
BOYTE CQNGHoA XAHQI CHU NGHiA VI~T NAM
DQc l@.p- TlJ' do - H~nh phuc

Ha N(Ji,ngay 04 thang 3 ndm 2020s6:1-14 IQD-BYT

QUYETDJNH
v~vi~c ban hanh danh muc 02 sinh phim chin doan invitro
xet nghiem vi rut Corona (SARS-CoV-2) dugc cip sa dang ky

BQ TRUONG BQ Y TE , I

Can cir Nghi dinh 36/20 16/ND-CP ngay 15/5/2016 cua Chinh phu ve quam
ly trang thiSt bi y tS; I

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu qut
dinh chirc nang, nhiem V\1,quyen han va co c~u t6 chirc cua BQY tS; I

Can cir Nghi dinh 169/2018/ND-CP ngay 31112/2018 cua Chinh phu sua
d6i, b6 sung mot s6 diSu cua Nghi dinh s6 36/2016/ND-CP ngay 15/5/2016 cu~
Chinh phu vS quan ly trang thiet bi y tS; I

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua BQ Y tS quy
dinh viec dang ky thuoc;

Can cir y kien cua HQi d6ng danh gia, nghiern thu giai doan 1 nhiern vu
Khoa h9Cva Cong nghe c~p Quoc gia - BQKhoa h9Cva Cong ngh~; I

Can cu kSt qua danh gia cua Vi~n V~ sinh dich t@trung uang;
Xet dS nghi cua V\1truang V\1Trang thiSt bi va Cong trinh y tS;

QUYETDJNH:
Di~u 1.Ban hanh kern theo QuySt dinh nay danh m\1c 02 sinh phfim chfim

doan in vitro xet nghi~m vi rut Corona (SARS-Co V-2) duqc c~p s6 dang ky t1;lci
thai d@su d\1ng trong xet nghi~m sang 19C.

,Di~u 2. Dan ,:i co sinh phfim chfin do~n in vitro duq? c~p s6 dang Icy qui dir;f
t1;liDieu 1 phai in so dang ky duqc BQ Y te Vi~t N~ cap l~n nhan va phai cha~
hanh dung cac quy dinh cua phap lu~t Vi~t Nam ve san xuat va kinh doanh sinlh
phfim chfin,doan in vi~o. Cac s6 dang Icy co Icy hi~u SPCD-TTB- IT -...-20 co gia tnll:

06 thang ke tu ngay cap.

Di~!l3. Tron~ qua !rinh su d\1ng d@xet ng?i~m san~ 19C,ca So' dang ky, cT
So' san xuat sinh pham chan doan in vitro phai tiep t\1Cphoi hqp v6i Vi~n V~ sinfu
di~h t@trung uang ~anh ~ia hi~u qu~ chfin doa? cua san phfim tren lam sang vf
kie,m tra v<!i san ,Pham doi chung;, do~g thai tiep t\1Cnghien Clru, hoan thi~n Saj
pham va ho sa de duqc xem xet cap so dang kY lUll hanh theo quy dinh. Cong ty
dang kY sinh phfim chfin doan in vitro co trach nhi~m t6ng hqp va bao cao cac n9ri'
dung neu, tren 01 thang, m9t l~n vS :\1 Tran~ thiSt bi va Cong, trinh y tS - ~9 Y tS.

Dieu 4. Vi~n Kiem di~ Quoc gia Vac xin va Sinh p~am -1?QY te co tracf
nhi~m ~ian; sat, danh gia ~e m~t chuyen mon cac sinh pham chan doan in vitrr
duqc cap so dang ky t1;liDieu 1.



\

J)i~u 5. Quyet dinh nay co hieu lire kS tir ngay ky ban hanh.

J)i~u 6. Giam d6c Sa Y tS cac tinh, thanh ph6 tnrc thuoc trung irong va
Giam d6c co sa co sinh pham ch~n doan in vitro neu tai DiSu 1 chiu trach nhiem
thi hanh Quyet dinh nay.l.'tt:

.-J.--'
NO'inh~n:
- Nhir Di~u 6;
- D/c BT BCS Dang BQY t€ (d~ b/c);
- Cac D/c Thir tnrong BQY t€ (d~ ph/hop);
- Vu Phap che, Cue Quan Iy diroc, Cue Y t€
dir phong, Cue Phong chong HIV/AIDS, C\lC
Quan Iy kham chua benh, Thanh tra BQY t€;
- Vien V~ sinh Dich t~ Trung irong, Vi~n
Ki~m dinh Quoc gia vilc xin va Sinh pham y
t@·,
- T6ng Cue Hai quan - BQTai chinh;
- Website cua BQY tS;
- Ltru: VT, TB-CT (4 ban).



