
BQYTE CONG HOA xA HQI CHU NGHiA VI:¢T NAM
D{)c l~p - TV do - H~nh phuc

Ha N(Ji, ngay thang ndm 2022S6: IQD-BYT

QUYETDJNH

v~vi~c ban hanh huang din thAm dinh, h~u ki~m h8 SO' ky thu~t, Him sang
trong h8 SO' dang ky hru hanh trang thi~t bi Y t~ chAn doan in vitro

BQ TRUONG BQ Y TE

Can cu Nghi dinh s6 95/2022IND-CP ngay 15 thang 11 ndm 2022 cua Chinh
phil quy dinh chuc nang, nhiem v~, quyen han va CO' cdu t6 chtec cua B(JY ti;

Can cu Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nam 2021 cua Chinh
phil v~ quem If trang thiit bi y ti;

Can cu Thong tu s6 19/2021/TT-BYT ngay 16 thdng 11 ndm 2021 cua B(J Y ti
quy dinh mdu van ban, baa cao thuc hien Nghi dinh s6 98/2021/ND-CP ngay 08
thdng 11 nam2021 cua Chinh phil v~ quem If trang thiit bi y ti;

Can cu Quyit dinh s6 2497/QD-BYT ngay 12 thdng 9 ndm 2022 cua B(J
truong B(J Y ti v~ viec ban hanh quy trinh tiip nhdn, tham dinh, cdp, hdu kidm va
thu h6i s6 luu hanh trang thiit bi y ti thea tieu chuan qu6c gia ISO 9001:2015 tgi
CO' quan B(J Y ti;

Can cu Quyit dinh s6 1391/QD-BYTngay 31 thang 5 nam 2022 cila B(J truirng
B(JY ti v~ vi¢c ban hanh danh sach chuyen gia tham ilinh, hg,u kidm h6 SO' cdp s6 luu
hanh trang thiit bi y ti;

Can cu Quyit dinh s6 1392/QD-BYTngay 31 thang 5 nam 2022 cila B(J truirng
B(J Y ti v~ vi¢c ban hanh quy chi hagt il(Jngcila chuyen gia tham dinh, hg,u kidm h6
SO' cdp s6 luu hanh trang thiit bi y ti;

Thea il~ nghi coo v~truirng V~ Trang thiit bi va Cong trinh y ti

QUYETDJNH:

Di~u 1.Ban hanh kern theo QuySt dinh nay "Huang dan thfimdinh, h~u kiSm
h6 sa kY thu~t, lam sang trong h6 sa dang ky luu hanh trang thiSt bi y tS ehfindocin
in vitro".

Di~u 2. QuySt dinh nay eo hi~u l\Ie kS til ngay ky ban hanh.
Di~u 3. Cae ong (ba): Chanh Van phong BQ;V\l truOngV\l Trang thiSt bi va

Cong trinh y tS; Cae ehuyen gia thfimdinh, h~u kiSmh6 sa kY thu~t, h6 sa lam sang
theo QuySt dinh s6 13911QD-BYTngay 31 thang 5 nam 2022 eua BQtruOngBQY
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tS v~ viec ban hanh danh sach chuyen gia thAm dinh, h~u kiem h6 sa cdp s6 hru hanh
trang thiSt bi y ts va cac van ban sua dBi b6 sung (nSu co); Thu tnrong cac co quan,
dan vi va ca nhan co lien quan chiu trach nhiem thi hanh Quyet dinh nay.!.

Nai nh{in:
- Nhir di~u 3;
- BQ tnrong (d~ hie);
- Cac Die Tlnr tnrong;
- Vi~nKDQGVX&SPYT (d~ th/hien);
- Liru: VT, TB-CT.

