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BAN QUAN LY KHU CONG NGHE CAO “Ppe lap — Tu do — Hanh phic
THANH PHO HO CHI MINH
S6: 9 /KCNC-QLDN Thénh phé Hé Chi Minh, ngay®Athang 9 ndm 2021

V/v huéng din doanh nghiép chii dong thuc hién xét
~ nghiém nhanh khéng nguyén SARS-CoV-2"

Kinh giti: Céc doanh nghiép dang thuc hién 3 tai chd
trong Khu Cong nghé¢ cao

5 Cin cir Cong van sb 6099/SYT-NVY ngay 27/8/2021 cia S¢ Y té v& hudéng
din doanh nghiép chil dong thuc hién xét nghiém nhanh khang nguyén SARS-CoV-2,

Nhim dam bio viéc td chirc xet nghiém nhanh khang nguyén (test nhanh) tai
cac doanh nghiép, co s¢ san xuét duoc thuc hién ding quy dinh, dap ang yeu céu an
toan phong chdéng dich COVID-19, tir d6 duy tri tot hoat dong kinh doanh sin Xuit,
Ban Quan ly Khu Céng nghé cao Thanh pho Hb Chi Minh (Ban Quan 1j) dé nghi cac
doanh nghiép trong Khu Cong nghé cao luu y nhing ndi dung sau:

1. Cha ddng to chirc vige giam sat bang xét nghlem sang loc dinh ki déi véi
ngu’o’l lao déng dé kip thoi phat hién nguon liy va nhanh chéng kiém soat, khong
dé dich bénh lay lan:

- Mdi doanh nghiép, co s& xay dung ké hoach xét nghiém sang loc cho toan b
ngudi lao dong bang test nhanh theo dinh ky 07 ngay, néu rd thoi diém thuc hién, s6
lugng test nhanh can thyc hign mdi dot, loai tét nhanh duoc sit dung, phén coéng luc
luong | liy miu thuc hién test nhanh, phuong 4n sip xép, bb tri dé nguoi lao dong dugc
liy mau lam test nhanh ddy du va dam bdo gidn cach, khong anh hudng dén hoat déng
san xuat,

- Ké hoach x€ét nghiém sang loc dinh ky duoc gui vé Ban Quan ly va Trung tdm y
té thanh phd Thu Dic dé theo doi, giam sat va ho trg trong qua trinh thue hién.

- Doanh nghiép tu cung ung sinh phim test nhanh, Iya chon loai san phdm pht hop
theo danh myc d& dugec Bo Y té clp phep tai Cong vin sb 5583/BYT-TB-CT ngay
13/7/2021 cua Bd Y té vé Danh sich cic sinh pham/Lrang thiét biy té chin doan in
vitro xét nghiém vi rat SARS-CoV-2 di dugc cép so dang ky, glay phép nhap khau
kém thong tin hiéu nédng va kha nang cung g va gia ban do don vi cung ung cong b6
(cfip nhét lan 4).

- Doanh nghiép tu to chire Iuc lwong ldy mau thuc hién test nhanh clia don vi vdi
nong cbt 1a bd phén y té, ngudi lam céng téc y té tai co s&, lién hé Trung tém Y té
thanh pho Thi DBic hodc Trung tam Kiém soat Bénh tat Thanh phé dé dugc tap huén,
huéng din k¥ thudt tu lay mau thuc hién test nhanh. Ngoai ra, cac doanh nghiép c6 the
lién hé véi cac co s y té (benh vién, trung tam Y, té, phong kham) dé duoc cung chp
dich vu test nhanh cho ngudi lao dong theo yéu cau; mic gid dich vu xét nghiém test
nhanh thye hién theo Céng vin sb 2729/SYT-KHTC ngay 14/5/2021 cua S6 Y té vé
chin chinh viéc thuc hién xét nghiém SARS-CoV-2 theo yéu cau.

2. Bdo cdo diy di viéc thuc hién va xir Iy kip thoi trwdong hop phat hién duwong
tinh véi SARS-CoV-2 theo ding quy dinh:
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- Két thuc mdi ngay thuc hién test nhanh sang loc, doanh nghiép c6 trach nhiém
tdng hop toan bd két qua xét nghiém ciia ngudi lao dong, giri vé Ban Quan ly va Trung
tAm Y té thinh phd Thu Duc d¢é theo dai. Doanh nghiép chiu trach nhiém vé thong tin
két qua xét nghiém ctia ngudi lao ddng do don vi tu thyuc hién hodc co so y té phéi hop
thuce hién.

- Néu ghi nhan trudng hop c6 két qua test nhanh duong tinh, doanh nghi€p thyc
hién ngay phuong 4n xi tri khi ¢ trudng hop nghi mic COVID-19 do don vi xay
dung trén co s& hudng din cua Bd Y té, dong thdi béo cdo ngay théng tin trudng hop
nghi méc COVID-19 v& Ban Quan Iy va Trung tm Y té thanh ph6 Thu Birc dé hd trg
xir 1y theo quy dinh v& phong chéng dich COVID-19.

3. Céc T4 kiém tra cia Ban Qudn 1y chiu trach nhiém:

- Pon dbc, theo ddi cac doanh nghiép, co s& sin xult xay dung va té chirc thuc
hién ké hoach xét nghiém sang loc dinh ky day du, ding quy dinh.

- Gidm sat viéc bdo céo s liéu két qua xét nghiém tir cac doanh nghiép, co s& sin
xuit duoc phén cong phu tréch; kip thoi nhic nhé doanh nghiép, co s& san xuét khong
thuc hién dy da viée xét nghiém sang loc dinh ky va béo céo két qua; phéi hop cliing
voi cac co quan lién quan c6 bién phéap xu 1y néu phét hién doanh nghiép, co s& san
xuét vi pham quy dinh vé& phong chong dich,

Trong qué trinh thuc hién, néu c6 kho khin vudng méc, cac doanh nghiép phén énh
ngay vé& Ban Quén 1y thong qua Té kiém tra dé xem xét giai quyét.
(dinh kém:
_ Céng van sb 5583/BYT-TB-CT ngav 13/7/2021 ctia B Y té vé danh sach cac
sinh phdm/trang thiét bi y té chin doén in vitro xét nghi¢m SARS-CoV-2.
_ Céng vin sb 2729/SYT-KHTC ngay 14/5/2021 ctia S& Y té vé chén chinh vigc
thyuc hién xét nghiém SARS-CoV-2 theo yéu cau).

