
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

6

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



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.
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).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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"

STT >.
NQi dungDe muc

- Ban chat va pham vi, quy mo cua dfr lieu lam sang duoc danh gia,
- Cac dfr lieu lam san~, cac ti~u chuan diroc cong nhan clnrng minh cho tinh an toan va
hieu qua cua trang thiet bi y teo

v rrh" f >.? .(tong Inve san xua

Nha san xuat
Neu ten, dia chi cua tat ca cac nha san xuat tham gia vao qua trinh san

5.1 xuat va ti~t khuan (bao g6m eft cac nha san xUc1tva ti~t khuan la ben thir
ba).

Quy trinh san xuat can bao gorn cac thong tin de c6 the hieu mot each tong
quat v8 qua trinh san xuc1t.Khong yeu d.u cac thong tin chi ti~t mang tinh
dQc quyen, Cac thong tin nay c6 thS duoc thS hien dum dang met sa d6

Quy trinh ti~n trinh san xuat mo ta ngan gon qua trinh san xuat, kiem tra chat hrong
5.2 trong qua trinh, l~p rap, kiem tra chc1throng va d6ng g6i san pham cu6isan xUc1t cirng.

N~u c6 nhi8u nha san xUc1ttham gia vao qua trinh san xUc1tdS hoan thi~n
mQt san phc1mthi d.n neu ro tUng nha san xUc1ttham gia vao ho~t dQng
nao.

CO'sa dang kY luu hanh cam ket nhfrng nQi dung tren la dUng S\l th~t va chiu trach nhi~m tru6c
phap lu~t v8 cac thong tin dii ke khai neu tren.

Nglliri a"i di~nhq'pphap cua CO'SO'

Ky ten (Ghi h9 ten ady ail, chuc danh)
Xac nh(in b6ng ddu ho(lc chit kY

b) Cae thong tin trong tai li~u rno ta t6rn t~t neu tren phai phli hqp, th6ng
nh~t v6i thong tin tren: Tai li~u ky thu~t rno ta ehue nang, thong s6 ky thu~t eua
trang thiSt bi y tS do ehu sa hiiu trang thiSt bi y tS ban hanh; Huang d~n su d\lng
eua trang thiSt bi y tS;Nhan san phArn. V
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2. Tai lieu rna ta tom tiit kjJ thudt trang thiit bi y ti chdn doan in vitro khong
phai thuoc thu, chat hieu chudn, vdt lieu ki~m sodt in vitro bang tieng Vi?t dBi vOi
trang thiit hi y ti nh{lp kh/;u

Yen cAn:
a) KiSm tra bieu m~u phai thea dung M~u s6 04 Phu luc VIII Thong tu s6

19/20211TT-BYT ngay 16 thang 11 nam 2021 g6m cac thong tin sau:

Ten co sa dang Icy hruhanh trang thi~t bi y t~ (ten, dia chi)
Ngay ...... thang ..... nam 20

1.7

Canh bao va th~ tn;mg

NQi dung mo ta tom tit

1 Mo ta san pham trang thi~t bi y t~

STT ).De muc

Mo ta tom tat ve nguyen ly hoat dQng va tinh nang, thong
s6 ky thuat cua trang thiet bi; neu r5 n~u trang thiet bi sir
dung cac cong nghe moi thi ck eung dp ban mo ta vS
cong ngh~ moo do (vi d\l cong ngh~ nano)

1.1 Me ta trang thi~t bi y t~

Li~t ke cac linh ki~n va ph\l ki~n cua trang thi~t bi y t~

Thong tin ve cac tac d\lng bat lQi lien quan den sir d\ll1g
Tac d\lng bAt IQ'i co thS trang thi~t bi y t~ duQ'c ghi nh~n qua thir nghi~m lam sang
xay ra va theo d5i hau mai dff duae thuc hien truac do d6i vai

trang thi~t bi Y t~' ...

1.2 Danh m\le linh ki~n va
ph\l ki~n

Neu m\lc dich sir d\ll1g/chi dinh sir d\ll1g eua trang thiet bi y
t~
Tom tat huang dfin ve cach sir d\lng cua trang thiet bi theo
nhu To huang dfin sir d\ll1g ho~c To thong tin cua trang
thi~t bi y t~
Thong tin ve chong chi dinh - nghia la nhfrng truang hQ'P
khong duQ'c chi dinh sir d\ll1g trang thi~t bi vi ly do an toan
cho nguoi b~nh, vi d\l do tiSn sir b~nh, d~c diSm sinh ly cua
ngum b~nh, vv ... theo dUng nQi dung dff duQ'c duy~t t~i
nuae dp lUll hanh va co ghi tren nhffn trang thi~t bi y t~

1.3 M\lc dieh/Chi dinh sir
d\ll1g

Nhfrng thong tin eanh bao va nhfrng diem can th~ trQng
khi sir d\ll1g trang thi~t bi y t~, kS ca nhfrng bi~n phap dl,l
phong dS bao v~ nguoi b~nh tranh nhfrng rlii ro do sir d\ll1g
trang thi~t bi y t~; do co thS la thong tin canh bao vS tae
d\ll1gbAtIQ'ihay sir d\ll1g sai va bi~n phap ngan ngira

2
Thong tin san phfun dff lUll hanh t~i cac nuac (n~u co)
Cung dp thong tin vS cac nuac dff phe duy~t cho phep lUll hanh san ph~m, nuac dAu
tien dp dang ky/cho phep lUll hanh trang thi~t bi y t~

1.4

3
Chi dinh dff dang ky a cac nuac khac (neu co)
Li~t ke cac nuac dff dp dang ky lUll hanh di kern vOOchi dinh sir d\lng duQ'cphe duy~t
t~i nuac do; ngay duQ'cdp dang ky

1.5 Ch6ng chi dinh

1.6
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Thong tin ve tinh an toan/ v~n hanh dang hruy cua san pham trang thiet bi y te
- Cung c~p thon~ tin ve s5 lUQ11gbao cao phan,ling bat 19i lien quan dSn viec sir dung
tr,ang thiet bi y te; Nhtrng bien phap thu hoil dieu chinh h~u mai dff thirc hien thee yeu
cau cua co quan quan ly cac mroc;

- NSu trang thiet bi y tS co chua mot trong cac thanh phan sau, thi ccln cung cdp thong

4 tin ve:

• TS bao, mo ngiroi hoac d(>ngv~t hoac phai sinh cua chung diroc cho sir dung diroi
dang khong con song - vi du van tim nhan tao nguon g5c nr lQ11,chi ruot meo ...;
• TS bao, mo va hoac phai sinh tu nguon g5c vi sinh hoac tai t6 hop - vi du san pham
bam can~ da dira tren acid hyaluronic thu duoc ill quy trinh len men vi khuan.; Co
thanh phan gay kich ling, ion hoa - vi d\l X-quang; ho~c phi ion hoa - Vi d\lla-ze, sieu
am.

5 Bao cao danh gia lam sang d6i VOl trang thi~t bi Yt~ IO\liB, C, D

5.1 Danh gia lam sang Cung cap bao cao danh gia lam sang cua chu sa hiiu trang
thiSt bi y tS bfuJg tiSng Anh ho~c tiSng Vi~t

5.2 Tai li~u tham khao cua
Li~t ke cac tai li~u tham khao (nSu co)danh gia lam sang

Ca sa dang ky lUll hanh cam ket nhfrng n(>idung tren la dUng Sl)' th~t va chIU trach nhl~m
truac phap lu~t ve cac thong tin dff ke khai neu tren.

NguOi d\li di~n hQ1lphap eua eO'sO'
Ky ten (Ghi hf) ten ady au, chuc danh)

Xac nh~n bJng ddu ho(lc chit kY

b) Cae thong tin trong tai li~u rno ta t6rn t~t neu tren phai phil hqp, th6ng
nhAtv6i thong tin tren: Tai li~u ky thu~t rno ta ehue nang, thong s6 ky thu~t eua
trang thi~t bi,y t~ d~ ehu sa hfru tr~ng thi~t bi y t~ ban hanh; Huang dful su d\lno/
eua trang thiet bi y te; Nhan san pharn. V
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3. Ted lieu kY thudt rna ta chuc nang, thong s6 kY thudt cua trang thiit hi y Ii
do chu sa hiiu trang thiet hi y ti han hanh

Y" xeu can:
a) Tai lieu kY thuat phai la tai li~u g6c do chu s6 hfru hoac nha san xufit

(tnrong hop nha san xufit va chu s6 hfru cling Ia mot dan vi) phat hanh,

h) Tai lieu ky thuat phai phu hop voi ten, chung Ioai, rna san pham cua trang
thiSt hi y tS d~ nghi cfip s6 dang ky hru hanh,

c) Tai lieu kY thuat phai mo ta duoc clnrc nang, thong s6 kY thuat cua trang
thiSt hi y tS.

II. Gi~y clnrng nh,n hop chu§n theo quy djnh hoic ban tieu chu§n san
ph§m do chti sir hfru trang thi~t b] y t~ cong bB

Chi tip dung il6i voi h6 sll cong h6 tieu chuan tip dflng il6i vOi trang thiit
hiy ti lopi B.

Yen cAu: Phai la Gifiy chUng nh~n hqp chufin thee quy dinh ho~c hfm tieu .
chufin san phfim do chu s6 hfru trang thiSt hi y tS cong h6 va co tinh phap IY.

III. UBivOi trang thi~t bi y t~ san xu~t trong nU'(Yc

Chi tip dflng il6i vOi h6 Sll cong h6 tieu chuan tip dflng il6i vOi trang thiit
hiy Ii lopi B.

Yeu cAu:
Phai co kSt qua danh gia cac thong s6 hoa, Iy, vi sinh va cac thong s6 khac

do co s6 du di~u ki~n thee quy dinh cua phap lu~t v~ danh gia s\!,phli hgp cfip ho~c
Gifiy chUng nh~n dcinh gia chfit lugng do co quan co thfim quy~n cua Vi~t Nam cfip
d6i v6i trang thiSt hi y tS chfin doan in vitro. KSt qua danh gia phai phli hgp v6i
tieu chufin rna chu s6 hfru trang thiSt hi y tS cong h6.

IV. Tai li~u hu6'ng dftn sir dyng ctia trang thi~t bi y t~
Y" ).eu cau:
1. Tai li~u huang d~n su d\mg phai phli hgp v6i trang thiSt hi y tS va tM li~u

ky thu~t.
2. Phai du<)'ckY' dong dfiu xac nh~n cua co s6 cong h6.

3. Bao gam cac chi d~n cho nguai su dVng dS co thS su dVng trang thiSt hi y
tS mQt cach an toan va dung mvc dich su dl,lllgcua trang thiSt hi y tS. Huang d~n su
dVng nen gam co thong tin v~ chi diM, ch6ng chi dinh, canh hao, hi~n phap phong
ngira, tac dVng hfit 19i ti~m fin, cac di~u ki~n hao quan va su dl,lllgdS duy tri s\!' an
toan va hi~u qua cua trang thiSt hi y tS.

V.Miu nhan se sir dyng khi luu hanh t~i Vi~t Nam ctia trang thi~t bi y t~ _
YeucAu: ~
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1. M~u nhan phai dAy du thong tin sau thea quy dinh cua Nghi dinh
43/20 17IND-CP va Nghi dinh s6 11112021IND-CP nhu sau:

- Ten trang thiet bi y t@:phil hop voi trang thiet bi y t@dSnghi d.p s6 luu hanh.
- Ten va dia chi chu sa hfru s6 luu hanh trang thiet bi y t@:phil hop voi nQi

dung khai bao,

- S6 luu hanh trang thi@tbi y t@.

- Xu~t xu cua trang thiet bi y t@:co thS ghi duoi cac hinh tlurc khac nhau
nhu "san xuat tai" hoac "che tao tai'Yvrnroc san xuat": "xu~t xir" "sa'n xuaAtbO'1''',. . .. , ., , ,
"san pham cua" kern ten mroc hoac vung lanh th6 san xu~t hoac ghi thea quy dinh
phap lu~t vS xu~t xu hang hoa (Truong hap hang hoa khong xac dinhduac xudt xu
thi ghi noi thuc hien cong doan cuot cung dd hoan thien hang hoa. Thd hien bang
mot trong cac cum hoijc kit h(Jpcac qlm tit thd hi?n cong dO(Inhoem thi?n hemg
hoa nhu sau: "lap rap t(Ii"; "dong chai t(Ii"; "ph6i trf)n t(Ii"; "hoan tcit t(Ii";
"dong goi t(Ii"; "dan nhiin t(Ii" kem ten nuac hoijc vimg liinh th6 nai thlfc hi?n
cong dO(IncU6icimg dd hoan thi?n hang hoa.). Ten nuac ho~c vUng lanh th6 san
xu~t ra hang hoa ho~c noi th\Ic hi~n cong do~n cU6i cilng dS hoan thi~n hang hoa
khong duQ'cvi@ttit.