KT. BQ TRUONG
THUTRUONG

D~ Xufin Tuyen
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HUONGDAN
Th§m djnh, h~u ki~m hBSO' ky thu~t, Himsang

trong hBso dang ky hru hanh trang thi~t b] Yt~ ch§n doan in vitro

(Ban hanh kern thea Quyit dinh s6 /QD-BYTngay thang ndm 2022
cua B9 truong B9 Y Ii)

Chuong I
QUY DINH CHUNG viTHANH PHAN HO sa

., Di~u 1. Thanh ph§n hB so chuyen gia kY thu~t, chuyen gia Himsang h~u
kiem hB so cong bB tieu chu§n ap dung dBi vOl trang thi~t b] Y t~ thuQc loai B
theo quy djnh t~i Di~u 26 Nghi djnh sB 98/2021/ND-CP

1. Tai li~u mo ta tom t~t kY thuat trang thiet bi y tS bang tieng Viet (Thea
Mdu s6 03 hodc Mdu s6 04 - Ph¥- luc VIII kern thea Thong tu s6 19/2021/TT-BYT
ngay 16 thang 11ndm 2021), kern theo tai lieu ky thuat mo ta chirc nang, thong s6
kY thuat cua trang thiet bi y tS do chu sa hfru trang thiSt bi y tS ban hanh.

Rieng d6i vai thu6e thu, ehfit hi~u ehuAn, v~t li~u kiSm so<itin vitro: tai li~u
ky thu~t b~ng tiSng Vi~t (Thea Mdu s6 01 - Ph¥- l¥-c VIII kern thea Thong tu s6
19/2021/TT-BYTngay 16 thang 11narn 2021) kern theo tai li~u v~ nguyen v~t li~u,
v~ an toan eua san phAm, quy trinh san xufit, cae bao eao nghien eUu lam sang va
ti~n lam sang bao g6m bao eao dQ6n dinh.

2. Gifiy chUng nh~ hqp ehuAn theo quy dinh ho~e ban tieu ehuAn san phAm
do ehu sa hfru trang thiSt bi y tS eong b6.

3. Rieng d6i vai trang thiSt bi y tS sim xufit trong nuac b6 sung kSt qua danh
gia cae thong s6 hoa, ly, vi sinh va cae thong s6 khae do cO'sa du di~u ki~n theo
quy dinh eua phap lu~t vS danh gia S\! phli hqp efip ho~e Gifiy chUng nh~n danh gia
ehfit lUQ'Ilgdo cO'quan co thAm quySn eua Vi~t Nam efip d6i vai trang thiSt bi y tS
chAn doan in vitro. KSt qua danh gia phai phli hqp vai tieu ehuAn rna ehu sa hfru
trang thiSt bi y tS eong b6.

4. Tai li~u huang dfrn su d\mg eua trang thiSt bi y tS.

5.Mfru nhan se su d\lng khi luu hanh t~i Vi~t Nam eua trang thiSt bi y tS.

Di~u 2. Thanh ph§n hBsO'chuyen gia kY thu~t, chuyen gia lam sang th§m
dinh, h~u ki~m hBsO'dang kY luu hanh trang thi~t bi y t~ lo~i C, D theo quy dinh
t~i Di~u 30 va Khoan 6 Di~u 76 Nghi dinh sB 98/2021/ND-CP nQp truO'c ngay
31/12/2022

1. Tai li~u mo ta tom t~t ky thu~t trang thiSt bi y tS b&ng tiSng Vi~t (Thea
Mau s6 03, Mau s6 04 - Ph" t"e VIII him thea ThOngtu s6 19/2021/TT-BYT ngaV
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16 thang 11 ndm 2021), kern theo tai lieu Icy thuat mo ta chile nang, thong s6 Icy
thuat cua trang thiet bi y tS do chu sa hfru trang thiSt bi y tS ban hanh,

Rieng d6i voi thuoc thir, ehftt hieu chuan, v~t lieu kiem soat in vitro: tai lieu
ky thuat b~ng tieng Vi~t (Thea Mdu s6 01 - Phu luc VIII kern thea Thong tu s6
19/2021/TT-BYTngay 16 thdng 11 nam 2021) kern theo tai li~u vS nguyen v~t lieu,
vS an toan cua san pham, quy trinh san xuftt va kiem soat ehftt IUQ11gsan pham, cac
bao cao nghien ciru Himsang va tiSn lam sang bao g6m bao cao dQAndinh,