Ban Quén Iy Khu Céng nghé cao Thanh phd H6 Chi Minh théng tin dén doanh
nghiép dé biét va thuc hign.// 24

Noi nhin: ET:TRUC)NG BAN
T PHO.TRUONG BAN
- Trudng ban (dé bdo céo); /4 RO
- Céc Phé Trudng ban (dé bict); [; \ 7o
- T6 kiém tra; l . ;

- Lwu: VT, PQLDN.VH.90.
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Nguoiky: SO Y té

Email: syt@tphcm.gov.vn
Co quan; Thanh phd Haé Chi
Minh

Thai gian ky: 27.08.2021
16:39:07 +07:00

V/v huéng dan co s& san xuat,
doanh nghiép chu dong thue hién
xét nghiém nhanh khang nguyén

SARS-CoV-2

UY BAN NHAN DAN CONG HOA XA HQI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Péc lap - Ty do - Hanh phiic
- SOYTE -' > i - 3
3626@9 CHSYTINVIY oo ”Thc‘mh phé Ho Chi Minh, ngay aﬂ.;ﬁhcing?ndm 2021

Kinh gui:
- Ban Quén ly Khu ché xudt va khu cong nghiép;
- Ban Quén ly Khu Céng ngh¢ cao;
- Cong vién phat trién phan mém Quang Trung;
- Uy ban nhén dan Thanh ph6 Thu Pt va quén, huyén;
- Trung tAm Kiém soat bénh tat thanh phé;
- Trung tAm y té thanh phé Thu Dirc va quén, huyén .

Cin cu:

- Quyét dinh s6 2787/QD-BYT ngay 05 thénh 6 ndm 2021 clia BY Y té vé viéc
ban hanh “Huéng dan céc phuong an phong, chong dich khi c6 truong hop mac
COVID-19 tai co s& san xuat, kinh doanh, khu cong nghiép”;

- Cong van 6666/BYT-MT ngdy 16 thang 8 nam 2021 cta Bo Y té vé viéc
Huéng dan phong, chong dich tai co quan, don vi;

- Ké hoach s6 2716/KH-UBND ngay 15 thang 8 nam 2021 cua Uy ban nhan
dan thanh ph trién khai cong tac xét nghiém SARS-CoV-2 trén dia ban Thanh pho HO
Chi Minh;

: Tiép theo cong vin s6 4482/SYT-NVY ngay 12 thang 7 nam 2021 cua 8¢ Y té
vé viéc chu dong thuc hién xét nghiém nhanh khang nguyén tai co s& san xuat, doanh
nghiép,

Nhim dam béo viéc t6 chirc xét nghiém nhanh khing nguyén (test nhanh) tai
cac doanh nghjép, co s& san xuat dugc thuc hién'dﬁng quy dinh, ddp img y€u cdu an
toan phong chéng dich COVID-19, tir d6 duy tri tot hoat dong kinh doanh san xuét, S&

Y té dé nghi cac don vi chi dao cdc doanh nghiép, co s& san xuat thudce thdm quyén
quan ly luu y nhitng ndi dung sau:

1. Chit d9ng tb chirc vige gidm sat bing xét nghi¢m sang loc dinh ky dbi voi
ngudi lao dng dé kip thoi phat hi¢n ngudn 1ay va nhanh chéng kiém soat, khong
dé dich bénh lay lan:

- Mdi doanh nghiép, co s& xdy dung ké hoach xét nghiém sang loc cho toan bo
ngudi lao dong bing test nhanh theo dinh ky 07 ngay, néu 0 thoi diém thuc hién, so
lugng test nhanh cin thuc hién mdi dot, loai test nhanh duge su dung, phén cong luc
lugng léy mau thyuc hién test nhanh, phuong an sép xép, bé tri dé ngudi lao dong dugc
lay mz'i‘u lam test nhanh ddy du va dam bao gian cich, khong anh huéng dén hoat dong
san Xuadt...




Ké hoach thye hién xét nghiém séng loc dinh ky duoc giri v& co quan ¢6 thim
quyén quan ly dbi véi doanh nghiép, co s& (Ban Quan ly KCX-KCN, Ban Quén ly
Khu céng nghé cao, Cong vién Phén mem Quang Trung, Uy ban nhan dén quén
huyén, thinh ph6 Thi Ptc) va trung tdm y té dia phuong dé theo ddi, gidm sét va hd
trg trong qua trinh thuc hién.

- Doanh nghiép, co s& san xuét ti cung tng sinh pham test nhanh, lya chon loai
san phidm phit hop theo danh muc di dwgc Bo Y té cdp pheép tai cong van sd
5583/BYT-TB-CT ngay 13 thang 7 ndm 2021 cua B Y té vé danh sach cac sinh
phim/trang thiét bi y té chén dodn in vitro xét nghiém SARS-CoV-2 da dugc cap sb
dang ky, GPNK kem thong tin hi¢u néng va kha néng cung mg va gia ban do don vi
cung trng cdng bd (cap nhat lin 4).

- Doanh nghlgp, CO sO' san xuét tur to chire lyc lugng lay mau thuc hién test
nhanh cua don vi v6i nong cot 12 bd phén y té, ngudi lam cong tac y té tai co s&; lién
h¢ Trung tdm Y té thanh pho Thu Bire, quén huyén hogc Trung tam Kiém soat bénh tat
thanh phé dé dugc tap huin, huéng dan ky thuét tu ldy mau thuc hién test nhanh.
Ngoai ra, céc doanh nghiép, co s& san Xuat cd thé lién hé véi cac co s& y té (bénh vién,
trung tdm y té, phong kham) dé dwoc cung cép dich vu test nhanh cho nguon lao dong
theo yéu cau; mirc gia dich vu xét nghiém test nhanh thuc hién theo cong vin sé
2729/SYT-KHTC ngay 14 thang 5 nim 2021 ciia S& Y té v& chan chinh viéc thuc hién
xét nghiém SARS-CoV-2 theo yéu cau.