- Ten va dia chi chu sa hiiu trang thi@tbi y t@:phil hqp vm nQidung khai bao.
- Ngay san xu~t, h~n su d\lng: Trang thi@tbi y t@ti~t trung, su d\lng mQt lk,

thu6c thu, ch~t hi~u chu§.n, v~t li~u kiSm soat, hoa ch~t phai ghi h~n su d\lng. Cac
truang hqp khac ghi ngay san xu~t ho~c h~n su d\lng. D6i vai trang thi@tbi y t@la
may moc, thi@tbi ghi nam san xu~t ho~c thang, nam san xu~t.

- S6lo ho~c s6 se ri (serial number) cua trang thi@tbi y t@.
- Thong tin canh bao, huang dan su d\lng, huang dan bao quan, co sa bao

hanh: Co thS duQ'c thS hi~n tf\IC ti@ptren nhan trang thi@tbi y t@ho~c ghi ra huang
d~n tra cUu cac thong tin nay tren nhan trang thi@tbi y t@.

- Huang dan tra cUu thong tin vS: Co sa bao hanh, Huang d~n su d\lng trang
thi@tbi y t@,Tai li~u Icy thu~t ph\lc V\l sua chua, bao duOng, n@ukhong co thong tin
nay thi phai cung c~p duai hinh thuc thong tin di~n tu va phai thS hi~n ra huang
dan tra CUuthong tin.

2. N@ukhong dAy du cac thong tin neu tren, phai co nhan ph\l thS hi~n
nhfrng nQi dung tren b~ng ti@ngVi~t va giu nguyen nhan g6c cua hang hoa.

3. Nhan g6c: Cung c~p dAydu m~u nhan cua tUng chung lo~i san ph§.m, phil
hqp vai quy cach dong goi dang kY, bao g6m ca nhan hQP, nhan thu c~p cua san
ph§.m, nhan chai thanh phAn (n@uco) .... Truang hqp dang kY thea hQ trang thi@tbi
y t@,duQ'cphep ,nQpnh~n d~i di~n va chi ra cac thong tin co thS thay d6i tren nhanV
cua hQtrang thiet bi y te do.

d) Phai duQ'c kY, dong d~u xac nh~n cua co sa cong b6.
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Phu luc II. .
N(n DUNGTHAM DINH, H~U KIEM HO sa KY THU~T, LAM SANG

DOl vor IVD LA THUOC THU, CHAT msu CHuAN,
v ~T Llt:U KIEM SOAT IN VITRO THUQC LO~I c, D

(Ban himh kern thea Quyit dinh s6 IQD-BYT ngay thang ndm 2022
cua B9 truong B9 Y ti)

I. Tai li~u ky thuit b~ng ti~ng Vi~t dBi vo; thuBc thir, chat hi~u chu§n, vit
li~u ki~m soat in vitro kern theo tai li~u v~ nguyen vit li~u, v~ an toan cua san
h A t ' h sd I..t, kiA 't hl..t I ? hA , b' ,pam, quy rm san xua va em soa c a trQ'llg san pam, cac ao cao

nghien cuu Him sang va ti~n lam sang bao gAm bao cao dQ An djnh

1.Tai lieu kY thudt b&ng tieng Viet
Yeu c§u:
a) KiSm tra biSu mftu phai theo Mftu s6 01 Phu luc VIII Thong tu s6

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

Ngay thang nam 20 .

STT D~muc NQidung Yeu cAucy th~ Chuyen
gia

I. Tom tat chung v~ trang thiet hi y t~
M6 tit gi6i Cac the h? aa quy ainh cila scm pham TTBYT IO(Ji
thi~u v€ trang C, D (n€u co). Lam
thi~t bi y t~, M1;lcaich sit d1;lngcila thi€t bi chdn aoan: can neu sang

M6 tit cac m\lc dich, ro at5i tU(mg xi( nghi?m, ngu07. dung va ph(Jm vi sit1.1 t6ng quan san phfun sir d1;lngcila trang thi€t bi y dchdn aoan.
d\lllg k~t hQ'P M1;lcaich sit d1;lngkhi sit d1;lngcung scm phdm kit(nSu co) h(JJJ(n€u co).

Thit nghi?m tren c(jng a6ng, nguai dung.
Lich sir Neu ten nuac dau tien duQ'c cap phep va nam cap

1.2 dua san
phfun ra
thi truOng

Neu m\lc dich - Can neu ro m1;lCaich sit d1;lnglchiainh sit d1;lngdl! kien
sir d\lllg/chi ghi tren nhiin hoijc ta huang dJn sit d1;lng,bao g6m:
dinh sir d\lllg + Phat hi?n hoijc ao luang cai gi;
d\l' kiSn ghi

+ Chuc nang cila trang thi€t bi y ti (vi d1,lsang l(Jc,tren nhan hoac
1.3 M\lc dich ta huang dk thea doi, chdn aoan hoac h6 trO' chdn aocm tien" ,

sir d\lng
sir d\lllg IU(mg, dl! aoan);

+ Sit d1;lngcung trang thi€t bi y d (may xi( nghi?m)
tl! a(jng hoijc kh6ng;
+ Djnh IU(mg hoijc ban ajnh IU(mg hoijc ajnh tinh
hoijc ajnh danh. ..;

~
tC-/'
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STT ).
NQidung Yeu cAuC1} th~ ChuyenDe muc

gia
+ Loai mdu sit dung trong xet nghiem (vi du nhu
huyit thanh, huyit tuong, mdu toan phdn, sinh thiit
mo, nuac tiiu);
+ Qudn thi xet nghiem.
- Muc dich sit dung cua trang thidt bi y Ii nhdp khdu
phai phu h(1JJvoi muc dicn sit dung dfi neu trong

Lamhuang dan sit dung g6c do chu sa hiiu ban hanh.
sang

Danh

1.4 muc cac Liet ke cac mroc dff diroc dp gi§.yphep va nam d.p
nuac dff
diroc dp
Tinh
trang cac
h6 so xin
cap phep

1.5 dff nQp Lamnhung Liet ke cac mroc dffnQp h6 so nhung chua duoc dp phep sangchua
duqc

,
cap

phep t~i
cac mroc
Cac thong
tin quan Cung C§p cac bao cao v€ phan irng h§.t loi dff xay ra va hanh dQng
trong lien kh~c phuc dff thgc hi~n k~ tir khi san phfun duqc luu hanh tren thi

1.6 quan d~n truang (trong 5 nam gdn nh§.t).
sg an
toanJ hi~u
qua cua
san phfun

II. Mo ta trang thi~t bj y t~

Mo ta nguyen Mo ta nguyen tac cua phuong phap xet nghi?m,
ly ho~t dQng nguyen ly v(ln himh cua thiit bi phu h(1JJvai cac Ky thu~t
va tinh nang, nguyen tdc thidt yiu. (chat
thong s6 ky Phuong phap xet nghi?m va thiit bi, v(lt tu di kem: lU'(fng)
thu~t cua trang - Mo ta san phdm va li?t ke cac thimh phdn va kem

Mo tit thi~t hi y t~ thea nguyen w;ltli?u chinh cua san phdm.
2.1 trang thi~t - Neu ro phuong phap xet nghi?m va thiit bi, v(lt tu

hi yt~ di kem.
Mo ta phdn m€m du(yc sit d1:lngkem thiit bi va ban
mo taph1:lki?n (niu co).
Li?t ke cac thanh phdn, nguyen v(lt li?u cdn thiit qi
lam xet nghi?m nhung khong di kem thea san pham
(niu co).

2.2 Huang Tom tat huang Huang dan sit d1:lnghi?n thili vai day du nhftng Lam
dfut sir dfut v€ cach sir thong tin cdn thiit. sang
d\lllg d\lllg cua trang V6'isan phdm kit h(Ypcung vai thidt bj: huang dan sit 1/

ft/
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Thong tin ve nhtmg twang hQ'Pkhong duoc chi dinh sir dung trang
thiet bi vi ly do an toan cho nguoi benh, vi du do ti~n su benh, d~c
diem sinh ly cua nguoi benh, vv... ; thee dung nQidung ghi tren nhan
trang thiSt bi y tS.
NhUng thong tin canh bao va nhUngdiem can th~n tn;mgkhi sir d\ll1g
trang thiSt bi y tS, k~ca nhUngbi~n phap dg phong d~ bao v~ nguCri
b~nh tranh nhUng rui ro do si'rd\ll1gtrang thiSt bi y te; do co th~ 1a
thong tin canh bao v~ tac d\ll1gbat 19ihay sir d\1ngsai va bi~n phap
ngan ngira.

2.3 Chong
chi dinh

Yeu ciu C\l th~ Chuyen
gia

dung/ huang dan nguai dung lien quan den thiet bi.
Cdc tai li?u huang dJn khdc cung cap cho nguoi sit
dung (niu dp dung).
Mo ta each ldy mJu va v(it li?u vdn chuyen.
Thong tin vJ each xac dinh gia tri nguiing xet
nghiem (niu ap dung).
Thong tin xac nhdn thai gian doc kit qua xet
nghiem (niu dp dung).
Thong tin canh bao nguai sit dung vJ rid ro thang
du (niu san phdm co thanh phdn sinh hoc).

Lam
sang

).De mucSTT NQidung

2.5 Tae dVng
bftt 19i co
thS xay ra

Thong tin ve cac tac d\ll1gbat 19ilien quan den sir d\ll1gtrang thiet bi y
tS duge ghi nh~ qua thi'r nghi~m lam sang va thee d5i h~u m~i dff
dugc thgc hi~ntruac do d6i v6i trang thiStbi y tS.

2.6

Neu cac phuang phap khae de cimg d~t dugc m\1cdich sir d\ll1g.

Cac~ diemve Li?t ke cac lot;limau khac nhau co the aU(Jc sit d{lng
hi~u nang va cho san phdm.
thong s6 kY Li?t ke cac thong tin cdn thiit ad thiit l(ip: giai ht;ln
th~t g6m: gi6i phat hi?n, ar aung, ar lijp It;li, ar tiii lijp, ar nht;ly
h~ pMt hi~n, phan tich, ar aijc hi?u phan tich, khoang phan tich,
dQchinhxae, dQ ar nht;ly lam sang, ar aijc hi?u lam simg
~y, dQ ~ Thong tin vJ kha nang truy xuat cua cac gia trj gan
hi~u, dQ tin c~y cho chat hi?U chudn va v(it li?u kidm soat ar aung.
va cac yeu t6
Wc; cae thong I---=T.::-'ho-An-g-ti:-n-v~e'-a--::-f)-A'or-n-d-=-j-n-=-h-(h-=--t;ln-d":":"u-n-g)-:--c-ua-s--=-a-n-p--:h-a'--m-t-:-K-y-t-h-u--=-~--it

s6 kY th~t We trong qua trinh bao quan, v(in chuyin, sit d{lng. (chllt
bao g6m hoa l~~g)
hQc,v~t ly, sinh
hQc, ti~t trimg,
dQ6n diM (h~
dimg),boo quan,
v~ chuy~n,
donggoi.

thiet bi thee
nhu To' huang
d§n sir dung
hoac To thong
tin cua trang
thiStbi y tS

2.4 Canh bao
va th~
tr9ng

Phuang
phap thay
the (neu
co)

2.7
Cac thong
s6 ky
thu~t
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STT ). NQidung Y"). th~ ChuyenDe muc eu cau cy e gia
III San xuit trang thiit hi y t~

Neu cac nha Li?t ke ten (cdc) nha san xudt tham gia (cac buac)
san xudt tham scmxudt can thiit kem thea cac thong tin lien quan

Nha
gm qua trinh (ten, dia chi cua timg don vi scm xuat, Gidy chung Ky thu~t

3.1 san san xuat va h~ nhdn tieuchudnquan if chdt luang tai thai aidmnop).
xudt thong quan ly Vm scmphdm co tic02 nha scmxudt thamgia scmxudt, (chat

chdt hrong ap canneu ro vai tro cua cac nhasan xudt trongqua trinh IU(J1lg)
d\lng san xud:
Cung cap - Cac tat ii?u nay phai co tinh phap if va co cac
thong tin kiem thong ~in:Chung loai, mil san phdm, quy each dong
scat chdt IUQ1lg goi (neu co).

