cac thl tuc phau thuat trén dong vat thuc nghiém dé déng vat phuc héi phai bao gém cac
diéu khodn phu hop vé cham s6c dong vat trudc, trong va sau phau thuat tuan theo cac ky thuat

diéu dudng va y khoa thu vy.

Né&u nhan thay dau dén trudc, trong va sau phau thuat thi diéu nay phai dudc ghi lai, trir khi ly do
khoa hoc khéng duoc phép, su dau dén phai dudc lam diu bang cach s dung cac phuong phéap
gay té thich hgp hoac dung thuc nghiém.

4.8 Lap ké& hoach thuc nghiém

Thiét k& thuc nghiém phai pht hop nham dap (ing cac muc ti€éu mong muén.

Thiét k€ mot thuc nghiém trén dong vat phai dudc qui dinh trong moét ké hoach thuc nghiém. Hon
nta, nha nghién cu phai xem xét st dung cac phuong phap nghién ciru khdng xam nhép hoac
thay th& dé gidm s6 luong cac dong vat s dung trong thuc nghiém (xem 4.9).

K& hoach thuc nghiém bao gém cac van dé phu hop sau:

a) chi tiét cla cac phuong phap théng ké dudc ap dung trudc day va, néu can, xuyén sudt toan

bd thuc nghiém bat dau bang viéc 1ap k& hoach thuc nghiém va két thuc véi bao céo téng két;

b) théng tin can thiét vé cdu tao cla trang thiét bi hodc vat liéu va viéc sl dung trang thiét bi

hodc vat liéu dang dudc nghién clu;
c) muc tiéu cu thé va van dé khoa hoc dudc nghién ciiu trong dé tai;
d) quy trinh dudc st dung dé tién hanh thuc nghiém (phd hop véi trang thiét bi hoac vat liéu dang

dugc nghién clu) bao gom:

10
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1) loai va sé lugng gan dung cla déng vat dugc st dung,
2) co sé cho cac dong vat lién quan, va cho su phu hdp clha céac loai va sé lugng s dung,

3) ngudn gbc ddng vat dé gidm thiéu viéc st dung cac ddng vat khéng dudc chon gidng cho

thuc nghiém,

4) md ta s dung cac dong vat dugc dé xuét,

5) md ta phuong phap chét nhe nhang dudc st dung.
Phai quy dinh tat ca cac quy trinh kiém tra vd mau so sanh, cho du 1a thuc t&, da tiéu chuan hoa
hoac da moé phdng.
4.9 Giam cac thyc nghiém trén déng vat
Muc dich cu6i cing ciia tiéu chudn nay la loai bd su khéng can thiét tién hanh cac thuc nghiém
trén déng vat. D€ dat dudc muc dich nay, viéc lap k& hoach thuc nghiém can xem xét ky viéc sl
dung cac phuong phap thuc nghiém it xam nhap nhéat trong moét dong vat va/hodc gidm cac thuc
nghiém trén déng vat bang phuong phap xam nhap it hon trong cuing mét déng vat.

4.10 Danh gia

Danh gia két qua th{r phai thdu dao va danh gia théng ké phai dugc thuc hién khi can thiét.

4.11 Nhiéu thuc nghiém trén cung mdt dong vat

Nhin chung trong moét loat thuc nghiém, khéng dudgc ding moét dong vat cho nhiéu thuc nghiém.
Viéc céan thiét dé tranh su chiu dung qua mdc cla dong vat st dung phai dudc uu tién hon viéc can
thiét dé giam sé ludng ddng vat si dung.

4.12 Phuong phap chét nhe nhang

Cac phuong phap chét nhe nhang ap dung khi ngling cac thuc nghiém trén dong vat gay ra bat

tinh nhanh va cai chét xay ra sau d6 khéng cé dau hiéu cla su dau dén hoic tinh trang nguy kich.

5 Khuyén nghi

Cac khuyén nghi lién quan dén nghién cu khoa hoc tuong lai dé giam sé lugng dong vat dung
trong thr nghiém sinh hoc, sang loc cac phuong phap thuc nghiém, gidm hoac loai bd su dau dén
clia dong vat, va thay thé cac thuc nghiém trén déng vat bang cac phuong tién khac dugc dé cap
trong 5.1 dén 5.6.

