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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
DPic lap - Tw do - Hanh phiic

$6:344 /Qp-BYT Ha Ngi, ngay 04 thang 3 nim 2020

QUYLT PINH
Vé vi¢e ban hanh danh muc 02 sinh phim chin doan invitro
xét nghi¢m vi rit Corona (SARS-CoV -2) dugc cip s6 ding ky

'BO TRUONG BQ Y TE

Cén ctr Nghl dinh 36/2016/ND-CP ngay 15/5/2016 cta Chinh pht vé quan
Iy trang thiét bi y te

Can cir Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phu quy
dinh chiic ning, nhiém vu, quyén han va co céu to chirc cia B§ Y té;

Cén cir Nghi dinh 169/2018/ND- CP ngay 31/12/2018 ctia Chinh phu sta
ddi, bd sung mot s6 diéu ciia Nghi dinh sb 36/2016/ND-CP ngay 15/5/2016 cia
Chinh phu vé quan ly trang thiét bi y té;

Can cir Thong t sé 44/2014/TT-BYT ngay 25/11/2014 cita BY Y t€ quy
dinh viéc dang ky thudc;

Can cir y kién cla Hoi dong danh gia, nghiém thu giai doan 1 nhiém vu
Khoa hoc va Cong nghé cép Quéc gia - Bo Khoa hoc va Cong nghé;

Can ctr két qua danh gia cua Vién V¢ sinh dich t& trung uong;
Xét d& nghi ctia Vu trudng Vu Trang thiét bi va Cong trinh y té;

. QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh niy danh myc 02 sinh pham chén
doén in vitro xét nghiém vi rat Corona (SARS-CoV-2) dugc cap s6 ding ky tam
thoi dé sir dung trong xét nghiém sang loc.

Piéu 2. Pon vi ¢6 sinh phim chén dodn in vitro dugc cép sb dang ky qui dinh
tai Didu 1 phai in sb ding ky dugc BY Y t& Viét Nam cap 1én nhén va phai chép
hanh ding cac quy dinh cua phap luat Viét Nam vé& san xuét va kinh doanh sinh
phim chin do4n in vitro. Cac sb dang ky c6 ky hiéu SPCD-TTB-TT-...-20 c6 gia tri
06 thang ké tir ngay cép.

Dleu 3. Trong qua trinh st dung dé xét nghiém sang loc, co so déng ky, co
s& san. xuét sinh pham chén doén in vitro phai tiép tuc ph01 hgp véi Vién Vé sinh
dich té trung wong danh gid hiéu qué chin doan cua san pham trén 1am sang va
kiém tra véi san pham doi chung; dong thoi tiép tuc nghién ctru, hoan thién san
phim va hé so dé dugc xem xét cdp s ding ky luu hanh theo quy dinh. Cong ty
dang ky sinh pham chan doan in vitro c6 trach nhiém tong hop va bdo cao cac ndi
dung néu trén 01 thang mot 1an vé& Vuy Trang thiét bj va Cong trinh y t8-BY Y té.

Piéu 4. Vién Kiém dinh Quéc gia Véc xin va Sinh pham BO Y té c6 trach
nhiém glam sat, danh gia ve mit chuyén mon cac sinh phim chén do4n in vitro
duoc cap so dang ky tai Piéu 1.




Picu 5. Quyét dinh nay c6é hiéu luc k& tir ngay ky ban hanh.