Tieu
trong qua trinh - Phiiu kidm nghiem thanh phdm phai phu h(IJJvoi
san xudt va tieu chudn kidm tra chat luang thanhphdm.chuAn va xUdtxuangsan

phuang phfun.
phap

Cung cdp tieudanh .,gla
chuAn thanh3.2 d6i vai

trang thi€t phfun va

bi y t€ phuang phap

chAn doan danh gia.

III vitro Cung cap
10!;liC, D phi€u kiSrn

nghi~rn thanh
phfun clla it
nhdt 01 10 clla
nha san xudt.
Tom tat ket Dp on djnh theo thOigian thl.fC:
qua nghien Clm - Kit qua thl!c hi?n khao sat tren it nhdt 03 io san
va k€t lu~ v~ phdm khac nhau dU(lc san xudt a diJu ki?n tuang
dQ 6n dinh clla auang nhu quy trinh san xuat thuang I?~
san phfun trong - DJ cuang nghien ciru/thiit ki nghien cUu neu
bao quan tho; ro tieu chi chap nhgn va khoang cach giua cac ian
gmn th\l'c, thit nghi?m.
nghien Clm Hio - Cac kit iugn phai xac ajnh ro tinh 6n ajnh cuahoa cdp t6c hc;mdung theo cong b6.(n€u co), trong

DQ 6n qua trinh v~ Dp Dndjnh ii diJu kifn llio hoa cap tlic:
3.3

dinh chuySn va - Ca~ nghien ~Uu cdp t6c1ngoqi su}' aU(lc chdp Ky thu~t
trong qua trinh nhgn de tuyen bo hqn sit d{lng ban dau nhung van (chat
su d\lllg sau phai thl!c hi?n nghien cUud(J6n ajnh trong diJu ki?n IU(J1lg), thl!csong song ho(lcsau ao.khi rna nap
(n€u co) - Neu ro phuang phap sit d{lng trong cac nghien

cUucdp t6c (niu ap d{lng).
- DJ cuang nghien ciru/thiit ki nghien CUuneu

ro tieu chi chap nhgn va khoang cach giua cac tdn
thit nghi?m.
- Cac kit iugn phai xac ajnh ro tinh 6n ajnh cua

hqn dung theo cong b6.
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STT " NQidung Yeu cAu C1} th~ ChuyenDe muc
gia

Dp on djnh trong khi su- dung: (ap dung vOisinh
phlim sau mu dU"(J'cdung nhi;u Ian)

- Cdc nghien CUuva thong tin at) 6n ainh trong
khi su dung cua timg thanh.phdn xet nghiem.
- Thicnghiem tren it nhat 110cho m6i thanhphdn.
- Cac nghien cuu phan anh aung qua trinh su

dung thuong I~cua thiit bi.
- DJ cuong nghiencUulthiitki nghiencuu neu ro lieu

chicMp nhdnvakhoangeach.gifia cacIanthzinghiem.
- Co cung cap dfi li~u chung minh cho cac tuyen b6
vJ kiim dinh lai at) 6n dinh (niu dp dung).
- Cackit I~ phai mc dinhroat)6nainhcuasanpluim.

Dp an djnh trong qua trinh v{in chuyin:
- Cac thong tin can thiit vJ nghien cUuat) 6n ainh

w;1n chuyin. Cac nghien cUunay d1,latren 01 10ai
aanh gia suc ,chiu a1,lngcila scmphdm trong ai€u
ki~n v(in chuyen.
- Cac nghien cUuau(Ycth1,lchi~n a aiJu ki~n thf!cI

aiJu ki~nmoph6ng bao g6m cac diJu ki~n bdn a6i.
- DJ cucmg nghien cUulthdt ki nghien CUuneu ro

tieu chi chap nht;1nva khoimg cach gifia cac Mn thit
nghi~m.
- Neu ro phuang phap su dl,mgtrong aiJu ki~nmo

ph6ng (niu ap dl,lng).
- Cac kit qua va kit lu(inphai chUngminh au(Ycro

san phdm co tac dl,mg ain hit ht;lnsu dl,lng theo
cong b6 sau khi trai qua cac aiJu ki~n ap hrc.

IV Bao cao nghien cUu

•Nghien cUulien lam sang:
Thong tin cung cap hiiu biit khai quat vJ thiit ki (ap
dl,mga6i vOiIVD lot;liC, D) Lam
Sa a6 quy trinh thiit ki sang

t~t
H6 sa bao cao timg thay a6i trong thiit ki cila IVD

Nghien Tom cac nt)pthdmainh baog6m tat ca cac thong tin thich hr;p
cUu ti~n kSt qua, nghien Cae nghien cUuchUngminh IOt;limJu.

4.1 lam cUu tien lam
Cac nghien cUu chUng minh cac tuyen b6 cho cacsang va lam

sang va sang cua san IOt;limJu.
lam sang phfun Cac nghien cUuvJ at) aung cilaphep ao.

Dt) l(ip It;li
- Cac nghien cUu v€ at) l(ip It;li trong khi cht;ly
(within-run variability).
- Cac nghien cUuthiit l(ipat) l(ip It;libOinhfing nhdn
S1,lkhong lam trongphong xet nghi~m(niu a12dung).

~
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STT NQi dung Yeu ciu C1} th~

Tm li~u
tham khao
Clla
nghien Li~t ke cac tm li~u tham khao (n~u co).
CUu ti€n
lam sang
va lam
sang _J/L...___j__-L---------___j___lt/

4.2

Chuyen
gia

"-De muc

D(j tai l(lp
- Cac nghien cuu thi€t l(ip cac loai bi€n thien phu
hap cua a(j tai l(lp.
- Cac nghien CUuthi€t ldp a(j tdi l(lp bot nhiing nhdn
Sll khong lam trong phong xet nghiem (.n€uap dung).
Cac nghien CUuv€ a(j nhay phdn tich
Cac nghien CUuv€ SlI anh huang cua cac tac nhdn
gay nhiiu va cac chat/tao nhdn phan ung cheo
trong xi! nghiem (a(j a(lc hieu phdn tich)
Kha nang truy xudt (traceability) cua cac gia tri
gan cho chat hieu chudn va v(it lieu !dim sodt a(j
dung: kha nang truy xudt cua cac gia tri gan cho
cha: hitu chudn va v(it lieu ki€m sodt a(j aung aU(fc
cung cdp thea xi! nghi?m (n€u co) va aU(fc dung
trong qua trinh san xudt
Cac nghien CUu xac ainh khoang ao cua xet
nghi?m: gi&i hr;znphat hi?n (LOD), gi&i hr;znainh
lur;tng (LOQ), a(j tuy€n tinh, khoang phat hi?n tily
m'{lCaich sir d'{lngcua IVD
Cac nghien CUuve cach xac ainh aiem cat (cut-off)
cua xi! nghi?m (the assay cut-off time)
Kidm ajnh quy trinh xet nghi?m - thai gian a()c
Cac nghien cUu a(j b€n-a(j ch(lt ch€ tily thu(jc IVD

•Nghien cUu lam sang:
D(j nhr;zyva a(j a(lc hi?u chan aoan ho(lc lam sang
Danh gia lam sang (nha san xudt): Tdt ca nhung
tuyen b6 v€ hi?U qua chan aoan aU(fc dlla tren cac
hor;zta(jng aanh gia aU(fc thidt k€ ch(lt ch€, thllc
hi?nlph6i h(lJJ b&i nha san xudt. Cac nghien cUu
phai kem theo tdt ca cac thong tin cdn thih
Dtinhgia lam sang (nghiencUu a(jcIcJp): Lam
- Co chi ti€t it nhdt m(jt nghien cUu aanh gia hi?u sang
qua chan aoan aU(fc thih k€ ch(lt ch€ cho san pham
aang aanh gia.
- Co chi ti€t cong b6 cua cac nghien cUu a(jc l(ip
(n€u ap d'{lng).
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STT D~myc NQi dung Yeu cAu cy th~ Chuyen
gia

Danh gia Ky thu,tJ.chat (chat
hrQ'Dg

Thong tin drum gia chAthrong do co quan co thfun quyen cua Vi~t lU(lng)
V trang

thi~t b] y Nam

t~ t\li
Vi~tNam

Co s6 dang ky hru hanh cam kSt nhtrng nQidung tren la dung su th~t va chiu trach nhiem
tnroc phap lu~tv~ cac thong tin da:ke khai neu tren.

Ngum d\li di~n hQ11phap ella coosO­
Kj ten (Ghi ho ten ady au, chtec danh)

Xac nhdn bling d&uhoac chit kY ~
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"

2. Tai lieu v~ nguyen vdt lieu, v~ an toan cua san phdm, quy trinh san xucit
va kiem sodt chdt IU911gsan phdm, cac baa cdo nghien cuu him sang va ti~n lam
sang baa g6m baa cao a9 6n dinh. 1

a) Chuyen gia ky thuat (chit luO'ng) thim dinh, hau ki~m: Tai Ii~u v~
nguyen v~t Ii~u, v~ an toan cua san phim, quy trinh san xuit va ki~m soat
chit IUQ11gsan phim va bao cao dQAndjnh,

Cu thS nhu sau:
(1). Tai li~uv~nguyen v~t li~usan xuit IVD
1.1.Danh muc va mo tii cdc nguyen v~t li?u chinh cua siin phlim
Tuy vao thanh phdn cua scmphdm ad xac dinh cac nguyen vdt lieu chinh.
1.1.1.Ban li~tke cac nguyenv~t lieu chinh duoc su dung dS san xufttsan pham,

bao gom:
..Ten nguyen lieu
..Vai tro trong thanh pham
Vid¥:
..Khang nguyen: HBsAg,
Vai tro: gAnphien ELISA dSphat hien HBsAb.
..Hoa chfttH2KP04,
Vai tro: dung dich d~mpha loangm~uxet nghi~m.
1.1.2. Cac thong tin vS th8nh phftn, d~c tinh sinh hQc, ngu6n g6c cua cac

nguyenv~t li~uco ngu6n g6c sinh hQc(cac nguyen v~t li~utham gia vao phan UngdS
xet nghi~m):khang nguyen, khang thS,enzyme, c9ng hQ'P,m6i PCR, dfiudo, cac chftt
hi~uchuftn,v~t li~ukiSmsmit(controls)...

Vid¥:
..Thong tin th8nhphftnkhang nguyenHCV: lo~iNS3, NS4, NS5, ...
.. Thong tin vS d~c tinh sinh hQc:khang nguyen (rei t6 hQ'P,hay tinh chS ill

huySttuang ... ), khang thS(dan dong hay da dong... ), tinh chfttd~chi~u,d9 tinh s~ch,
n6ng d9/hi~ugia/ham IUQ'llg.

1 Rieng d6i vai cac truOnghQ'Pd?c bi~t nhu gia cong ho?c chuy~n giao cong ngh~ ho?c tharn gia
mQtphc1ntrong cong do~n san xudt:

- Titi li~u v~ nguyen v~t li~u, v~ an toan cua san phfun, quy trinh san xudt vit ki~m soat chdt
luqng san phfun, bao cao nghien CUuti~n lam sang: Chuyen gia thfun dinh, h~u ki~m h6 sa cua
timg cO'sa tharn gia vito timg cong do~n san xudt san phAm.

- Titi li~u v~ nghien CUuHimsang lit titi li~u nghien cUutren san phfun hoan thi~n (D6i vai vi~c
gia cong ho~c chuy~n giao cong ngh~ tu nuac ngoiti v~ Vi~t Narn thi thl,lchi~n thir nghi~m lam
sang tc;liVi~tNam).

- Chuyen gia ky thu~t, lam sang ghi r5 day lit h6 sa gia cong ho?c chuy~n giao cong ngh~ ho?c
tharn ~ia mQtph~ trong cong d~c;llls~ xudt d~V\l Trang Thiet bi vit Cong trinh y te luu y tronv
vi~c tong hQ'P,tham dinh, h~u kiem ho sa.
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- Thong tin vS nguon g6c: nguoi, tho, de...
1.2. KiJm sod: chat lU'(Yngcnc nguyen v~t Ii?u co ngu8n gac sinh hoc tham .

gia phan trng (triT chat an iljnh/
Cdc thong tin aU(/C trinh bay cho timg nguyen lieu co hoat tinh (khdng nguyen,

khdng th§, cong h9P ...)
- Neu nha san xu~t IVD tu san xu~t cac nguyen v~t lieu: Mo tit tieu chuan, quy

trinh phan tich kiSm tra ch~t hrong nguyen v~t lieu va k@tqua phan tich,
- N@unguyen v~t lieu do nha san xu~t khac cung c~p: Phieu kiem nghiem .

nguyen v~t lieu.