2. Tai lieu huang dfin sir dung cua trang thiet bi y tS.

3. Milu nhiin se su dung khi hru hanh tai Vi~t Nam cua trang thiet bi~
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Chuong II

NGUYEN TA.C THAM DJNH, ~U KIEM
HO sa KY THU~T, LAM sANG

Di~u 3. Nguyen tic hiu ki~m hB SO' cong bB tieu chuAn ap dung dBi vo;
trang thi~t b]Yt~ chAndoan in vitro thuQc loai B

1. Chuyen gia ky thuat thuc hien hau kiem h6 sa cong b6 tieu chuan ap dung
d6i voi trang thiet bi y tS thuoc loai B hi trang thiet bi y tS chdn doan in vitro (IVD)
khong phai thu6c tlnr, chat hieu chuan, v~t lieu kiem soat in vitro (nhu may, thiSt
bi, IVD d~m, IVD pha loang, ...) theo quy dinh cu thS tai Phu luc I kern theo Quyet
djnh nay.

2. Chuyen gia ky thuat, chuyen gia lam sang thuc hien hau kiem h6 So' cong
b6 tieu chuan ap dung d6i voi trang thiet bi y tS thuoc loai B la trang thiet bi y tS
ch~n doan in vitro (thuoc thir, ch~t hieu chu~n, v~t li~u kiSm soat in vitro) theo quy
dinh C\lthS t~i Ph\ll\lc III kern theo QuySt dinh nay.

Di~u 4. Nguyen tic thAm dinh, hiu ki~m hB SO' dang Icy luu himh trang
thi~t bi y t~ chin doan in vitro thuQclo~ic,D

1. Chuyen gia ky thu~t th\Ic hi~n th~m dinh, h~u kiSm h6 So' dang kY luu
hanh trang thiSt bi y tS ch~n doan in vitro thuQclo~i C, D (nhu may xet nghi~m...)
theo quy dinh C\lthS t~i Ph\ll\lc Ikern theo QuySt dinh nay.

2. Chuyen gia ky thu~t, chuyen gia lam sang th§.mdinh, h~u kiSm h6 So'

dang kY luu hanh trang thiSt bi y tS ch§.ndoan in vitro thuQc lo~i C, D (thu6c thu,
ch~thi~u chu~n, v~t li~u kiSm soat in vitro) theo quy dinh C\lthS t~i Ph\ll\lc II kern
theo QuySt dinh nay. V
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Phu luc I. .
NOI DUNG THAM DINH, H~U KIEM HO sa KY THU~T

DOl Val IVD KHONG PHAI THUOC THU, CHAT HI:¢U CHuAN,
VAT LIEU KIEM SOAT IN VITRO. .

(Ban hanh kem thea Quyit dinh s6 IQD-BYT ngay thdng ndm 2022
cua B9 truong B9 Y ti)

I. Tai Ii~u mf ta tom t~t ky thu~t trang thi~t hi Y t~ chjn dmin in vitro
khdng phai thuBc thir, ch§t hi~u chujn, v~t Ii~u ki~rn soat in vitro b~ng ti~ng
Vi~t kern theo titi Ii~u ky thu~t rno ta chjrc nang, thong sB ky thu~t ciia trang
thi~t b] Y t~ do chii SO' hfru trang thi~t b] Y t~ ban hanh:

1. Tai lieu mo ta tom t&tkjJ thudt trang thiit bi y ti chdn dodn in vitro khong
phai thudc thie, chdt hieu chudn, vdt lieu kidm sodt in vitro bling tiing Viet dBi vOi
trang thiit hi y ti san xuat trong marc