2. Béo cdo diy di két qua thye hién va xir 1y kip thoi trrong hop phat hi¢n
dwong tinh véi SARS-CoV-2 theo diing quy dinh

- Két thuc mon ngay thyc hién test nhanh sang loc, doanh nghiép, co s& san xuat
c6 trach nhiém tdng hop toan bd ket qua xét nghlem clia ngudi lao dong, giri vé co
quan quéan ly (Cong ty Phét trién ha tang khu ch€ xuét - khu cdng nghiép, Ban Quan ly
khu cong nghé cao, Cong vién Phin mém _Quang Trung, Uy ban nhan dén quan,
huyén, thanh phd Thi Dirc) va Trung tam y té dé theo doi.

Doanh nghiép, co s& san xuét chju trach nhiém vé théng tin két qua xét nghiém
cua nguoi lao dong do don vi tu thuc hién hodc do co sd y té€ phoi hop thue hién.

- Neu ghi nhan truong hop c6 két qua test nhanh duong tinh, doanh nghiép, co
s& san xudt thuc hién ngay phu'cmg an xir tri khi c¢6 truong hop nghi mac COVID-19
do don vi x@y dung trén co s& hudng dan ctia Bo Y té; ddng thai bao cao ngay thong
tin truong hop nghi méc COVID-19 vé co quan quan ly (Cong ty Phat trién ha tang
khu ché xuit - khu cong nghiép, Ban Quan ly khu cong ngh¢ cao, Cong vién Phén
mém Quang Trung, Uy ban nhén dan phudng, x4, thi tran) va don vi y té dia phuong
(trung tam y té, tram y té) dé hd tro xtr Iy theo quy dinh vé phong chéng dich COVID-
19.

S& Y té dé nghi Ban Quan ly Khu ché xuat va Cong nghi¢p (HEPZA), Ban
Quan ly Khu Coéng ngh¢ cao, Cong vién phat trién phan mém Quang Trung, Uy ban
nhan din quan huyén, thanh phé Thu Dirc:

- Dén dbc, theo dbi cac doanh nghiép, co s& san xuét xdy dung va to chirc thue
hién ke hoach xét nghiém sang loc dinh ky day du, ding quy dinh.

- Gidm sat viéc bdo cao s6 lidu két qua xét nghiém tir cdc doanh nghxep co 5O
san xudt thuoc thdm quyén quan ly; kip thoi nhic nhé doanh nghiép, co s& san Xudt
khong thuc hién dy du viéc xét nghiém sang loc dinh ky va béo cdo két qua; c6 bién
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phap xu ly néu phat hi¢n doanh nghiép, co s& sin xuat vi phém Quy dinh vé phong
chong dich. S et Pea et

Giao Truhg tam Kiém soat bénh tat thanh phd, Trung tm Y té quén, huyén,
thanh phé Thu Dirc: '

- Tang cudng hcf) trg chuyén mén cho céc doanh nghiép, co s¢ san xyét theo phén
cap quan ly vé viéc to chirc xét nghiém sang lgc bang test nhanh; cung cap cac tai ligu
huéng dén dé doanh nghiép, co s& tur thuc hién test nhanh.

~ - Theo ddi bao céo két qua xét nghiém sang loc tir cic doanh nghiép, co s& san
xuét theo phan cip quéan ly chuyén mon.

- Phéi hop, hudng dén cac doanh nghiép, co s& san xuat thuc hién phuong an xir
tri khi phat hién truong hop nghi mac COVID-19.

Trong qué trinh thuc hién, nét} ¢6 kho khan vuong mic, cic don vi phan anh
ngay vé S& Y té dé xem xét giai quyet.

(dinh kem:

- Cong van sb 5583/BYT-TB-CT ngay 13/7/2021 ctia By Y té vé danh séch céc
sinh phAm/trang thiét bi y té chan doén in vitro xét nghiém SARS-CoV-2.

_ Céng van sb 2729/SYT-KHTC ngay 14/5/2021 clia S& Y té vé chan chinh viéc
thuc hién xét nghiém SARS-CoV-2 theo yéu cau)./. \(l_/

Noi nhin:

- Nhu trén;

- UBND TP (dé béo cao);

- Ban Giam doc SYT;

- Luu: VPS, NVY. VHN, DPK.




Ngudri ky: Sa Y té
Email: syt@tphem.gov,vn
Ccr quan: Thanh phd Ho Chi

'Y BAN NHAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM
THANH PHO HO CHI MINH Bje 1§p - Ty do - Hanh phiic
SOYTE
86,4829 /SYT-KHTC Thank phé HS Chi Minh, ngéy AHthdng 5 nam 2021

V/y chin chinh viéc thyc hién xét
nghiém SARS-CoV-2 theo yéu cdu.

Kl\liﬁ 5&“
- Trung tAm Kidm sodt binh 3t TP.HCM;
- Che dom v trye thude SO Y t8.

Ngay 27/10/2020, B Y té ¢ cong van sé 5834/BYT-KH-TC vé vide hucng
din tam thm viéc thanh todn chi phi thyc hign xét nghiém COVID-19 cho ngudi c6
nhu ciu xuit canh. Theo d6, By Y té dé nghj dp dung mirc gia cua djch vu xét nghiém
COVID-19 theo mirc gia cua djch vy dd dugc quy dinh tai Phy lyc dinh kém Théng tu
36 14/2019/TT-BYT ngay 05/07/2019 ciia B6 Y té, nhu sau:

“. Dich vy 56 1735: xét nghigm vi khudn/vi rusivi ndm/kyp sinh lrzmg Real-time
PCR d6i véi trucmg hgp xét nghiém bing phweng phdp Real-time PCR: tdi da 734.000
déng/l méu xét nghigm.