(2). Tai li~u v~ an toan ciia san pham, quy trinh san xuat va ki~m soat
chat hrQ'llg san pham

2.1. Cac nba san xuit tham gia qua trinb san xuit va b~ tbang quiin If
cbit Iu!"ng ap dung:

Chi yeu c~u li~t ke ten (cac) nha san xu~t tham gia (cac buoc) san xu~t c~ thi@t
kern theo cac thong tin lien quan (ten, dia chi cua timg dan vi san xu~t, Gi~y chung
nh~ tieu chuk quan ly ch~t lugng ~i thm diSm nQp).

2.2. Thong tin vi an toan cila san pham ..3
Phi@uan toan: N@usan ph~m co chua thanh ph§n sinh hQc co ngu6n g6c m

ngum hay dQng v~t, nha san xu~t li~t ke danh m\lc cac thanh ph~ sinh hQc (m ngum
hay dQngv~t nhu huy@tthanh, huy@ttuang, khang nguyen b~t ho~t, khang nguyen co .
ngu6n g6c illvi sinh giam dQc h;rc...) va cam k@ti tuyen b6 da kiSm tra cac mc nhan
nay dap Ung tieu chuk cong ty dua ra v@an toan san ph~m.

Vi d¥: M~u huy@tthanh chUng duang ho~c chUng fun co ngu6n g6c illngum
cho IVD noi chung phai dugc khfuIg dinh da b~t ho~t 56°C/30 phut; ho~c khong co
cac tac nhan lay truy@nqua duemg mau; ho~c vm lo~i IVD C\l thS vm timg lo~i tac
nhan lay truy@nqua duemg mau nhu illV phai dugc khfuIg dinh khong co cac mc .
nhan lay truy@nqua duemg mau khac nhu HCV, HBV ...

Xac dinh nguy ca lay nhiSm/ nhiSm khuk tiSm k vai ngum su d\lllg va cam
k@tituyenb6 kiSm tra cac mc nhan nay dap Ung tieu chu~n cong ty dua ra v@an toan
(n@usan ph~m co chua thanh ph~ sinh hQc):

- Khong yeu c~u them thong tin nay n@uda co trong huang dan su d\lllg.
2.3. Quy trinh san xuat va kiJm sont chat lU'(J'ngsan pham
2.3.1. Sa d6 tAngthS v@san xu~t va kiSm soat ch~t luang san phb:
(i) Yeu cdu chung cua sa ad cac giai aOt;lnscmxudt:
Phai phu hgp vm san phb dang kY ill lo~i nguyen li~u d~u vao C\l thS d@n

thanh phb, cac buac kiSm soat quy trinh vai tieu chi C\lthS.
(iiJ Sa ad t6ng thl4

2 Ap d\lI1gvai IVD lo~ C, D vamiSn vai lo~ B.
3 Ap d\lI1gvai IVD lo~ C, D vamiSn vai lo~ B.
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V6i nhom IVD loai C,D: SO'd6 mo ta toan bQquy trinh san xu&tva kiem soat
ch&throng kern mo ill tom t~t cac biroc quan trong trong qua trinh san xu&t(bao g6m
so d6 mo ill tir mQtlmQts6 nguyen v~t lieu d§.uvao dSn thanh pham, kern thea mo ta
tom cit cac buoc quan trong trong san xuat).

*Luu y:
- Nguyen v~t lieu trong tung so d6 phai cu thS, dung voi ten trong phieu kiem

nghiem hoac phieu thong tin vS tieu chuan ch&throng.
- NSu IVD co nhieu thanh phan, can co so d6 mo ill tom cit quy trinh san xu&t

nrong irng cho tirng Ioai,
2.3.2. Tieu chuAnthanh phAmtru6c khi xu~t xUOng
(i) Yeu cdu chung:
Ban tieu chuan ch~t hrong:
- G6m cac chi tieu ch&throng va quy trinh pharr tich cho tirng chi tieu,
- Phai co tinh phap ly.
Cac chi tieu chat IU(Jngcua ban lieu chudn chat IU(Jng:
- Phai ghi ra chi tieu gi (vi du: DQ nhay, dQ d~c hi~u, pH, mau s~c, n6ng dQ,

hi~u nang ... ) va giOih~ ch~p nh~n.
- VOithanh phk IVD dS xac dinh cimg luc 2 ho~c nhiSu tieu chi (marker), tieu

chuAn thanh phk se phai co thong tin C\l thS lien quan dSn 2 ho~c nhiSu tieu chi
(marker) nhu m\lCdich su d\lllg clla IVD.

Vi d'{l:
- IVD phat hi~n Ag/Ab cllamv phai co tieu chuAnthanh phk vS dQnh~y cho

tUng tieu chi Ag, Ab la nhu thS mlo? Khi gQPl~i la nhu thS nao? can co them thong
tin vS tieu chuAnCllapanel (dan m~u) dS xet nghi~m.

- IVD phat hi~n NSIAg/lgGlIgM clla Dengue phai co tieu chuAn thanh phAm
vS dQnh~y cho tUng tieu chi NSIAg, IgG va IgM la nhu thS nao? Khi gQPl~i se gQP
nhiing tieu chi nao dS xet nghi~m sang lQc/chAndoan? Trong truOng hgp nay chi co
thS gQPdQnh~y Cllatieu chi (marker) NSIAg v6i IgM. can co them thong tin vS tieu
chuAnclla m~u dS xet nghi~m.

Quy trinh phan tich cac chi tieu chat IU(Jnff:
- Phai chi tiSt, ra rang tUng tieu chi lien quan dSn ban tieu chuAn ch~t IUQl1g

(Theo d~g SOP, quy trinh th\!'chi~n chuAn)d@co th@tiSn hanh ki@mnghi~m khi can
thiSt ~i cac dan vi duQ'cchi dinh.

- Mo illC\lth@illdan m~u (panel) dimg d@ki@mtra, s6luqng, tieu chuAndanh
gia, cach danh gia kSt qua v6i tUng tieu chi nhu da: duQ'c th@hi~n trong ban TCCL

4 Y6i nh6m IVI? loc;liB: Sa d6,mo ill toan bO quy, trinh sfu;txuftt va ki~m sO(itch~t IUQ11g(bao g6m sa /
do mo ill tom tat illmot/mot so nguyen v~t li~u dau vao den thanh pharo). 11/
5 Ap dl,mgv6i IVD lO<;llB, C va D (phil hQ'Pv6i h6 sa IVD Clla ASEAN).
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a.,

cling nhir trong ban hirong dftn su dung san pham IVD dS c~p, dS dam bao sir phil hop
cua san pham IVD dang ky voi h~ thong quan ly ch~t hrong cua nha san xu~t.

(ii) Yeu cdu a6i voi IVD cho chan dodn dinh tinh:
- Trong s6 cac chi tieu ch~t luong, c~n co chi tieu de>d~c hieu, dQnhay (hoac

gioi han phat hien - LOD), de>l~p lai.
- Quy trinh phan tich ch~t hrong xu~t xirong: ck neu ra viec Iva chon cac mftu

phan tich phil hop (chi ra s6 hrong cac mftu (-) tinh va (+) tinh su dung, cac mire phan
irng trong m6i mftu), l~p lai bao nhieu lk, each ti8n hanh, each xu ly s6 lieu. N8u su
dung panel chuan co sa, ck ghi ra thong tin cac thanh phk cua panel.

(iii) Yeu cdu a6i vai 1VD cho chan aoem ainh IU(lng:
- Trong s6 cac chi tieu ch~t luqng, ck co chi tieu de>d~c hi~u, giOi h~ dinh .

luqng (LOQ), dQchinh xac, dQl~p l~i.
- Quy trinh phful tich ch~t luqng xu~t xu6ng: Neu ra mftu phful tich su d\ffigvOi

s6 luqng cac mftu, n6ng dQch~t phan tich, l~p l~i bao nhieu lk, cach ti8n hanh, cach
xu ly s6 li~u. N8u co su d\ffig ch~t chu~ dS do luOng, ck ghi ra thong tin cua ch~t
chu~.

(iv) Yeu cdu a6i vai cae thimh pham ad lddm soat (Controls), ad hi?U chuan
(Calibrators) :

- Trong s6 cac chi tieu ch~t luqng cua nha san xu~t dua ra ck co chi tieu n6ng
dQ(khoang dao dQngch~p nh~) cua ch~t phful tich.

- Quy trinh phful tich ch~t luqng xu~t xu6ng: Neu ra thong tin vS ch~t chu~ cO'
sa (ho~c ch~t chu~ khac co lien quan) duQ'cdilng dS khfulg dinh n6ng dQch~t phful
tich trong thanh phfun, cach ti8n hanh, cach xu ly s6 li~u.

2.3.3. Phi8u kiSm nghiem cua nha san xu~tJGi~y chUng nhful danh gia ch~t
luang do cO'quan co th~m quySn cua Viet Nam

(i) Yeu cdu a6i vOiphiiu lddm nghi?m cua nha scmxudt (CGA):
- Co tinh phap ly (do nha san xu~t ban hanh, co chu kY, ngay ban hanh ... ).
- D(mg ten thanh phfun dang kY, co s6 lo/lo~t, d~g dong goi cua thanh ph~m

(s6luqng test trong mQtdan vi dong goi).
- Con h~ dUng~i thm diSm nQPh6 sO'.
- S6 luqng: T6i thiSu 01 10 thanh phfun cho m6i d~g dong goi (vi d\l 100

test/hQP,500 test/hQp ... )
- Trong CoA c~n co cac chi tieu ch~t luqng (kern thea k8t qua wang Ung) phil

hqp v6i ban tieu chu~n ch~t luqng cong b6 nhu dQnh~y, dQ d~c hi~u, thm gian dQc
kSt qua vOi quick test ...

(ii) Yeu cdu Gidy chUng nhrJn aanh gia chdt IU(lng do cO'quan co tham
quyJn cua Vi?t Nam cdp a6rvOi trang thiit bi y ti chan aoan in Vitro6:

6 ip dl:lngvai trang thiit bj y ti /O{liB san xudt trong nuac theo quy ainh t{liDi€u 26 Nght dtnh
s8 98/2021/ND-CP hoijc trang thiit bi y ti chan aoan in vitro /o{liC, D thea quy ainh t{liDiJu .
30, Nghi ainh s8 98/2021/ND-CP . ~
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- Ten trang thiet bi y tS, chung loai, rna san pham (neu co), quy each dong
goi (neu co) trong gifiy chirng nhan phai phu hop voi cac thong tin nay trong cac
tai lieu kY thuat khac,

- Phai co d~y du chfr ky cua nguoi co tham quyen va dfiu cua co quan thuc
hien danh gia chfit hrong,

- Gifiy chimg nhan Ia ban g6c hoac ban sao co chimg thuc hoac ban sao co
xac nhan cua co sa dS nghi cfip s6luu hanh.

(3). I>{> An djnh (Trang tai lieu nghien cuu ti~nlam sang)
3.1. Yeu cau chung (Ap dflng chung cho IVD loai B, C, D)
H6 sa g6m co:
- DS cirong nghien ciru.
- Bao cao nghien ciru.
- Phu luc (cac s6 lieu g6c, cac tai li~u lien quan ... ).
3.2.ni cuong nghien cuu
C~ co cac thong tin co ban sau:
3.2.1. Thong tin vS IVD nghien Clru
Ten thanh pham.
Thong tin vS cac 10thanh ph~m danh gia: s6 10,ngay san xufit.
3.2.2. ThiSt kS nghien Clru
Lo~i dQ6n dinh:
- DQ6n dinh thea thm gian thvc (Real time Stability).
- DQ 6n dinh a diSu ki~n lao hoa cfip t6c (Accelerated Stability) (ap d\lllg khi

nghien ClrudQ 6n dinh theo thai gian thvc chua hoan thanh ~i thm diSm nQp h6 sa
d6i v6i nhfrng h6 sa da cfip phep nhung co thay d6i trong san xufit ho~c thanh ph~ co
thS anh huang dSn dQ6n dinh cua san phb).

- DQ 6n dinh v~ chuySn (Transportation stability) roy san ph~m, do nha san
xufit nh~ dinh dS dam bao chfit lu<;mgsan ph~m.