Yeu cAu:
a) KiSm tra biSu m&u phai theo M&u s6 03 Phu luc VIII Thong tu s6

19/20211TT-BYT ngay 16 thang 11 nam 2021 g6m cac thong tin sau:
Ten co sa dang ky luu hanh trang thi~t bi y t~ (ten, dia chi)

Ngay .... thang .... nfun 20

STT >. NQi dungDe m\lc

I Tom tit chung v~ trang thi~t bi Yt~

Mo ta t6ng Mo ta t6ng quan ve trang thi~t bi y t~ bao g6m: thong tin mo ta gi6i thi~u
1.1 ve trang thi~t bi y t~, cac m\lc dich va chi dinh sir d\lllg, ca.c tinh nang rnaiquan

n~u co (vi d\l: co sir d\lllg cong ngh~ nano, tri tu~ nhan t~o, ... ).

Lich sir dua
Cung cAp danh sach cac nuac rna san phfun da du<),cban tren thj truOng,1.2 san phfun ra
kem thea nfun (n~u co) b~t dAuban tren thi truOng do.thi truOng

1.3 M\lc dich sir Neu m\lc dich sir d\lllg, chi dinh sir d\lllg clla trang thi~t bi y t~ nhu tren
d\lllg nhan ho~c tai li~u huang dfut sir d\lllg trang thi~t bi y t~ do.

Thong tin Cung cap thong tin ve tinh tr~g cap phep luu hanh san pharo t~i cac nuac

cApphep luu sau: cac nuac thanh vien EU, Nh~t Ban, Canada, Dc (TGA), My (FDA),
1.4 Anh, Th\lY SI bao g6m tinh tr~g dp phep (da phe duy~t, cha phS duy~t,hanh t~i cac

bi til ch6i d.p phep, khong dang ky luu hanh, ....), m\lc dich sir d\lng, chinuac
dinh sir d\lllg, ngay cApl§n dAu
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STT .D~muc

II Mo ta trang thi~t bi Y t~

Day la nhUng h~u qua khong mong muon va nghiem tn;mg (m vong, bi
thuemg, ho(lc cac bi€n c6 b~t lqi nghiem trQng) co th€ xay ra cho b~nh
nh8.nlnguai su dl,lIlg,ho~c cac tac dl,lIlgph\l illvi~c su dl,lIlgtrang thi€t bi
y t€ do trong di~u ki~n binh thuang.

~--~------------~

Cac thong
tin quan
trong lien

1.5 quan d€n sir
an toan/ hieu
qua cua san
pham

Mo ta trang
2.1 thi€t bi y t€

Huang ddn
2.2 , dsu l,lIlg

Ch6ng chi
2.3 dinh

Canh bao va
2.4 hAt ~ trQng

Cac tac dong
2.5 ?~t lqi ti~m

an

N(Hdung

Cung cap thong tin tom tat ve cac sir co bat loi da xay ra, cac hanh dong
kh~c phuc dam bao an toan tren thi tnrong til khi san pharn duoc dira ra thi
tnrong hoac trong 5 nam gfut day.
N€u trang thi€t bi y t€ co chua mot trong cac thanh phfut sau, thi cfut neu
r5 cac thanh phan do:
- T€ bao, mo ngiroi hoac dong v~t hoac phai sinh cua chung diroc cho su
dung diroi dang khong con s6ng, vi du van tim nhan tao co nguon g6c ill
Ion, chi ruot meo, ....
- TS bao, mo hoac phai sinh til nguon g6c vi sinh hoac tai t6 hQ'P,vi du san
pham born cang da dira tren acid hyaluronic thu diroc til quy trinh len men
vi khuan, ...
- Co thanh phfut birc xa, ion hoa (vi du X-quang), hoac khong ion hoa (vi
du la-ze, sieu am, ... ).