- Djch vy s6 1736: xét nghigm vi khuan/w rusivi nam/lcy sinh triing test nhanh
d6i v&i trgcmg hop thue hign test nhanh: 16i da 238.000 dong/l méu xét nghiém. "

Ngay 10/11/2020, S& Y té c6 céng vin s6 6646/SYT-KHTC vé viée hurdng din
viéc tam thoi thanh todn chi phi thye hi¢n xét nghiém COVID-19 cho ngudi ¢é nhu
cdu xuét canh theo cdng vin s6 5834/BYT-KH-TC.

Ngay 05/03/2021, S¢ Y té c6 cong van sd 1188/SYT-NVY vé vxec mét s6 ndi
dung cén luu y ¥ vé xét nghi¢m SARS-CoV-2. Tai myc 6 cia cong viin s6 1188/SYT-
NVY, 8¢ Y té ¢6 ¥ kién nhu sau:

“6. T rong giai dogn hign nay, cdc don vi wu tién thye h:en xét nghi¢gm SARS-
CoV-2 cho cac doi hegng ¢6 nguy ca cao theo chi dinh dich té, teu tién cho cong lde
phong, chang dich; khi ¢d dit ngudn lye dam béo xét nghigm cho cdc doi (wong nguy
co cuo thi xem xét vige thyc hign xét nghiém cho cdc doi twgng nguy co thdp hon theo
hwdng dén clia B Y 1é. Cdc phdng xét nghi¢m khdng dinh cdn cie nguon lyc tqi cho dé
xem xét, néu ¢é thé thi bo iri thue hign xét nghigm cho cdc co quan co nhu céu theo
hueéng dén etia Bo Y 18 tai cong van s6 1175/BYT-DP. Pam béo quy dinh hign hianh vé
thii tue ky hop déng va chi phi thie hign xét nghi¢m.”

Tiép theo cong vin trén, ngdy 16/3/2021 S& Y té c6 cong van sd 1378/SYT-
KHTC huéng din cic co séf y té cong lap duge phin cong nhigm vu thye hin xét
nghlém SARS- CoV—" mot s6 ndi dung luu y vé xét nghie.m SARS-CoV-2 cho ¢ac co
quan ¢é nhu céu, Thco d6, S& Y té hudng din mirc gid xét nghiém SARS-CoV-2 [a
734.000 déng/l mau xét nghle;m (thye hién xét nghiém theo dich vu 6 1735: xét
nghiém v1 khudn/vi rus/vi ndm/ ky sinh triing Real — time PCR déi v6i truomg hop xét
nghidém bing phucmg phap Real - time PCR duge quy dinh tai Phy luc dinh kém
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Thong tu s& 14/2019/TT-BYT ngay 05/7/2019 cia B Y t8); dbi voi phuong phép gop
méu: chéy B§ Y té ban hanh mirc gid. - - :
. Tuy nhién qua ra sodt, S&'Y té nhin thdy mot s6 co sG y té cong ldp da duoc Bg
Y té cho phép thyc hién xét nghiém khiing dinh COVID-19 trén dja ban Thanh phé H
Chi Minh da thuc hién xét nghiém SARS-CoV-2 khong dung gid quy dinh, khong
diing déi tuong thye hién xét nghiém SARS-CoV-2. :

Do d6, S¢ Y té d& nghi cdc co 8¢ y té cong 14p thye high xét nghigm SARS-
CoV-2 cin chin chinh ngay mdt sé ndi dung sau:

- V& dbi tuong thyc hién xét nghi¢m SARS-CoV-2:

+ Déi voi ngudi nudc ngoai dang sinh séng va 1am viéc tai Viét Nam va ngudi
Viét Nam cin xuét canh vi Iy do déc biét c6 yéu ciu duge cip Gidy x4c nhan khdng
duong tinh véi COVID-19 thi phai c6 d2 nghi chinh thirc ctia co quan dai dién ngoai
giao ciia nudc dén hoic cia té chuc Lién Higp quéc tai Viét nam hofic tai nudc dén
(quz dinh tai khoan | cdng vin sé 1811/CV-BCPD ngay 01/04/2020 cua Ban chi dao
Qudc gia phong chéng dich bénh COVID-19).

+ Dbi v6i ngudr Viét Nam di lao déng ¢ nudc ngodi cé yéu cdu duge cép Gidy
xic nhan khong duong tinh véi SARS-CoV-2: thi céc t chire, dan vi dua nguoi Vit
Nam di lao ddng nuée ngodi 1dp danh sdch cy thé ngudi di lao dong, cha dong lién hé
véi céc co s xét nghiém da duge BY Y té cdp gidy phép xét nghi¢m dé dugce xem xét,
huéng din thuc hién xét nghiém theo quy dinh (quy dinh tai khodn 1 cong vin 50
4974/BYT-DP ngay 17/9/2020 cia B9 Y té).

+ Céc co quan cé nhu clu theo huéng din cia By Y té tai cong vin sb
1175/BYT-DP ngiy 26/2/2021 cta BO Y té,

- V& gia thyc hign xét nghiém SARS-CoV-2:

+ Xét nghiém vi khudn/vi rusivi ndm/ky sinh tring Real-time PCR ddi voi
truong hgp xét nghiém bing phuong phép Real-time PCR (dich vu s6 1735 duge quy
dinh tai Phy lyc dinh kém Théng tr sg 14/2019/TT-BYT): tbi da 734.000 ddng/1 milu
xét nghiém.

+ Xét nghiém vi khudn/vi rus/vi ndm/ky sinh tring test nhanh déi voi trudmg
hop thyc hién test nhanh (dich vu s6 1736 dugc quy dinh tai Phu luc dinh kém Thong
tu s 14/2019/TT-BYT): téi da 238.000 ddng/1 mau xét nghigm.