- DQ6n dinh trong sir d\lllg (In-use stability): Cho cac IVD dung nhiSu l~.
DiSu ki~n danh gia: Neu ro nhi~t dQ,... phu hqp cho timg lo~i 6n dinh (chi tiSt

cac diSu ki~n mo ph6ng cho dQ6n dinh trong sir d\lllg, dQ6n dinh v~ chuySn).
Thai gian, ~ sufit thir nghi~m (khoang cach gifra cac l~ thir nghi~m).
Cac chi tieu danh gia va tieu chu~ chfip thu~.
Thong tin cho cac m~u sir d\lng dS danh gia dQ 6n dinh (m~u chUng am tinh,

duang tinh, m~u chu~n ca sa, panel chu~ ...).
3.3. Blio clio do an dinh. .
Bao cao nghien CUudQ6n dinh trong h6 sa dang kY IVD g6m cac nQidung:
- Cac thong tin vS IVD: Tuang tv nhu trong DS cuang nghien cUu.
- KSt qua va ban lu~n chi tiSt. KSt qua co thS duQ'cbiSu thi a d~g bang s6 li~u,

biSu d6 YO? cac chu thich ro rang. V
-Ketlu~:
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, + Cac kSt qua va kSt ~u~ phai clnrng minh duoc ro san pham co tac dung dSn
het han sir dung theo cong boo

+Neu ro han dung cua thanh pham a diSu kien bao quan tlnrc,
3.4.Mpt sa luu y
3.4.1. Do 6n dinh theo th<rigian thuc:
Danh gia it nhfit tren 03 10 san pham khac nhau, duoc san xufit a diSu kien ±

wong duong nhu quy trinh san xufit thirong l~.
NSu nhiet d9 bao quan du kien co khoang rong (vi du 2-30°C) d.n thiSt kS

nghien CUua cac khoang nhiet d9 phu hQ'P,t6i thieu phai co 2 khoang nhiet d9 c~
tren va c~ durn. Vi du: 5±3°C va 30±2°C.

Dam bao tu6i tho cong b6 xufit phat ill 10 co d9 6n dinh thoi gian thirc ngan
nhfit trong s6 3 10nghien ciru,

NSu thanh pham co da thanh phan thi cfuI danh gia d9 6n dinh cua tUng thanh
ph~n va tu6i th9 cong b6 xufit phat tir thanh ph~n co d9 6n dinh th<rigian thvc ngfu1 -
nhfit ho~c danh gia d9 6n dinh cua ca b9 thanh phfim.

3.4.2. Do 6n dinh a diSu kien Hiohoa cfip t6c:
Neu ro phuong phap sir d\ll1gtrong cac nghien CUucfip t6c trong diSu ki~n mo

phong (nSu ap d\ll1g).
3.4.3. Do 6n dinh trong khi sir dung (ap d\ll1gvrn sinh phfun sau rna duQ'cdUng

nhiSu lfuI)
Cac nghien CUuva thong tin d9 6n diM trong khi sir d\ll1gcua tUng thanh phfuI

xetnghi~m.
Thir nghi~m tren it nhfit 01 10.
Cac nghien CUuphan anh dUngqua trinh sir d\lng thuOng l~ cua IVD.
3.4.4. Do 6n dinh trong qua trinh van chuySn:
Cac thong tin cfuI thiSt vS nghien cUu d9 6n dinh v~ chuySn. Cac nghien CUu

nay d\la tren 01 10dS danh gia tinh 6n diM cua san phfim trong diSu ki~n v~ chuySn.
Neu ro phuong phap sir d\ll1gtrong diSu ki~n mo phong (nSu ap d\ll1g).

b) Ch A 'IA , thA ~. h hA kiA T" l'A A , b' ,~yen gla am sang am ulD, au em: al I~U ve cac ao cao
nghien cuu ti~n lam sang va lam sang

C\l thS nhu sau:

(1). Tai li~u, bao cao nghien cuu ti~n lam sang
Nha san xufit phai tiSn hanh cac nghien cUu lien quan dS h6 trQ'cho m\lc dich

sir d\lng (nhu dQ nh~y/ dQ d~c hi~u phan tich, dQ nh~y/ dQ d~c hi~u lam sang
(analytical and clinical sensitivity and specificity), d9 chinh xac (accuracy), d9 l~p
l~i (repeatability), d9 tai l~p (reproducibility), d9 tuySn tinh (linearity), gi6i h~n
phM hi~n (detection limits) va kha nang truy xufit (traceability)).

Cac nghien cUu phai thvc hi~n theo dung huang dftn sir d\ll1g va kSt qua
nghien CUuphai C\l thS chi tiSt. Cac san phfim la dung dich ph\l trQ', pha loang
khong c~n cung cfip b~ng chUng vS chfit lUQ'llgxet nghi~m. Cac hoa chfit ~
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-,.

nghiem cAncung c~p kSt qua xet nghiem tuong irng nham danh gia ch~t hrong sinh
pham thong qua cac thong s6 phil hop voi tirng loai xet nghiem.

Voi m6i nghien ciru, phai cung c~p cac thong tin sau day:
-:Mo ta nghien ciru, s6 hieu nghien CUu (study identifier), s6 hieu san pham

(product identifier) (vi du: s6 10), phi en ban hu6ng d~n su dung diroc su dung,
ngay b~t dAuva ngay kSt thuc.

- Tom t~t cac phat hien cua nghien ctru, dua ra kSt luan neu ro cac muc tieu
nghien ciru co diroc dap irng hay khong.

- D@cuong nghien ciru (Protocol) va bao cao dAy du cua nghien CUu bao
g6m cac thong tin sau:

+ Muc tieu nghien ciru, thiet kS nghien ciru, phuong phap nghien cUu, thu
th~p va xu ly s6 li~u.

+Dia diSm nghien Clm.
+ Cac tham s6 v~ hanh cua xet nghi~m.
+ Tieu chuAn tham khao (nSu co).
+ Tieu chi ch~p nh~n (acceptance criteria), d~c diSm cua m~u.
+ Lo~i m~u (huySt tuong, huySt thanh, mau toan phAn liy til dAu ngon tay,

mau toan phAn liy til tInh m~ch), s6luQ1lg liy m6i IAn.
+ Tom t~t kSt qua thu nghi~m v6i tieu chi chip nh~.
+ Tit ca cac dfr li~u duQ'c ghi nhan! HDSD dAy du va phil hqp v6i bao cao

nghien cUu.
+ Mo til chi tiSt phuong phap th6ng ke, u6c lUQ1lgva tinh toan ap d\lllg trong

nghien cUu.
+NSu nghien CUu dUQ'cthgc hi~n boi mQt t6 chilc khac, cAnneu ro m6i quan

h~ cua t6 chuc nay va nha san xuit.
1.1.Nghien euu phan lieh - TiJn lam sang
1.1.1. Loai m~u
PhAnnay bao g6m cac thong tin v@lo~i m~u co thS duQ'cdilng v6i IVD:
- Xac dinh cac lo~i m~u khac nhau co thS duQ'c su d\lng v6i san phAmnay,

bao g6m cac thong tin chi tiSt v6i timg matrix, chit ch6ng dong (nSu co).
- Cung c~p cac nghien CUu va thong tin xac dinh dS chUng minh cho cac lo~i

m~u duQ'c su d\lng (va chit ch6ng dong nSu co).
- Cung cip cac nghien Clm va thong tin xac dinh dS chUng minh cac tuyen

b6 v@dQ6n dinh, bao quan va di@uki~n v~n chuySn (nSu co) v6i timg lo~i m~u.
1.1.2. Cac dac tinh hieu nang phan tich (phil hgp v6i timg loai xet nghiem)
Xet nghi~m huySt hQc cAncung cip v@dQ l~p, rei l~p, dQdUng, khoang tuySn

tinh, giro h~n dinh lUQ1lg,cac ySu t6 gay nhi~u, dQnh~y, dQd~c hi~u phil hqp ...
Xet nghi~m hoa sinh, mi~n dich cAncung cip v@dQl~p, tai l~p, khoang tham

chiSu, khoang tuySn tinh, gi6i h~n dinh lUQ1lg,dQnh~y, dQd~c hi~u ...
Xet nghi~m vi sinh nuoi ciy, phan l~p cAncung cip thong tin v@kSt qua xet

nghi~m tuong Ung phil hqp v6i tieu chi danh gia chit lUQ1lgxet nghi~m.
(i)D(Jchinh xac (accuracy) cuaphuong phap
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'.

Ph~n nay mo ta cac nghien ciru vS de> dung (trueness) va de> churn
(precision).

De>dung cua phirong phap bi anh huang boi sai s6 h~ thong thirong diroc
bieu hien diroi dang sai s6 (bias), de>churn cua phuong phap bi anh huang boi de>
lech chuan (standard deviation). De>chinh xac bi anh huang boi ca cac yc3ut6 h~
thong va ngfiu nhien gop ph~n vao sai s6 chung cua phuong phap.

(ii) D(Jdung cuaphuong phdp (Trueness)
De>dung cua phirong phap ap dung cho cac IVD dinh hrong va dinh tinh chi

khi co s~n tieu chuan hoac phirong phap tham khao,
Cung c~p cac nghien ciru va cac thong tin xac dinh dS xac dinh de>dung.
(iii) D(J chum cuaphuong phap (Precision)
Bao g6m cac nghien ciru de>l~p lai (repeatability) va de>tai l~p (reproducibility).
(iv) D(J l(ip lr:zi
Ph~ nay bao g6m cac tinh toan de>l~p l~i va thong tin vS cac nghien Clm sir

dl,lllgdSdanh gia de>l~p l~i va S\fbic3nthien trong ll~ ch~y (within-run) khi thich hQ'P.
Cung c~p cac nghien Clm va thong tin dS xac dinh S\f bic3nthien within-run.

Cac nghien Clm nay sir d\lng cac mfiu (d~i di~n cho toan be>dai n6ng de>phan tich .
mong dQ'i)co thS do duQ'cboi san phftm nhu tuyen b6 cua nha san xu~t.

Vai cac san phftm dung xet nghi~m nhanh t~i ch6 (point-of-care), cac test
nay duQ'cth\fc hi~n boi nhUng nguai khong duQ'cdao t~o vS xet nghi~m (vi d\l nhu
diSu duang lam sang ... ), de>l~p l~i nen duQ'c thic3tl~p qua 2 buac: buac thu nh~t
vai cac nhan vien xet nghi~m chuyen nghi~p dS xac dinh de>l~p l~i t6i uu cua IVD
duai diSu ki~n xet nghi~m duQ'ckiSm soat; buac thu hai la th\fc hi~n tren nguai sir
dl,lllgdS danh gia hi~u qua cua san phftm khi duQ'c th\fc hi~n boi me>tnguai khong
duQ'c dao t~o vS xet nghi~m, khong co S\f h6 trQ' va chi lam thea huang dfin sir
d\lng san phAm.

Do do, vai nhUng IVD dung xet nghi~m nhanh t~i ch6, c~n trinh bay cac
nghien Clm xac dinh de>l~p l~i khi d~i di~n nhom d6i tUQ'Ilgd\f kic3nsir d\lng test
(khong duQ'c dao t~o chuyen nghi~p vS xet nghi~m) th\fc hi~n xet nghi~m thea
huang dfin sir d\lng san phftm rna khong co b~t kY S\fh6 trQ'nao khac. .

(v) D(J tai l(ip
Ph~n nay bao gam cac tinh toan de>tai l~p va thong tin vS cac nghien Clm sir

dl,lllgdS danh gia de>tai l~p va S\fbic3nthien gifra cac l~ ch~y (between-runs), gifra
cac ngay (between-days), gifra cac dia diSm (between-sites), gifra cac 10 (between­
lots), gifra nhUng nguai v~n hanh khac nhau (between-operators), gifra cac thic3tbi
(between-instruments) khi thich hQ'P. S\f bic3nthien nay con gQi la de>chinh xac
trung gian (intermediate precision).

Cung c~p cac nghien Clm va thong tin dS xac dinh S\fbic3nthien gifra cac l~n
ch~y, gifra cac ngay, gifra cac dia diSm, gifra cac 10, gifra nhUng nha v~n hanh, gifra
cac thic3tbi. Cac nghien Clm nay sir d\lng cac mfiu (d~i di~n cho toan be>dai n6ng de>
phan tich mong dQ'i)co thS do duQ'cboi san phftm nhu tuyen b6 cua nha san xu~t.