Dleu 6. Giam dbc S& Y té céc tinh, thanh phd truc thudc trung uong va
Gidm doc co s& cé sinh phdm chén doan in vitro néu tai Diéu 1 chiu tréch nhiém
thi hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

-b/c BT BCS Pang By Y té (de b/c)

- Céc B/c Thir trudng B Y té (dé ph/hop);

- Vu Phép ché, Cuc Quan Iy duge, Cuc Y té
du phong, Cuc Phong chéng HIV/AIDS, Cuc
Quan ly kham chira bénh, Thanh tra B Y te;
- Vién V¢ sinh Dich té Trung uong, Vién
Klem dlnh Qudc gia Vc xin va Sinh phim y
te

- Tong Cuc Hai quan - B Tai chinh;

- Website ciia B Y té;

- Luu: VT, TB-CT (4 ban).
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y . /DANH 'tr 02 SINH PHAM CHAN POAN IN VITRO ’
XET/ﬁ(féﬁ.E' LRUT CORONA (SARS-COV-2) CAP SO PANG KY

Cong ty diing ky ng.f&@ﬁ* phin Cong nghé Viét A (Dia chi: 372A/8 H6 Viin Hué, Phudng 09, Quan Phu
Nhudn, Thanh phd Hd Chi Minh)

Nha sin xuit: Chi nhénh Cong ty Cb phin Cong ngh¢ Vigt A tai Binh Duwong (Dja chi: 1/9A Quéc 16
1A, Khu phd Binh Dudng 2, Phudong An Binh, Thanh phd Di An, Tinh Binh Duong, Viét Nam)

T :
STT end?jx? 11:1 hvl:tl:_ g/han Hoat chét chinh- Dang Tubi Tlegl Quy céc!l S6 diing ky
Téc dung chinh Ham hrgng bio ché tho chuan | dong géi
Bo kit
gbm 04
LightPower ™MASARS-| 5uM RT SARS-like hop, 02
CoV-2 1 RT-PCR Kit |coronavirusfd (0,25 pl), hop
(dmh tinh SARS-CoV- | 5uM RT2019-nCoVrd iVASARS
2 vi rat trong mau bénh | (0,25 pul), 5uM RT -CoV-2
pham dudmg ho hép trén SARS-like IstRT-
(hdn hop dich mii |coronavirusrd (0,25 pl), PCR
, hong, dich sic hong), | SuM RTRPfd (0,25 pl),| Dung 12 TCCS Tube, moi | SPCP-TTB-
dudng hdé hap dudi [SpM RTRPfd (0,25 pl),| dich | théng hop 25 TT-01-20
(ddm, dich phé nang, | QIAGEN OneStep RT- tests; 01
dich ndi khi quan, dich | PCR Enzyme Mix (1 hop
mang phdi...) va mau [ul), Chung dwong (ndng iVASARS |
mau giai doan cap va [ d9 goc ~10° coples/ml -CoV-2 |
giai doan phuc hdi bing | nong o cudi ~10* 1stRT-
ky thudt RT-PCR) copies/ml) PCR Mix
va 01 hop
ddi ching.
5uM RTSARS-CoV- g%ﬁlk(;t;
LightPower VASARS- ;&%’fgsﬁg’oﬁg hop, 02
-2 It RT- )
Kit o toh SARS. | (025 1D SuM RTRPE wSARS-
CoV-2 = | (0,25 pl), 5uM RTRPr
oV-2 vi rit trong mau (0.25 ul), 2uM CoV-2
<= ’ st
lIienh phim  duong hod Tagman RTRP (0,5 1¥RT-
ap trén (hdn hop dich ul), 2uM Tagmen rPCR _
2 | et S | RTSARS-CoV-2(0,5 | Dung | 12 | 1o | matiarys | SPCBATTB:
- e 8), cuong P ul), 2uM Taqman dich | thing oL avp TT-02-20
udi (dom, dich phé SARS-like tests va 01
dich noi khi . g
gznaﬁ d;(c:;: gf;nkhl coronavirus (0,5 pl), ,-VAQZ%S_
ph01 .) vd miu %nau R'IQII‘:‘ C%g OneSt;;I). CoV-2
lb{éng ky thl'lz,it real-time a -pl) Chl?nzglgfmn;x 1¥RT-
copies/ml, ndng do hé :if)i
cuodi ~10* copies/ml) cﬁ%ng
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