CONG HoA XA HOI CHU NGHiA VI~T NAMI
DQc l~p - T1! do - H~nh phuc

BO Y TE

DANH MUC 02 SINH PHAM CHAN DoAN IN VITRO
XET NGHI~M vi RUT CORONA (SARS-COV-2) cAp so DANG KY

(Ban hanh kern thea Quyet dinh s6114 IQD-BYT, ngay 01 1312020)

Cfmg ty dang ky: Cong ty cf, ph An Cdng ngh~ Vi~t A (Dia chi: 372A/8 H6 Van Hue, Phuong 09, QJ~n Phu
Nhuan, Thanh ph6 H6 Chi Minh) I

Nha san x~§t: Chi nhanh Co~g ty cA phAn Cfmg n,gh~ Vi~t A tai Binh Duong (Dia chi: 1/9A <Q1uoc 10
lA, Khu pho Binh Duong 2, Phuong An Binh, Thanh pho Dr An, Tinh Binh Duong, Viet Nam)

BOkit
g6m04

LightPower IVASARS- 51lM RT SARS-like hOp, 02
CoV-2 pt RT-PCR Kit coronavirusfd (0,25 Ill), hOp
(dinh tinh SARS-Co V- 51lM RT2019-nCoVrd iVASARS
2 vi rut trong m~u benh (0,25 Ill), 51lM RT -CoV-2
pham duong h6 h~p tren SARS-1ike 1stRT-
(h6n hqp dich miii coronavirusrd (0,25 Ill), PCR

I

1
hong, dich sue hong), 51lM RTRPfd (0,25 Ill), Dung 12 TCCS Tube, m6i SPCiE)-TTB-
duong h6 h~p duoi

I

51lM RTRPfd (0,25 Ill), dich thang hOp 25 TTiol-2O
(dam, dich ph@ nang, QIAGEN OneStep RT- tests; 01
dich noi khi quan, dich PCR Enzyme Mix (1 hOp
mang phoi ...) va m~u Ill), Chung duong (nong iVASARS
rnau giai doan dp va dOg6c ~ 109 copies/ml, -CoV-2
giai dOl;lnph\lc h6i b~ng n6ng dOcu6i ~104 1stRT-
ky thu~t RT-PCR) copies/m1) PCRMix

va 01 hOp
d6i chung.

51lM RTSARS-Co V- BO kit
2f (0,25 Ill), 51lM g6m04

LightPower IVASARS- RTSARS-Co V-2r hOp, 02
CoV_21st RT -rPCR (0,25 Ill), 51lM RTRPf hOp
Kit (dinh tinh SARS- (0,25 Ill), 51lM RTRPr iVASARS-
CoV-2 vi rut trong m~u (0,25 Ill), 2f.lM CoV-2
b~nh phAm dUOngh6 Taqman RTRP (0,5 P~T-
h~p tren (h6n hqp dich Ill), 2f.lMTaqman rPCR

Imlii hQng, dich suc RTSARS-CoV-2 (0,5 Dung 12
TUBE,

2 hQng), dUOngh6 h~p Ill), 21lM Taqman TCCS m6ihOp 25
SPOD-TTB-

I

duai (dam, dich ph@ SARS-like dich thang tests va 01
TTI-02-20

nang, dich nOi khi coronavirus (0,5 f.ll), hOp
qufm, dich mang QIAGEN One Step iVASARS-
ph6i ...) va m~u mau RT -PCR Enzyme Mix CoV-2
b~ng ky thu~t real-time (1 Ill), ChUng duong P~T-
RT-PCR sir d\lng ChUng duong (n6ng rPCR
TaqMan probe) dOg6c ~ 109 copies/mI, MIX, 01

n6ng dOcu6i ~ 104 hOpd6i
copies/ml) chUng.

III ~ -1

Ten sinh phAm chAn »,Hoat ch§t chinhdoan in vitro/
Tac dunz chinh Ham hreng

TieuSTT Dang
bao ch~

Tu8i
tho chuAn

Quy cach
dong goi

, I

So ,ang ky
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