5.1 Phuong phap thay thé

Céac co quan c6 thdm quyén, cac td chlc tai trd va cac nha khoa hoc can uu tién phé chuan

va/hoic nghién cliu cac phuong phap thay thé. Mot trong nhiing cach c6 thé dat dudc 1a khuyén

11
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khich cac bién tap vién cla cac tap chi khoa hoc céng bé cac bai bao mé ta cac phuong phap thay
thé va céac két qua am tinh.

5.2 Dirliéu dé ngan ngtra su lap lai khéng céan thiét

Cac di liéu qudc té can dudc thiét 1ap dé giam thiéu su I&p lai khong can thiét.

5.3 Cham séc va diéu tri déong vat — tai liéu qudc té

Cac tai liéu chi tiét lién quan dén cham so6c va diéu tri ddng vat thuc nghiém da dudc qudc té€ chap
nhan phai dudc phd bién va cap nhat.

5.4 Giam viéc sir dung dong vat

Co quan c6 thdm quyén yéu ciu chi can s6 lugng t6i thiéu thuc nghiém dudc thuc hién trén dong
vat dé tao ra s6 liéu c6é y nghia va dd do chinh xac.

5.5 Thuc nghiém diém

Céc thuc nghiém diém can dudc thuc hién dé cho phép lap k& hoach sé luong thuc nghiém té&i
thiéu cung cap két qua yéu cau. Néu trong mét thuc nghiém chuén sé ludng téi thiéu ddng vat yéu
cau dugc dua ra thi s6 lugng d6 nén dudc uu tién.

5.6 Hudng dan quan ly dong vat

Cac tai liéu vé huéng dan quan ly ddng vat phai cap nhat va chuyén tiép sang Ban ky thuat tiéu
chuén ISO/TC 194.

12
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Thu muc tai liéu tham khao

Directive 86/609/EEC, Council Animal Protection Directive (H6i bdo vé déng vat chi dan).
1986-11-24.

CIOMS. International Guiding Principles for Biomedical Research Involving Animals (Nguyén
tdc hudng dén quéc té déi véi nghién ciru y sinh hoc ddng vat lién quan).

Decision of the Council concerning the mutual acceptance of data in the assessment of
chemicals (Quyét dinh clia Hoi vé viéc chap nhan Ian nhau cac sé liéu trong cac danh gia
hoa hoc) OECD C (81) 30 (final) (1981-05-12).

EN 45001:1990, General criteria for the operation of testing laboratories (Tiéu chuén chung
dé van hanh phong thir nghiém).

Animal Welfare Act of 1968 (PL 89-544) as amended by the Animal Welfare Act of 1970 (PL
74-579), the Animal Welfare Act of 1985 (PL 99-198) [Thuc hanh cham s6c déng vat 1968
(PL 89-544) |a bd sung cho Thuc hanh cham séc dong vat 1970 (PL 74-579), Thuc hanh
cham séc déng vat 1985 (PL 99-198)].

The Guide for the Care and Use of Laboratory Animals (Huéng ddn cham séc va st dung doéng
vat trong phong thi nghiém), NNI publication No. 85-23 (revised 1985).

Australian Code of Practice for the Care and Use of Animals for Scientific Purposes (Bo luat Uc
vé thuc hanh cham soc va st dung déng vét cho muc dich khoa hoc).

Home Office Animal (Scientific proceduces) Act 1986 (London). Code of Practice for the
housing and care of animals used in scientific procedures (BPiéu 1é thuc hanh vé chubng trai va
cham soéc déng véat sir dung trong céac qui trinh khoa hoc).

German Animal welfare act (Thuc hanh cham soc déng vat é Purc), 1986-08-18 (BG BII 320).

Law concerning the protection and control of animals (Japan) [Luat bdo vé va kiém tra ddng
vat (Nhat Ban)].

CHU THICH 5: CAc tai liéu khac phu hop véi 5.6 sé dudc bd sung khi c6 thé.
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