Mo ta chi tiet hem cac d~c tinh cua trang thiet bi y te de giai thich nguyen
ly ho~t dong cua trang thiSt bi y tS, giai thich cac khai ni~m khoa hQc ca
ban t~o nen cac nguyen t~c ca ban cua trang thiSt bi y tS. Mo ta cac thanh
phfut va cac ph\l ki~n duqc su dl,lIlggiup thiSt bi v~ hanh cling nhu dong
goi. Mo ta d~y du tUng thanh phfut chuc nang, v~t li~u ho~c nguyen li~u
cua trang thiSt bi y tS, kem thea hinh anh d~i di~n cua trang thiSt bi y tS
du6i d~g sa d5, hinh anh ho~c ban ve, nSu thich hQ'P.
Tat ca cac thong tin can thiet duqc cung cap ill chu sa hiiu san pham bao
g5m cac quy trinh, phuemg phap, tfut su~t, thai gian, s6 luqng va vi~c
chuAn bi cfut duqc tuan thu d€ su dl,lIlgan toan trang thiSt bi y tS do.
Thong tin ve nhUng truang hQ'Pkhong duQ'c su dl,lIlgtrang thiet bi y te vi
ly do an toan cho ngum b~nh, vi d\l: do ti~n su b~nh, d~c di€m sinh ly
cua nguai b~nh ... thea dung noi dung ghi tren nhan ho~c tai li~u huang
ddn su dl,lIlgcua trang thiSt bi y tS.
Mo ta chung v~ cac b~nh ho~c truang hQ'Pva nhom d6i tuqng b~nh nhan
khong duqc su d\lng trang thi€t bi y t€ cho m\lC dich chAn doan, di~u tri
ho~c giam nhy b~nh t~t. Ch6ng chi dinh la cac truang hQ'Pkhong duqc su
dl,lIlgtrang thiSt bi y tS vi rui ro cua vi~c su dl,lIlgr5 rang cao hem lqi ich
co th€ mang l~i.
Thong tin canh bao ve nhUng nguy hiem C\lthe ma ngum dUng can phai
biSt tru6c khi su dl,lIlgcac trang thiSt bi y tS.
Canh bao nguai su d\lng ap dl,lIlgcac bi~n phap th~ trQng cfut thiSt d€ su
d\lng an toan va hi~u qua trang thiSt bi y tS. Co th€ bao g5m cac hanh
dong cfut th\lc hi~n d€ tranh anh huang dSn b~nh nh8.nlngum su dl,lIlg,
cac anh huang do co th€ khong co nguy ca de dQa tinh ml;lng ho~c gay
t6n thuemg nghiem trQng, nhung nguai su dl,lIlgcfut phai bik M\lc th~n
trQng cling co th€ canh bao ngum su dl,lIlgv~ cac tac dong b~t ·lqi khi su
dl,lIlgtrang thiSt bi y tS ho~c khi su d\lng sai trang thiSt bi y tS do va SlJ
th~ trQng cfut thiSt d€ tranh cac tac dong do.

7

th
ao

dt
p.