Vai cac san phftm dung xet nghi~m nhanh t~i ch6 (point-of-care), cac test
nay duQ'cth\fc hi~n boi nhUng nguai khong duQ'cdao t~o vS xet nghi~m (vi d\l nhu

~ ..
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diSu direng lam sang ... ), dQ tai l~p nen duoc thiet l~p qua 2 btroc: buoc tlnr nhat
voi cac nhan vien xet nghiem chuyen nghiep dS xac dinh dQ l~p lai t6i uu cua IVD
duoi diSu kien xet nghiem ducc kiem soat; biroc thir hai la thuc hien tren nguoi su
dung dS danh gia hieu qua cua san pham khi duoc tlnrc hien boi mQt ngiroi khong
diroc dao tao vS xet nghiem, khong co sir h6 tro va chi lam theo huang dftn sir
dung san pharn, _ ,

Do do, voi nhfrng IVD dung xet nghiem nhanh tai cho, can trinh bay cac
nghien CUuxac dinh dQ tai l~p khi dai dien nhom d6i nrong du kien su dung test
(khong duQ'c dao t~o chuyen nghi~p vS xet nghi~m) th\lc hi~n xet nghi~m theo
huang dftn su dVng san phAm rna khong co bftt kY S\l h6 trQ'nao khac.

(vi) Dc}nht;lyphdn tich
Phan nay bao g6m cac thong tin chi tiSt vS thiSt kS va kSt qua nghien CUudS

danh gia dQnh~y phan tich Clla IVD.
Cung cftp cac nghien CUuva thong tin xac dinh dQnh~y phan tich, bao g6m:
- Mo ta lo~i mftu, chuAn bi mftu, bao g6m matrix, n6ng dQ chftt phan tich va

cach xac dinh n6ng dQ.
- S6 Ian xet nghi~m l~p l~i (replicate) duQ'cdanh gia 0 m6i n6ng dQ.
- Mo ta cach tinh toan dUQ'cdung dS xac dinh dQnh~y Cllaxet nghi~m.
V6i xet nghi~m dinh IU'C}'Ilg, xac diM cac thong s6 sau va cung cftPthong tin

chi tiStvS din cu xac dinh cac thong s6 nay:
- Gim h~ Cllamftu trkg (limit of blank - LoB): la dQ l~ch chuAntren gia tri

trung binh clla mftu khi khong co chfttphan tich.
- Gi6i h~n phat hi~n (limit of detection - LoD): n6ng dQ thfip nhftt trong mQt

mftu co thS phan bi~t duQ'ctil 0, d\la vao phep do cac m§:uco chua chftt phan tich.
- Gi6i h~n dinh lUQ'llg(limit of quantitation - LoQ): n6ng dQ thftp nhftt trong

mQtmftu co thS dinh lUQ'llgduQ'cb~ng dQchvm va dQ chinh xac phu hgp trong tieu
chuAn dd xac dinh.

(vii) Dc}aij.c hi?Uphan tich
Phan nay trinh bay cac nghien CUuvS cac ySu t6 anh huang, phan lIng cheo

dS xac dinh dQ d~c hi~u phan tich. DQ d~c hi~u phan tich la kha nang mQt phuong
phap do phat hi~n ho~c dinh lUQ'llgchftt phan tich, khi co m~t cac chftt ho~c cac tac
nhan khac trong mftu. Khi co thS, nghien cUu nen danh gia anh huang Clla cac chftt
ho~c cac ySu t6 co thS g~p lien quan dSn mvc dich su d\lllg.

Vi d¥: theo WHO, can xet dSn cac nguyen nhan gay nhi@mtrung thuang g~p
va cac thu6c diSu tri cac nhi@mtrung do 0 cac nu6c thanh vien CllaWHO bao g6m
ca cac nu6c 0 chau Phi, chau A.

Cung cftp cac nghien CUuva cac thong tin xac dinh cac ySu t6 co thS anh
huang va cac chfitl cac tac nhan co thS gay phan lIng cheo. Bao g6m:

- Lo~i chfttl tac nhan va n6ng dQdanh gia.
- Lo~i mftu.
- N6ng dQchftt phan tich.
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- ThiSt kS nghien ciru bao gAm cac ch~t anh huang va cac ch~tI tac nhan gay
ph~n ~g cheo p~u hQ'P.<;ac C?~tnay se khac nhau, my thuoc vao loai xet nghiem,
thiet ke, va co the co nguon goc ngoai sinh hoac nQi sinh. Bien hinh la nghien ciru .
v~ cac ySu t6 anh huang bang each them cac ch~t co th@gay anh huang vao m~u
va xac dinh b~t ky sai s6 nao cua ch~t thir so voi m~u chirng va khi khong co ch~t
.anh huang diroc them vao,

, - Cac ySu t6 anh huang va cac ch~tJ tac nhan gay phan irng cheo thtrong g~p
bao gom:

+ Cac ch~t dung d@di~u tri cho benh nhan (nhu thuoc di~u tri, ch~t chong .
dong ... )

+ Cac ch~t do b~nh nhan nU6t vao (nhu cac thu6c khong ke dan (OTC),
ruqu, vitamin, thuc an ... )

+Cac ch~t them vao khi chufuJ.bi m~u (nhu cac ch~t bao quan, ch~tAndjnh).
+Cac ch~tlien quan dSncac m~u~c bi~t(nhu hemoglobin, lipid,bilirubin,protein).
+ Cac ch~t phan tich co c~u truc tuang tv (nhu ti~n ch~t, ch~t chuy@nhoa)

ho~c cac tinh tr~ng b~nh Iy khong lien quan dSn b~nh Iy dang duQ'c xet nghi~m, .
bao gAm cac m~u am tinh v6i xet nghi~m nay nhung duang tinh v6i mQt tinh tr~g
b~nh Iy khac tuang tv tinh tr~g dang duQ'c xet nghi~m (vi d\l: v6i xet nghi~m
viem gan A: cac m~u am tinh v6i virus viem gan A nhung duang tinh v6i virus
viem gan B).

+ Cac ySu t~ gay anh huang ho~c gay phan Ung_cheo nen duQ'cdanh ~ia kha
nang chung gay ket qua duang tinh gia (dung cac mau khong co chua chat phan
tich) va am tinh gia (dung cac m~u chua ch~t phan tich v6i nAng dQth~p phan Ung
tren IVD).

(viii) Kha nang truy xUdt (traceability) cua cac gia tri gan cho chdt hi¢u
chudn va wjt li¢u kidm soat a(Jaung

Ph~n nay cung c~p thong tin chi tiSt v~ kha nang truy xu~t cua cac gia tri gan
cho ch~t hi~u chuftn va v~t li~u ki@msoat dQ dung duQ'c cung c~p theo xet nghi~m
(nSu co) va duQ'cdung trong qua trinh san xu~t.

Vi dl:l: Cac phuang phap va tieu chi ch~p nh~n cho kha nang truy xu~t d6i
v6i v~t li~u d6i chiSu va; ho~c quy trinh do d6i chiSu kern theo mo ta vi~c gan va
ki@mdinh gia trio

Chuy: Cac v~t li~u ki@msoat tinh chinh xac duQ'c sir d\lllg d@xac dinh dQtai
I~p cua mQt quy trinh khong doi hoi danh gia dQ truy xu~t v6i v~t li~u d6i chiSu
ho~c phuang phap d6i chiSu.

(ix) Dai ao cua xet nghi¢m (measurementrange)
Ph~n nay cung cap thong tin vS cac nghien Clruxac dinh gi6i h~n do cua xet

nghi~m (h~ th6ng do tuySn tinh va khon& tuySn tinh), bao gAm ca ~i6i h~n phat
hi~n va trinh bay cac thong tin cac thong so nay duQ'cxac dinh nhu the nao.

Cung c~p cac nghien Clruva thong tin xac dinh bao gAm:
- Mo ta lo~i m~u, s6 luqng m~u, s6 luqng xet nghi~m I~p I~i (replic~tes) va .

phuang phap chuftn bi m~u. ' ~
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- Thong tin vS matrix, nong dQ chat phan tich va nong dQnay duoc xac dinh
nhir the nao.

- NSu co, me ta hieu irng hook liSu cao (high hook effect) va cac dfr lieu cho cac
buoc dS giam bot hieu irng (vi du: pha loang),

(x) Kidm dinh gia tri aidm cat (cut-off) cua xet nghiem
Phan nay cung cap thong tin gia tri cut-off cua xet nghiem duoc xac dinh

nhu the nao.
Cung cap cac nghien ciru va thong tin xac dinh bao g6m:
- Dfr lieu phan tich kern theo trinh bay thiSt kS nghien ciru, bao g6m cac phuong

phap dSxac dinh gia tri cut-off cua xet nghiem,
- Quan thS nghien ciru (nhan kh~u hoc/ tieu chuan Iva chon/ tieu chuan loai

tnr/ s6luqng ca thS bao g6m trong do).
- Phuong phap hoac each thirc xac dinh cac d~c diSm cua mdu.
- Phuong phap th6ng ke (vi d\l su d\lng ROC) dS cho ra kSt qua va nSu co

thS, xac dinh viIng xam (gray-zone) va viIng khong ro rang (equivocal zone).
(xi) Kidm ainh quy trinh xet nghi?m - thai gian a9c
Ph~n nay cung cap thong tin thai gian dQc (bao g6m ca cua s6 diSm cu6i -

end point va cua s6 dQc - reading window) neu trong huang ddn su d\lng duQ'cxac
dinh nhu thS nao.

1.1.3.Nghien Clm do 6n dinh
ThuQc ph~m vi th~m dinh cua chuyen gia chat luqng. Chuyen gia hi~u qua

ch~n doan co thS th~m dinh them nSu thay chua d~t yeu c~u.
1.1.4. Nghien Clm do chat chef do bSn (robustness) (phu hQ'Pv6i tUng lo~i

xet nghi~m)
Ph~ nay cung cap thong tin chUng minh thiSt kS san ph~m la ch~t che (vi d\l

nhu khong nh~y cam v6i cac thay d6i moi truang va khi su d\lng). Cac nghien Clm dQ
ch~t che duQ'cthiSt kS dS d~t thiSt bi dum cac diSu ki~n thu thach dS xac dinh nhUng
khiSm khuySt (nSu co) cua thiSt bi, bao g6m ca kha nang thiSt bi bi hong, va xac dinh
dQtho cua san ph~m.

Nha san xuat phai chu y nhUng nguai su d\lng thiSt bi co muc dQky nang su
d\lng khac nhau, cling nhu chu y t6i cac van dS co thS xay ra v6i thiSt bi va chat
thU. Du6i day la danh sach cac ySu t6 c~n xem xet khi tiSn hanh nghien Clm dQtho:

- L6i do nguai v~n hanh (ySu t6 con nguai): bao g6m su d\lng lo~i mdu
khong dung, su d\lng mdu khong dung tren thiSt bi (vi d\l: d~t mdu vao sai, thS tich
mdu sai), su d\lng chat thu khong dung, d~t thiSt bi khong dung (vi d\l bS m~t d~t
may khong b&ngph~ng), d~t chat thu khong dung (bao g6m cac que thu/ khay thu/
thanh thu (strip) va cac thanh ph~n khac chua chat thu), dung chat thu khong dung
(vi d\l chat thu khong d~c hi~u cho thi~t bi), trinh tv dua thu6c thu, luqng thu6c
thu, thai gian quy trinh (nhu dua mdu vao, ch~y test, dQc kSt qua) khong dung, dQc
sai kSt qua test.. . V
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- Tinh nguyen ven cua mfru: bao g6m cac sai sot khi thu th~p mfru, dung ch~t
chong dong khong thich hop, mfru bi dong, sai sot khi xu ly mfru, van chuyen va
bao quan mfru, co m~t cac ch~t anh huong trong mfru, co bot khi trong mfru ...

- Tinh nguyen ven cua ch~t thir: bao g6m bao quan ch~t thir khong dung, dung
mfruthir hSt han su dung, trQnch~t tlnr khong dung, dung cac ch~t thir bi nhi@mbAn...

- Tinh toan ven cua phan cirng, phan mem va thiet bi dien: bao g6m hong
nguon, nguon dao dQngb~t thirong, di~n ap khong dung, hong phan cirng/ phdn mem/
thiSt bi di~n...

- S\I 6n dinh cua hieu chuan va nQi kiern: bao g6m cac ySu t6 anh huemg dSn
hi~u chu~n va nQi kiSm.

- Cac ySu t6 moi truOng: bao g6m anh huemg cua cac ySu t6 moi truOng
chinh (nhi~t dQ, dQ~m, thay d6i ap l\Ic khi quySn, anh sang, bS m~t, di chuYSnthiSt
bi ... ) len ch~t thu, mfru thu, kSt qua test ...

- NSu cac nghien cUu vS hi~u qua chAn doan duQ'c tiSn hanh bao g6m ca cac
kSt qua nghien CUu vS ySu t6 con nguai va khi su d\lng nen tham chiSu dSn cac kSt
qua do nhung khong c~n thiSt nh~c l~i toan bQkSt qua do (y ph~n nay.