S& Y 1 d& nghi cdc dom vi nghiém tic thye hién theo ndi dung hudng dan

trén./. f
“&/L;,.ﬂ

Not nifn: GIAM BOC
- Nhy grdn; H.C.
- Pan Gidm dis Bo;
- Ry g iy

- Lame 7T, RHTC:
OTHT(PFTTH) 2 bin
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
—_— Doc ldp - Tw do - Hanh phie

Sé: 5583 /BYT-TB-CT Ha No¢i, ngay 13 thang 7 nam 2021
V/v danh séch céc sinh phém/trang thiét
bi y té chan dodn in vitro xét nghiém
SARS-CoV-2 da dugc cép sé dang kY,
GPNK kem thong tin hiéu nang va kha
nang cung tng va gid bdn do don vi cung
ung cong bé (cdp nhit lan 4)

Kinh gitri: : )
- S& Y té cdc tinh, thanh phd truc thude trung uwong '
- Céac Bénh vién, Vién nghién ctu truc thugc By Y te
va y té cdc BO, Nganh

Thyc higny kién chi dao cia Ban Bi thu, Chinh phu, Thu tudng Chinh phu, Truong
Ban Chi dao qudc gia phong, chéng dich COVID-19 theo tinh thin phan cép, phan quyén,
chu dgng, sdng tao, linh hoat phong, chéng dich va thuc hién phuong chim bon tai chd;

Tlep theo Cong van s6 52838/BYT-TB-CT ngay 02/7/2021 cia By Y té vé danh sach
cdc sinh pham/u'ang thiét bj y té chan doén in vitro xét nghiém SARS-CoV-2 d3 dugc cip sb
dang ky, cdp g1éy phép nhép khau (cip nhit lan 3).

B§ Y té tiép tuc cap nhit va thong bao danh sach sinh pham/trang thxet bi y té chin
dodn in vitro xét nghiém SARS -CoV-2 dd duge cap 56 dang ky luu hanh; cap g:ay phép nhdp
khau kém theo thong tin vé: dom vi sin xudt/nhip khiu, thong tin tom tat h1¢u ning sén
pham, kha ning cung img va gia ban do don vi sdn Xuit, cung img cong bd dé cic So
4 té va cac Bénh vién, Vién nghién ciru chu déng lién he¢, c6 ké hoach mua sam phuyc vy nhu
cau phong, chéng dich theo chi dao cia Chinh phu va huéng din cia B4 Y té (Phu luc dinh
kém - danh sdch sé tiép tuc duogc cép nhat khi ¢6 thém thong tin).

Pé nghj céc S Y té chi dao tdng cudng kiém sodt cdc san pham xét nghiém
SARS-CoV-2 trdi ndi trén thi trrdng va hién tuong loi dung tinh hinh dich COVID-19 dé
nang gi4, doi gid, dam bao chat lrong va gid ca th; treong.

Pé nghi cic don vi san Xuét, nhap khau sinh phim/trang thiét b y té xét nghiém
SARS-CoV-2 chu ddng ngudn hang, c6 ké hoach 6 6n dinh, dur trix nguycn liéu, tang cudng
san xudt, nhap khdu dam bdo s6 lugmg, chit lugng dap tmg nhu cdu phong, chong dich
COVID-19 va hudng dan sir dung san phim diing theo quy dinh; xem xét giém gid ban sinh
phim/trang thiét bi y té xét nghiém SARS-CoV-2 aé ho trg cho céc don vj chong dich.

Trong qud trinh thye hién, néu ¢ viréng mic, dé nghj lién hé B4 Y té (Vu Trang
thiét bj va Céng trinh y té), SPT: 024.62732272, email: dmec@moh.gov.vn dé phdi hop
hd tro giai quyét.

Trén trong cam on./.

Noinhgn: - ; : ¥ TL.BQ TRUONG

- Nhur trén (theo danh sach); - - : VUTRUbN G
= ch Bé tmbng (dé bn’C)‘; 3 = AP . e :. ne .Y Ly r
- Céc d/c Thir trudng (dé blc); VUTRA A Bl VA CONG TRINHY TE

- Cuc: KCB, YTDP; Vu: KHTC, TTTBKT,
VPB, TTra B§ (dé ph/hop);

- Cdng théng tin digntr Bo Y té, He thong dich
vu cong trre ruyén quén ly TTBYT;
- Céc d/vi san xuat, nhap khau SPCB/TTBYT xét
nghiém SARS-CoV-2-(dé th/hién);

- Luu: VT, TB-CT.
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DANH SACH CAC SINH PHAM CHAN POAN/TRANG THIET Bl Y TE CHAN DOAN IN VITRO
XET NGHIEM SARS-COV-2
(Phu luc kém theo Cong van s6 5583 /BYT-TB-CT ngay |3 /7/2021)