ttb
ct

_D
an

g 
Th

i P
hu

on
g 

Th
ao

_2
8/

12
/2

02
2 

11
:0

5:
30



).De muc NQidung

Mo ta cac quy trinh hoac hanh dQngthay the de chan doan, dieu tri hoac
giam nhe benh t~t hoac tinh trang rna trang thiet bi y t~ duoc chi dinh sir
dung.
- Cung cap danh muc cac nguyen v~t lieu cua trang thiet bi y te c6 tiep
xuc tnrc ti~p (vi du: niem mac) va khong tnrc ti~p (vi du: luu thong dich
co thS a ben ngoai) voi co thS, kern theo cac d~c tinh h6a hoc, sinh hoc
va v~t ly cua chung.
- D6i voi cac trang thi~t bi y t~ phat ra birc xa ion h6a, phai cung dp
thong tin v€ nguon phat xa (vi du: d6ng vi ph6ng xa) va v~t li~u duoc sir
d\lIl~ dS bao v~ nguoi sir dung, benh nhan tranh birc xa khong mong
muon.
- Trong tnrong hQ'Pc6 yeu cAud~c bi~t v€ tinh an toan cua nguyen v~t
li~u vi dv nhu t~p ch~t, muc dQt6n du va phai nhiSm v6i cac ch~t lam
deo nhu Bis(2-ethylhexyl) phthalate (DEHP), d.n cung dp them gi~y
chUngnh~ nguyen v~t li~u phil hQ'Pv6i cac tieu chudn lien quan, phi~u
kiSmnghi~m, ho~c danh gia rtii ro v€ an toan cua nguyen v~t li~ud6. Tily
theo S\Irtii ro khi phai nhiSm v6i cac nguyen v~t li~u nay, c6 thS yeu du
cac bi~n phap b6 sung chkg h~ nhu phai thong bao cho ngum sir d\lIlg
S\Ic6 m~t cua nguyen v~t li~unay bang cach ghi tren nhan san phfun.
Cac d~c diem ve chuc nang va thong so ky thu~t ve ho~t dQngcua cac
trang thi~t bi y t~ bao g6m: dQchinh xac, dQnh~y, dQd~c hi~u cua cac
trang thi~t bi y t~ do va chAndoan, dQtin c~y va cac y~u t6 khac (n~u c6
lien quan); va cac thong s6 ky thu~t khac bao g6m h6a hQc,v~t ly, di~n,
ca khi, sinh hQc, phdn m€m, S\I vo trung, dQ 6n dinh, bao quan, v~
chuySnva d6ng g6i.

STT

Phuang
2.6 phap di€u tri

thay th~

Thong tin v€
2.7 nguyen v~t

li~u

Cac thong s6
ky thu~t c6
lien quan

III rr6m t~t v~ tai li~u xac minh va thAm djnh thi~t k~

2.8

Phan nay can t6m tat ho~c tham chieu ho~c c6 chua du li~u xac minh thiet ke va du li~u
thfun dinh thi~t k~, phil hQ'Pv6i dQphuc t~p va phan lo~i rtii ro cua trang thi~t bi y t~ d6.
Tai li~u nay bao g6m:
• Cac gi~y chUngnh~ ho~c tuyen b6 phil hQ'Pv6i cac tieu chudn dffduQ'ccong nh~ rna
chu sa hiIu san phfun ap dvng; vaJho~c
• Cac t6m t~t ho~c cac bao cao thir nghi~m va danh gia d\Ia tren cac tieu chudn khac,
cac phuang phap va thir nghi~m cua nha san xu~t, ho~c cach khac dS chUngminh S\I
phil hQ'Pv6i tieu chudn cua san phfun.

IV lB~ngchUng Himsang

Cung cap ban bao cao danh gia lam sang cua trang thiet bi y teoDanh gia nay c6 the
du6i hinh thuc xem xet mQtcach h~ th6ng cac tai li~u tham khao c6 sfu1,d\Ia tren kinh
nghi~m lam sang d6i v6i trang thi~t bi y t~ d6 ho~c trang thi~t bi y t~ tUdng tv, ho~c c6
th~,bang n~hien CUu lam sang. Nghien CUu lam sang ,thuang ,d.n thiSt d6i v6i cac trang
thiet bi y te c6 muc dQrui ro cao, ho~c cac trang thiet bi y te c6 it ho~c khong c6 kinh
nghi~m lam sang. Bao cao danh gia lam sang d.n bao g6m mvc dich va b6i canh cua
vi~c danh gia lam sang, du li~u lam sang ddu vao, danh gia va phan tich du li~u, k~t
lu~ v€ tinh an toan va hi~u qua cua trang thi~t hi y t~.
Bao cao danh gia lam sang cAnc6 du cac thong tin dn thi~t nhu mQttai li~u dQcl~pd~
ca quan quan ly c6 thSxem xet. Bao cao danh gia lam sang dn t6m t~t:
- Cong ngh~ rna trang thi~t bi y t~ d6 sir d\lIlg, cac chi dinh sir d\lIlg, cac tuyen b6 v€
tinh an toan va hi~u qua lam sang cua trang thi~t bi y t~ d6 n~u c6.
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