(2). Bing chung Himsang (dQnh~y/ dQdic hi~u chin dmin hay con gQi
la dQnh~y/ dQdic hi~u lam sang)

Muc dQcung c~p bao cao lam sang d6i v6i cac nhom IVD nhu sau:
Phan loai nhom Muc dQyeu cAubao cao lam sang
trang t·hi~tbi

NhomA Khong yeu cau.
NhomB Khong yeu cau.

Bao cao day du, trong do bao gom ca phuong phap phan
NhomC tich s6 li~u, kSt lu~n va cac thong tin chi tiSt lien quan

dSn protocol nghien cUu.
Bao cao day du, trong do bao gom ca phuong phap phan

NhomD
tich s6 li~u, kSt lu~n va cac thong tin chi tiSt lien quan
dSn protocol nghien cUu va cac dfr lieu timg nghien CUu
(dfr lieu tho}

Bao cao lam sang la ban danh gia va phan tich cac dfr li~u thu duQ'c tu vi~c
su d\lng sim ph~m tren Him sang dS chUng minh tinh an toan va hi~u qua tren lam
sang cua thiSt hi. BAng chUng lam sang la thong tin kSt hqp gifra dfr li~u lam sang
va daub· gia lam sang. Nha san xu~t phai co bAng chUng lam sang h6 trQ'cho cac
tuyen b6 lam sang cua minh, bao g6m: dQnh~y ch~n doan (dQ nh~y lam sang) va
dQd~c hi~u ch~n doan (dQ d~c hi~u lam sang).

(i) D9 nhgy chan doan (d9 nhgy ldm sang)
- Xac su~t mQt xet nghi~m xac dinh la co phan Ung v6i cac mfru co chua ch~t

phan tich d~c hi~u.
- MQt xet nghi~m co dQnh~y cao thi it kha nang t~o ra kSt qua am tinh gia.
- DQ nh~y c~~n doan duQ'cbiSu thi bAng [(ti l~ ph~n tram s6 duong tinh t?~t ~

duQ'cphM hi~n)/ (so duong tinh th~t + am'tinh gia)] x 100 ~
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(ii) D{j aij,c hieu chdn dodn (a{j aij,c hieu lam sang)
- Xac su~t mQt xet nghiem tao ra k~t qua khong phan irng khi khong co ch~t

phan tich,
- MQtxet nghiem co dQ~c hieu cao thi it kha nang tao ra k~t qua dirong tinh gia,
- DQ d~c hieu chan doan duoc bieu thi b~ng [(ti l~ phan tram s6 duong tinh

th~t duoc phat hi~n)/ (s6 duong tinh th~t + duong tinh gia)] x 100
2.1. Banh gid lam sang cua nha san xuiit
T~t ca cac tuyen b6 vS hieu nang phai diroc clnrng minh bang cac danh gia hieu

nang duoc thi~t k~ chuan va thirc hien hoac phci hop thirc hien boi nha san xu~t.
Cung c~p cac nghien ciru va cac thong tin bao ge,m:
- T~t ca cac k~t qua, vai cac k~t qua b~t thuOng ho~c cac k~t qua khong n~m

trong d\f dinh nghien Clru truac do cAndugc giai thich ho~c lam roo
- Thong tin chi ti~t vS 10 san phAm dung dS danh gia, bao ge,m s6 10, ngay

h~t h~n, diSu ki~n bao quan san phAm truac va trong khi nghien Clru.
- Thong tin chi ti~t vS viIng dia ly, tinh tr~ng lam sang cua cac d6i tugng l~y

mftu cho danh gia lam sang.
- Thong tin dAy du vS phuong phap dugc dung dS xac dinh tinh tr~ng Him

sang cua d6i tugng nghien Clru va xac dinh d~c diSm mftu nghien Clru.
- B~g chUng cho vi~c cac nghien Clru hi~u nang dugc soat xet bOi lanh d~o

nha san xu~t va dugc ch~p nh~ dS th\fc hi~n.
- T~t ca cac chfr vi~t t~t dung trong bao cao va ban thu th~p dfr li~u phai

dugc lam roo
2.2. Banh gia lam sang bdng cae nghien euu ave l~p
Khi cAn thi~t ho~c n~u co, cung c~p thong tin chi ti~t cua it nh~t mQt nghien

Clru (dQc I~p) danh gia hi~u nang cua san phAm dugc thi~t k~ chuAn (dAydu thong
tin nhu mo ta 6mvc 3.2.1).

N~u nghien Clru dugc dang tai tren cac t~p chi khoa hQc, cung c~p thong tin
chi ti~t.

Gi~y chUng nh~n tu cac b~nh vi~n, phong xet nghi~m, nguO'i sir dVng san
phAm, b~nh nhan ho~c b~t ky lo~i gi~y chUng nh~n nao khac kh6ng dugc coi la
b~ng chUng cho hi~u nang. Cac gi~y chUng nh~n nay khong nen dua van he, sa vi
trong qua trinh soM xet he, sa, cac chuyen gia khong xem xet cac gi~y to' nay.

II. Tai Ii~u htr6'ng din sir d1}ngeua trang thi~t bi Yt~
Chuyen gia Him sang thAm dinh, hau ki~m nQi dung nay. Yeu cAucv thS

nhu sau:

Huang dftn sir dvng: Phai dugc ky ten va xac nh~n b~ng d~u ho~c chfr kY s6.

Tai li~u huang dftn sir dVng cAnphai co tai li~u huang dftn sir dVng g6c b~ng
ti~ng Anh dS d6i chUng d6i vai san phAmnh~p khAu.

TruOng hgp ffii li~u huang dftn sir dvng g6c khong b~g ti~ng Anh ho~c kh6ng
, b~g ti~ng Vi~t thi ban dich phai dugc chUng th\fc thea quy dinh cua phap lu~t. . /

I' ~
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Huang d~n su dung bao g6m cac thong tin sau:
- Chung Ioai va rna (nSu co) cua trang thiSt bi y tS chan doan in vitro.
- Muc dich sir dung:
+ PhM hien hoac do luang cai gi;
+ Chirc nang cua trang thiet bi y tS (vi du sang loc, thea doi, chfrn doan hoac

he; tro chfrn doan, tien hrong, du doan);
+ SUdung cling trang thiSt bi y tS (may xet nghiem) tu dQng hoac khong;
+Dinh hrong hoac ban dinh hrong hoac dinh tinh hoac dinh danh ...;
+ Loai m~u sir dung trong xet nghiem (vi du nhu huyet thanh, huyet tuong, .

mau toan phan, sinh thiSt mo, mroc tieu);
+ QuAnthS xet nghiem.
- Thong tin chi d~n: san pham su dung trong chfrn doan in vitro.
- Ngiroi su dung (vi du ngiroi khong chuyen, nhan vien y tS, ...).
- Nguyen ly xet nghi~m.
- Mo ta thu6c thu, chftt hi~u chufrn (calibrator)/ chftt chufrn (standard), v~t

li~u kiSm soM va cac h~n chS khi su d\ffig chung (vi d\l: chi thich h9'P su d\ffig vai
mQtmay xet nghi~m C\lthS).

- Danh sach cac v~t li~u duqc cung cftp va danh sach cac v~t li~u yeu cAu
d~c bi~t nhung khong cung cftp.

- D6i vai trang thiSt bi y tS chfrn doan in vitro duqc su d\ffig kSt h9'P vai cac
trang thiSt bi y tS khac va; ho~c kSt h9'P vai cac thiSt bi, d\ffig C\l khong phai la
trang thiSt bi y tS:

+ Thong tin dS nh~n di~n nhUng thiSt bi ho~c d\lng C\l nay, bao g6m nhUng
d~c tinh hi~u nang quan trQng.

+ Thong tin vS cac h~n chS da biSt khi kSt h9'P vai thiSt bi ho~c d\lng C\ldo.
- Cac diSu ki~n bao quan d~c bi~t (vi d\l: nhi~t dQ, anh sang, dQ frm), cac

diSu ki~n khi su d\ffig trang thiSt bi y tS, nSu co lien quan.
- DQ6n dinh trong qua trinh su d\ffig, co thS bao g6m cac diSu ki~n bao quan

va thai h~n su d\lng sau IAnrna n~p d~u tien; diSu ki~n bao quan va tinh 6n dinh
cua cac dung dich him vi~c, nSu thich h9'P. Trong huang d~ su d\lng phai neu ra
tu6i thQ cua san phfrm.

- NSu trang thiSt bi y tS duqc cung cftp duai d~ng vo khufrn, cAnneu ra trang
thiSt bi y tS do vo khufrn, phuong phap ti~t khufrn, va huang d~n xu Iy trong truang
h9'P bao bi vo khufrn bi hu hong truac khi su d\lng.

- Thong tin cho phep nguai su d\ffig duqc thong bao vS bftt kY canh bao,
th~n trQng, cac bi~n phap c~n thl,lc hi~n va cac h~n chS su d\lng d6i vai trang thiSt
bi y tS chfrn doan in vitro. Thong tin nay nen bao g6m, nSu thich h9'P: .

+ Canh bao, th~n trQng va; ho~c cac bi~n phap cAn thl,lc hi~n trong. truang
h9'P trang thiSt bi y tS chfrn doan in vitro bi hu hong ho~c Sl,lthoai hoa duqc phan
anh thon,g qua sl,l thay d6i hinh thuc ben ngoai cua trang thiSt bi y tS co thS an_h ~
huang den hi~u nang; ~
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+ Canh bao, than trong va; hoac cac bien phap c§n thirc hien lien quan d~n
viec ti@pxuc voi cac anh huang ben ngoai co thS IUOngtruce duoc hoac cac dieu
kien moi tnrong, nhu til tnrong, di~n va dien til ben ngoai, xa di~n, birc xa lien
quan d@ncac quy trinh chAn doan hoac diSu tri, ap su~t, dQAmhay nhiet dQ;

+ Canh bao, than trong va; hoac cac bien phap c§n thirc hien lien quan d@n
nhtmg rui ro co thS co trong qua trinh sir dung trang thi@tbi y t@trong chan doan
cu thS, danh gia, diSu tri (vi du nhu nhiSu di~n til phat ra boi thi@tbi anh huang
d@nthiet bi khac);

+Nhtrng th~n trong lien quan d@ncac v~t lieu duoc tich hQ'Pvao trang thi@t
bi y t@co chua cac ch~t gay ung thu, gay dQt bi@nho~c co tac h~i d6i v6i S\I sinh
san, cac ch~t gay r6i lo~n nQi ti@t,ho~c cac ch~t co thS gay ra tinh tr~ng nh~y cam
ho~c di Ung cho b~nh nhan ho~c nguai su d\lng.

- DiSu ki~n dS thu th~p, thao tac va chuAn bi m~u.
- Huang d~n chuAn bi ho~c xu ly trang thi@tbi y t@tru6c khi su d\lng, vi d\l

nhu ti~t khuAn, l~p rap, hi~u chuAn,..., dS thi@tbi duQ'c su d\lng dung nhu d\I dinh
cua chu so hfru.

- Thong tin c§.nthi@tdS xac dinh khi nao trang thi@tbi y t@chAn doan in vitro
duQ'ccai d~t dung cach va s~n sang th\Ic hi~n mQt cach an toan va nhu d\I ki@nbai
chu so hfru, cung v6i cac thong tin sau, khi co lien quan:

+ Chi ti@tvS tinh ch~t va t§.n su~t cua vi~c bao duang d\I phong va bao
duang dinh kY, bao g6m lam s~ch ho~c khu khuAn;

+ Cac v~t tu tieu hao va cach thay th@chung;
+ Thong tin vS vi~c hi~u chuAn c§.nth\Ic hi~n dS dam bao trang thi@tbi y t@

ho~t dQng dung cach va an toan trong vong dai su d\lng;
+ Nhfrng bi~n phap lam giam nii ro d6i v6i nhfrng nguai co lien quan d@n

l~p d~t, hi~u chuAn ho~c sua chua, vi d\l cac bS m~t lay nhiSm.
- Khuy@ncao vS quy trinh kiSm soat ch~t luqng khi c§n thi@t.
- Huang d~n cach truy xu~t cac gia tri duQ'cgan cho cac ch~t hi~u chuAn, v~t

li~u kiSm soat, bao g6m thong tin dS nh~n bi@tcac v~t li~u tham chi@uva cac quy
trinh do IUOngtham chi@uda:su d\lng.