I. XET NGHIEM KHANG NGUYEN VI RUT SARS-COV-2:

1. Test nhanh:
a. San xudt trong nuwéc:

2 ska s X S Thong tin tém a2
o | Wenaang tISEDE ) it Blaiehl o oo | i iea nang san | Ligana: | KhamEuEy G ban
T chan doan So diang ky | Cong ty Cong ty RN ¢ Wi s domivi cung cap/ cong bo
in vitro dingky | dingky | sl:in Sukt cbng bi‘) thing (ddng)
6 -P§ nhay (so sanh
Khay thir xét nghiém (':1‘(])\1]1}%1 g J d?;C%:(;% 8;2
dinh tinh khing | 1 T CumCong | Medicon | (80,95% véi
ngyen SARS“CO V-Z 06‘2 l nghiép C C 3 Cl>30);
Trueline COVID-19 | Ngdy | a0, | Truomg An, (Cum 008 | g dic hicu (So | Ong Dio ,
l Ag Rapid Test 18/3/2021 TNf”{ xa An ngﬂ Qin sanh v6i PCR): Pinh Khéi | 3.120.000 | 135.000
g (Sb dang : Khanh, M AL | 100%; 0968031000/ | test/ thang | ddng/ test
(Pinh tinh phat hién S mer Medicon huvén Hodi x4 An Noud ha 0968031021
Khane neuvén SARS- y co gid uyén Hoai Khanh - Ngudng phat
i tri 12 Pirc, Thanh anh, | hién: 0,1 ng/ml
CONBOIE T L ihang) hé Ha Noi | Muvén Hoal | {giisng nguyen
ngody dich ty hau cia ang, s ! | Pirc, Thanh t4i 18 h gS f’\RyS_
nguoi) phd Ha Ngi) CoV-2.qp
b. Nhip khiu: :
A s - Thong tin tém Kha niing
Tén trang So gidy Tén G s e :
thiét bi/sinh ) rneage | phen i diChRRy | DIl ARG R e e ST gl o} - Gid bin
TT him chin Chiing loai ki xubt nha nha Cong ty san phamdo | Lién h¢ thing cong bo
S 1P P | Lhap khdu | dom vi sin xuft (abng)
dodn in vitro khau khau 6 g_bé
Trang thiét bj Panbio Cong ty s | - Do nhay (so 3
Ehsih | COVIDA9 | Abbott | S9BYT | gy | S4THR | gh i pCR): | CaoTh | 4o i e
2 2 : ! ] -TB-CT Xuén Soan, S o Ao khodng 25 dong/ test
pham chan Ag Rapid | Diagnostics Thuong Z > | 98,2% trén Hai Vin 52 ;
1 o ; ngdy z Phuong Tan |, . Yo triéu test/ (chura tinh
doan in vitro | Test Device | Korea Inc., Mai - - | bénh nhén c6 0913587 s < 2
? e : 2 02/12/202 ; Hung, Quén thang (thy | thué GTGT
xét nghiém (Nasophary | Han Quoc 0 Dich Vu 7 Thanh Ct<33. 465 Pt %)
khéng nguyén ngeal) K¢ 3 - P6 dic hiéu i “
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vi nit SARS- Thuat | Pho Ho Chi [ (so sanh véi lugng don
CoV-2 trong Luc Tinh Minh PCR): 99,4%. dit hang)
dich ty hiu
319-CI3
Khu TM
a wiae | - PO nhay (so
Trang thiét bi Thuln VIEL | ginh vgi PCR):
y té 1a sinh Céng ty YKi. l £ 1 96,3% trén
phim chin . : LT e:: ’ |5 | bénh nhan c6 i
doén in vitro Espline Fujirebio 1267/BYT | Thuong 4 g ' Ct<30; 100% 190.000 -
: i J . Quén 11 i Phurong | 1.000.000.000
xét nghiém SARS- Inc,Nhat | -TB-CT | maiky | .<%04 . | v6ibénh nhan opmace | tastiitin 200.000
khéng nguyén | CoV-2 Bin | 03/32021 | thugty | 0" | 6 Ci<26 Si0 B | déng/ test
vi rit SARS- €Van | s |- Dodic
CoV-2 trong | Xuin Quﬁngl 1 * | hiéu(so sanh
s it : ¥ i . 0,
d;ch mili hong Théph phé v6i PCR):100%
Hb Chi
Minh
- Ngudng phat
hién (LoD):
‘ . S651, ngs | 212X 10
Trang thiét bi 205 raiet | TCIDso/mL véi
y té 14 sinh 13/gs, | mAutimbong | L.
pham chin : SD Conoty | dusa thﬁn ty hau va 5 x Thi
dodn invitro | Standard Q | . ®- | 4304/BYT | ¢ iai Dignh 1032 i U‘ 1 000,000 | 4950000
xétnghigm | COVID-19 | S WP | TB-CT | “oFER | PR% | TCIDsymL vi s et/ thang | 4008/ hOD 25
khéng nguyén Ag Test £ 26/5/2021 | ¥ ¢ PATUNE méu tdm bong Y BUTLIAE test
S Quoc Minh Xuién Binh, 3 Sl 0988778
vi rut SARS- Rl ty hau khi vin
quén Bac 2 790
CoV-2 trong Tir Liém chuyén.
mAu ty hiu snra: | - D0 nhay:
Ha Noi
: 84,97%
- D6 dic hiéu:
: 98,94%
Trang thiét bi . i Téng 2, Tda | - Gi6i han phat A
ytelasion | BUESS | CUMASE | SUUBYT | CONSYY | 1y'B thugc | hitn (LoD): 5x | P ham L€ 7.000.000 | 198000
pham chin g Vuoén wom | 10%8 test/ thing dong/test
;i Ag Test Han Quoc | 23/6/2021 | HUMAS Dl TCIDsy/mL Thuong




vitro xét IS nghiép, L6 | - DB§ nhay: 0903671
nghiém khang VINA | D.01, dudng | 92,2% 512
nguyén vi mt Tan Thuén, | - P§ dic higu:
SARS-CoV-2 Khu Ché | 99,6%
trong {nﬁu ty Xuét Tén
hau Thudn,
Phirong Tén
Thuin
Dong, Quén
7, TP Ho
Chi Minh
- Gigi han phét
hién (LoD): 3,5
Trang thiét bi 36 66B, ;‘mlgz szsll.?”
zlzgr:)a;tlngg Céng ty ?qﬁ?f dung t‘;'am bong
doén in vitro Sugentech IREH Di HIEItED: 2,8 x Boan
o SGTi-flex gentech, | 5045/BYT | Dich vu UNg, | 103 TCIDso/mL | Vin -
xét nghiém Inc/ Han x Phudmg 4l £ 1.000.000 160.000
khéng nguyén €ONID-19 Qubc TB-CT | tonghop | - ppge s khi sir dung tam | Thuyet | . thang | dong/ test
vi riit SARS- Ag 23/6/2021 | Medaz Quin Br:: béng trong moi | 0942754
CoV-2 trong by Binh, Tp it Gae
mbu dich ty Nam | “ps i, | Chuyem
hiu VigtNam | DORbaY:
95,07%
- P dic hiéu:
99,38%;
Trang thiét bj
y t€ 1a sinh Céngty | 849 Tran |- Gi6i han phit ‘ :
pham chan | panbio™ TNHH | Xuén Soan, | hién: 2,5x 10"* A 152.000
pimsie, | (sthor || oo | P T | G0 | TooB | gt
xétnghiém | AgRapid | Korealnc/ | -TB-CT | Mei- | Himg, Quan |- Do chay: 0013587 | tri¢ (e it
Khang nguyé ; ; Dich 7, Thanh | 93,3% o® thué GTGT
1ang nguyen | Test Device | Han Quéc s e g 465 test/thang
vi rat SARS- (Nasal) Ky thuat | Pho Ho Chi | - Bd dac hiéu: 5%)
CoV-2 trong Luc Tinh Minh 99.4%
dich miii
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2. Sir dung cung may xét nghiém mién dich:
- a. Nhdp khau: :
Tén
tra::g Thong tin
thiét 5 O o tém tit hié
bi/sinh | Hiing/Nuée So glﬁy Tén Céng bia chi ".,:tét 2“'3“ Kha niing | Gid bdn
: Chiing loai | = hép nhi ha Cén W ién hé ; ong bé
TT ha g loa P phép nhip ty nhip ong ty % Lién hé cung irng/ | cong bo
pham sdn xuat Khiu khiu nhép kha phim do domn h4 Py
chan R vi sén xuit thang (dong)
doén in cdng bd
vitro
‘ 10.000-
Lumipulse 200'0(_)0
Trang G SARS- test/ thang
th!ct b;; Y| Cov-2Ag tuy;nhu 13):897.890
té chan SRR s cau dong/ hop
dodnin | ion (720.000 | 42 test
VIO XCt | Cartridges A003 Cao éc il
nghiém i An Binh. sé thing cuoi
khang n ey i nam 2021)
nguyén | Lumipulse | Fujirebio | 17386NK/B | (On€1 | 787 Ly Bin o
virit || GSARS- | Inc,Nhit | YT-TB-CT | 0o | i T | pg nhay (so gl 2.990.000
- | Cov-2 A Ban 27/1/2021 u T'ho Hoa, | . o 0912257469 : x 5
SARS o g HCM Quén Tin sanh voi (18006244) buachay | dong/ hop
CoV-2 | Calibrators i x| PCR): 100 % 4x4x0.5mL
1 s Pha, TP. Hb e S
trong Set Chi Minh - DQ dac hl@u
dichty | Lumipulse (so sdnh voi
hiuhodc | G SARS- PCR): 99,3% , 3,700,000
dich CoV-2 Ag Puchay | dong/ hop
nude bot | | Control 6x2xImL
T d o
PCACh Lumipulse : in0.00E)
cung bu chay dong/ hop
QA G SARS- Vi
Ay 3(et CoV-2 A 1x20 6ng
nghigm | >0/~ 8 CongtyCS | 48-50M
mién Extracpﬁm 17260NK/B | phansin | Hoang Quéc Ping Nhj . b
dich - | RO YT-TB-CT | xuitkinh | Viét, Phuong Nuong | GOS8 chuathuchién
o 18/1/2021 | doanh duge |  Phd Mg, (653880034 | MHPKhAL s pRAmmy
va trang Quién 7,
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Nasopharyn thiétbiy t¢ | Thanh phd
x swab Viét M§ | H6 Chi Minh

IL. XET NGHIEM VAT LIEU DI TRUYEN SARS-COV-2:
1. San xuit trong nuéc:

Pia chi Thong tin tom Kha R
. B ok Tén Cong | Cong A tiat hidu ning Lién hé Gid ban
TT Tén trang Fhle? bi chin S6 dang k¢ ty ding ty Tén Cong ty sin phim do ln"mg‘ cing b6
doan in vitro - san xuat % £ cung cap/
ky ding don vi sén xuat (ddng)
5 o £ thang _
ky cong bo
Bj trang thiét bj y té
chéin do4n in vitro phat
hién RNA cia vi rat 372A/8 | Chi nhanh Céng
Corona (SARS-CoV-2) Hb Vin |  ty Cd phin
i Hué, | Coéngnghé Viét e Ong Vii
iVA - % ¢ =
LightPower ""SARS- | 5440001 DKLH/ | e Phudng | AtiBimh | S RenpBa |k dies
CoV-2 1* RT-rPCR Cong ty hién: 5 ban :
¢ BYT-TB-CT 3. 2y 09, Duon Shs 0813.545. i
Kit ; Co6 phan 2 . | sao/phan ing 470.000 |
1 ngay Con Quin (1/9A Quoc 1§ |~ Balay: 543 3.000.000 ddng/test!
(Phthign ving gen N | 04/122020 | 8. | Pha | 1A, Khupho |50 W test/théng
dichiguciavirat | (Sédangkyco | "8 '* | Nhugn, | BinhDudng2, | p o niEs
SARS-CoV-2. Xét gia trj 05 ndm) Thanh Phubng An | 400, £
nghi¢m nay dwoc thuc phd Ho6 | Binh, Thanh pho e
hién bang phuong phép Chi Di An, Tinh
Real-time RT-PCR trén Minh Binh Duong)
cdc mau bénh phim
dudmg hd hiap)
2 | Bj trangthiécbiyé | 2000002DKLH/ | Congty - ‘I‘)'l‘]‘:) Chi nhanh Céng ;fii;.‘!‘]’_‘ ;‘1‘;}]"’"“ 1600.000 | 300.000
chan dean in vitro BYT-TB-CT Co phan Vinh ty Co phan Sao carlifhitma: test/thang | dong/test