- Quy trinh th\Ic hi~n xet nghi~m, bao g6m tinh toan va diSn giai k@tqua, va
khuy@nnghi th\Ic hi~n them xet nghi~m khing dinh n@uthich hQ'P.

- Cac d~c tinh hi~u nang phan tich, nhu dQnh~y, dQ d~c hi~u va dQch\lm (la
S\Ik@thQ'Pcua dQdung va dQchinh xac).

- D~c diSm hi~u nang lam sang, nhu dQnh~y chAn doan va dQd~c hi~u chAn
doan khi co lien quan.

- Khoang tham chi@ukhi co lien quan.
- Thong tin vS cac ch~t anh huang ho~c cac gi6i h~n (vi d\l bfuIg chUng tf\l'c

quan .cua tang lipid, mau ho~c tan huy@t,thai gian bao quan cua m~u xet nghi~m) /'
co the aM huang den vi~c th\Ic hi~n phan tich. V
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- Canh bao hoac bien phap phong ngira cftn thuc hien lien quan d@nviec thai
bo thiet bi, phu kien va v~t lieu tieu hao sir dung cung n@uco. Thong tin nay nen
bao gBm cac n9i dung sau, n@uthich h<JP:

+ Cac m6i nguy hiem vS nhi8m khuan hoac vi sinh v~t (vi du: v~t lieu tieu
hao bi nhi8m cac ch~t co kha nang truyen nhiem co nguon g6c til' con ngiroi);

+ Cac m6i nguy vS moi tnrong (vi du pin hoac v~t lieu phat ra mire d9 birc
xa tiem Annguy hiem);

+ Cac m6i nguy hiem vS v~t ly (vi du nhu n6).
- D6i voi trang thi@tbi y t@chAn doan in vitro duoc sir dung boi ngiroi khong

chuyen thi cfta huang d~n ngiroi sir dung nen tham khao them y kien cac chuyen
gia cham soc suc khoe truac khi dua ra b~t cu quy@tdinh y t@nao.

- Tai li~u tham khao, n@uco lien quan.
- Ten va dia chi cua chu sO'hiiu thea dinh d~ng co th8 nh~n di~n duqc va cho

phep xac dinh thong tin vS chu sO'hiiu. TruOng h<JPhuang d~n sir dVIig co thong
tin vS cO'sO'san xu~t, xu~t xu, thi cac thong tin nay phai bao gBm thong tin dfty du
vS ten va dia chi cO'sO'san xu~t.

- Thong tin nh~ d~ng tai li~u, vi d\l nhu s6 phien ban ho~c ngay phat hanh.
Lu-u y: M(Jt s6 m1:lCco th~ kh6ng ilp d1:lng(vi d1:la6i WYichdt hi?u chudn, wjt

li?u ki~m sailt).
III. MAunhin se sir dyng khi hru himh t~i Vi~tNam eua trang thi~t bi Yt~
Chuyen gia Him sang thim dinh, hau ki~m cac n9i dung t~i rn\lCV Ph\l

l\lc I kern thea Quy@tdinh nay. ~
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Phu luc III. .
NOI DUNG ~U KIEM HO sa KY THU~T, LAM sANG
nOI VOl IVD LA THUOC THU, CHAT HI~U CHuAN,
V~ T LI~U KIEM SOAT IN VITRO THUOC LO';'I B

(Ban hanh kern thea Quyit dinh s6 IQD-BYT ngay thang ndm 2022
cua B(> truong B(> Y ti)

STT Thanh phan h8 SO' Yeu cau
1. Tai lieu ley thuat bang Theo nQi dung tai Muc 1.1 Phu luc II

tieng Viet d6i voi thuoc kern thea Quyet dinh nay.
thir, chfit hieu chuan, v~t
lieu kiem soat in vitro.

Tai lieu ve nguyen v~t Theo nQi dung tai Muc L2.a Phu luc II
lieu, vS an toan cua san kern thea Quyet dinh nay.
pham, quy trinh san xufit
va bao cao dQ6n dinh.

Ky thu~t
(chtit
luirng),

Lam sang

Tai lieu ve cac bao cao Theo nQi dung tai Muc L2.b Phu luc II
nghien CUu tiSn lam kern thea Quyet dinh nay.
sang, lam sang.

Giay chirng nhan hop Phai la Giay chimg nhan hop chuan
chuan thea quy dinh thea quy dinh ho~c ban tieu chu§.n san
ho~c ban tieu chu§.n san ph§.m do chu sa hfru trang thiSt bi y tS
ph§.m do chu sa hfru cong b6 va co tinh phap lY.
trang thiSt bi y tS cong Ban tieu chuAn san ph§.m co cac nQi
b6. dung sau:

(1) Yeu cdu chung:

Chuyen gia

Ky thu~t
(chat
luirng)

a) Ban tieu chuAnchfit lUQ11g:
+ G6m cac chi tieu chfit lUQ11gva quy
trinh phan tich cho timg chi tieu.
+Phai co tinh phap lY.
Cac chi tieu chfit lUQ11gcua ban tieu
chuAnchfit lUQ11g:
+ Phai ghi ro chi tieu gi (vi d\l: DQnh~y,
dQd~c hi~u, pH, mau s~c, n6ng dQ,hi~u
nang ... ) va giOih~ chfip nh~n.
+Voi thanh ph§.mIVD d@xac dinh cimg
hIc 2 ho~c nhiSu tieu chi (marker), tieu
chuAn thanh ph§.m se phai co thong tin

37

Lam sang

Ky thu~t
(chtit
llCf!ng)

2.

--------------------------------------------------------------
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-'.
'0

STT Thanh ph~nh8 SO' Chuyen giaY A xeu cau
cu the lien quan den 2 hoac nhieu tieu
chi (marker) nhu muc dich su dung cua
IVD.
b) Quy trinh phan tich cac chi tieu chfit
hrong:
+ Phai chi tiSt, ra rang tirng tieu chi .lien
quan dSn ban tieu chuan chfit hrong
(Theo dang SOP, quy trinh thirc hien
chuan) dS co thS tien hanh kiem nghiem
khi c&1 thiet tai cac don vi diroc chi
dinh.
+Mo ta cu thS ill dan m~u (panel) dung
dS kiem tra, s6 IUQ'Ilg,tieu chuan danh
gia, each danh gia kSt qua voi tung tieu
chi nhu dff diroc thS hien trong ban tieu
chuan chfit IUQ'Ilgcfing nhu trong ban
huong d~ sir dung san pham IVD dS
c~p, dS dam bao S1,1'phil hQ'P cua san
pham IVD dang Icy voi h~ thong quan ly
chfit hrong cua nha san xufit.
(2) Yeu cdu at5i V07 IVD cho chdn aoan
ainh tinh:
+ Trong s6 cac chi tieu chfit lUQ'Ilg,c&1
co chi tieu dQ d~c hi~u, dQ nh~y (ho~c
gi6i h?Il phat hi~n - LOD), dQl~p l~i.
+ Quy trinh phan tich chfit IUQ'Ilgxufit
xuang: C&1 neu ra vi~c 11,1'achQn cac
m~u phan tich phil hQ'P(chi ra s6 IUQ'Ilg
cac m~u (-) tinh va (+) tinh su d\lllg, cac
muc phan lIng trong m6i m~u), l~p l~i
bao nhieu 1&1,cach tiSn hanh, cach xu ly
s6 li~u. NSu su d\lllg panel chu§n co sa,
c&1ghi ra thong tin cac thanh ph&1 cua
panel.
(3) Yeu cdu at5i vai IVD cho chdn aoan
ainh lur;mg:
+ Trong s6 cac chi tieu chfit lUQ'Ilg,cfut
co chi tieu dQ d~c hi~u, gi6i han diM
IUQ'Ilg(LOQ), dQchinh xac, dQl~p l~i.
+ Quy trinh phan tich chfit IUQ'Ilgxufit
xuang: Neu ro m~u phan tich su d\lllg
v6i s6 IUQ'Ilgcac m~u, n3ng dQchfit phan /_..-------

Ky thu~t
(eh/it
lU(lng)
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Thanh phin hB soSTT Y" ).eu cau

Ky thu~t
(chat
1"'(1ng)

tich, l~p lai bao nhieu Ian, each tien
harm, each xu ly s6li~u. N~u co su dung
ch~t chuan d~ do hrong, c§n ghi ro thong
tin cua ch~t chuan,
(4) Yeu cdu a6i voi cdc thanh phdm ad
kidm sodt chdt IU(Yng (Controls), ad hieu
chudn (Calibrators):
+ Trong s6 cac chi tieu ch~t IUQ'Ilgcua
nha san xu~t dua ra c§n co chi tieu nong
de)(khoang dao de)ngch~p nhan) cua ch~t
phan tich.
+ Quy trinh phan tich ch~t IUQ'Ilgxu~t
xirong: Neu ro thong tin vS ch~t chuan
co sa (hoac ch~t chuan khac co lien
quan) diroc dung dS khang dinh nong de)
ch~t phan tich trong thanh pham, each
tien hanh, each xir ly s6 lieu.

3. Rieng doi voi trang thiet
bi y t~ san xu~t trong
nuac phai co k~t qua
danh gia cac thong s6
hoa, ly, vi sinh va cac
thong s6 khac do co sa
du diSu ki~n theo quy
dinh cua phap lu~t vS
danh gia S\fphil hgp c~p
ho~c Gi~y chUng nh~n
danh gia ch~t lugng do
co quan co thArn quySn
cua Vi~t Narn c~p d6i
vai trang thi~t bi y t~
chftn doan in vitro

Ket qua danh gia phai phil hop voi tieu
chuftn rna chu sa hfru trang thi~t bi y tS
cong b6.

Gi~y chUng nh~ danh gia ch~t lugng do
co quan co thftrn quySn cua Vi~t Narn
c~p d6i vai trang thiSt bi y t~ chAndoan
in vitro:
- Yeu c~u:
+ Ten trang thi~t bi y t~, chung lo~i,
rna san phftrn (n~u co), quy cach dong
goi (nSu co) trong gi~y chUng nh~n
phai phil hgp vai cac thong tin nay
trong cac tai li~u ky thu~t khac.
+ Phai co d~y du chfr kY cua nguai co
thftrn quySn va d~u cua co quan th\fc
hi~n danh gia ch~t lugng.
+ Gi~y chUng nh~ la ban g6c ho~c ban
sao co chUng th\fc ho~c ban sao co xac
nh~n cua co sa cong b6.

Chuyen gia

Tai li~u huang dful su
d\lllg cua trang thi~t bi y t~

4. Theo ne)i dung t~i M\lc II Ph\l l\lc II
kern theo Quy~t dinh nay.

Lam sang

Theo ne)i dung t~i rn\lc V Ph\ll\lc I kern
theo QuySt dinh nay.

Lam sang5. Mftunhan
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PhuluclV. .
TAl LIEU THAM CHIEU.

(Ban hanh kem theo Quyit dinh s8 IQD-BYT ngay thang ndm 2022
cua B9 truang B9 Y ti)

Hirong dftn tham dinh h~u kiem, h6 sa ky thuat, lam sang trong h6 sa dang
ky luu hanh trang thiSt bi y tS ch~n doan in vitro duoc xay dung dua tren cac tai
lieu sau:

1. WHO (2014), Instruction for compilation of a product dossier -
Prequalification of in vitro diagnostics programme.

2. WHO (2014), Product Dossier Checklist - Prequalification of in vitro
diagnostics programme.

3. GHTF (2012), Clinical Evidence for IVD Medical Devices - Clinical
Performance Studies for in vitro diagnostic medical devices.

4. ASEAN (2010), Medical Device Guidance, Guidance on Preparation of a
Product Registration Submission for General Medical Devices using the ASEAN
Common Submission Dossier Template.

5. Quyet dinh s6 2426/QD-BYT ngay 15 thing 5 nam 2021 cua Be) tnrong .
Be)Y tS vS viec ban hanh hirong dftn each chuan bi h6 sa kY thuat chung vS trang
thiet bi y tS theo quy dinh cua ASEAN.

6. Quy trinh tiSp nhan, xu ly, th~m dinh va xet duyet h6 sa cAp s6 dang ky
luu hanh trang thiet bi y tS (QT.TBCT.15) ban hanh kern theo Quyet dinh s6
4592/QD-BYT ngay 29 thang 9 nam 2021 cua Be)tnrong Be)Y tS.

Chuyen gia co thd tham khao them cdc tai lieu khac ad phuc v¥ cong tdc
tham atnh, hq,u kidm h6 sa a8i vai truirng h9]J co huang ddn c¥ thd vai timg loqd
trang thiit bi y ti chan aoan in vitro cua WHO, GHTF, ASEAN... ~
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