' 470.000 ddng/test v6i don hang dudi 500.000 test; 367.500 ddng/test véi don hang tir 500.000 test dén dudi 1.000.000 test; 315.000 dbng/test v&i dom hang tir
1.000.000 dén 5.000.000 test; 220.500 déng/test véi don hang tir 5.000.000 test.
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phat hién RNA ciia vi ngay Sao Thdi | Humg, | Théi Duongtai |-D6 nhay: Ong
rit SARS-CoV-2 04/12/2020 Duong | phudng Ha Nam 100%; Nguyén
One-Step RT-PCR (S_() df’mg ky co Vinh (Khu cong - B¢ dac hiéu: Tién
covid-19 Kit Thai gia tri 05 ndm) Hung, nghi¢p Pong | 100% Giang
Duong Multiplex-3 FeL e s e
7 odng ong Vin, thi
target gfnes V‘ers:on 1.0 Mai, xa Duy Tién,
(Phat hién ving gen N Thanh | tinh Ha Nam,
dic hiéu cia vi rit phd Ha Viét Nam)
SARS-CoV-2. Xét No6i
nghiém nay duge thue d
hién bing phuong phap
Real-time RT-PCR trén
cac miu bénh phém
dudng hé hap)
B§ trang thiét bi y té
chin dodn in vitro phdt
hién RNA cua vi rit
SARS-CoV-2
RT-LAMP COVID-19 S6 nha
KIT THAI DUONG 92, phé | Chi nhénh Céng
Version 1.0 Vinh | ty Cd phén Sao Bt
Gt b Hung, | Théi Duong tai | - Gidi han phét 2
gj‘;;:‘g‘N‘f; 23;‘ 3: TTB-TT-1021 | (oo |phuong | HaNam | hién: 10 phicn N,%,‘i’g cn
it SARS-CoV-2. X¢t | Nedy 20/5/2021 Cd phin Vinh (Khu céng ban/phén tmg; IR
PSR (So6 dang ky co sl Hung, nghiép Pong | - D6 nhay: Geirg 300'090 3;8 00
r{ghlf:,r;n nay dugc thu’c i tri 12 tha Sao Thai i Vin. Phut 100%- 09166013 | test/thang | dong/test
hi¢n bang phwong phap g ang) Duong Ql{an :? e IMOLE 00%; 88
RT-LAMP tir mau dich Hoar_lg Déng Van, thi | - D§ d3c hiéu:
hiu hong hodic e Mfll, )‘(ﬁ Duy Tién, 100%
dich ty hau ngudi sau Thanhy | Aot HENam,
khi tinh sach. Két qua p}:;éli-la Vigt Nam)

cia xét nghiém nay
phai dugc phin tich
cling vdi tat ca cac két
qua xét nghiém lam
sang khdc.)
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Bp trang thiét b y t¢
chin dodn in vitro phdt
hién RNA cia vi rut
SARS-CoV-2 6 nha
Real-time RT-LAMP 92, phd | Chi nhanh Céng
COVID-19 KIT THAI Vinh | ty CéphanSao | Gi6i han phat
DUONG Version 6.0 Hung, | Thédi Duongtai | .. o Dk A
: TER-TT-11:21 hudm Ha Nam hign: Q.67phien} _ Ong
(Xétnghigm phathien | 0o | Congty pvmhg (Khu cén ban/pL; Nguyén |
RNA ctia vi riit SARS- sg‘ 5(’3, v os | Cophin | = D;g - Pé nhay: Tién 300.000 | 385.000
CoV-2. Xétnghigmnay | SOUANBkyco | o gy [ IME, nghigp BOng | gg 1gey Giang | test/thang | ddng/test
duoo thyc hign bing | &6 i 12théng) | “py o | Quén | Van, Phuong | pg gacpigu: | 09166013 | - 2
phuong phép Realtime Hodng | Dong VAR, thi | 500, 88
RT-Lamp trén cic miu ba, i Duy‘r T, ‘
dich hiu hong, dich ty Thnh- |  tinh Ha Nam,
hau cia ngudi. Két qua pho‘P_Ia Vige Nam)
ciia xét nghiém nay phai Nou
dugce phén tich cing véi
tht ca céc két qua xét
nghiém ldm sang khac)
B trang thiét bi y 8 Khu | Congty Cf‘)_phﬁ‘m - Xét nghi¢m
chén dodn in vitro xét Cong Dugc pham mau riéng lé:
nghiém ARN ciia vi riit nghiép | AmphaOnco- |+ Giéi han phat
SARS-CoV-2 Cong ty Nhon | Chinhanh KCN | hién: 7,2 bin :
C6 phéan Trach Tén Binh sao/phan imng. Ong
AMPHABIOHT- | TIB-TT-07-21 | PR | 3550 | 0op 153 | +Dpnhay: Phong | 600.000 | 179.800
HITHROUGHPUT | (Sodiangkyco | 2 Hiép | DuomgCNI1, |100% 09034213 | test/théng | déng/test?
PCR COVID-19 KIT | gid tri 12 thing) | , P icp tromg UL, L extithigng | Congites
Ampharco | Phudc, Khu cong + P dac hicu: 13
(Pinh tinh phat hi¢n vi US.A huyén nghiép Tan 100%.
riat SARS-CoV-2 trong Nhon Binh, P.Tay - Xét nghiém
miu bénh pham duong Trach, Thanh, Q.Tdn | gdp mau (100
hé hép trén, dudng hd tinh | Phd, Thanh phé | méu):
£ S}’x dung céng nghé gdp miu vong 2, voi s6 lugng phan (mg kit phét hién (Detection) bing 20% s6 kit tién khuéch dai (Pre-amplification). Cu thé don gia timg thanh
phén:
1) B tidn khuéch dai gen vi rit SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 PRE-AMPLIFICATION KIT :139.000/test
2) Bo phit hign vi rat SARS-CoV-2, AMPHABIO HT-HITHROUGHPUT PCR COVID-19 DETECTION KIT : 204.000/test | il
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hz‘ipﬁdué’i dua trén ky Pong | HO Chi Minh, |+ Giéi han phat
‘ thulz_zt- kl:}tlxech dai fmlt' I\\(I?i, Viét Nam) hién: 6,4 ban
nucleic theo nguyén ly iét sao/phéan img,
nested hetaplex PCR va Nam) + D0 nhay: s
phén tich ph6 bién tinh 98,7%.
cuia san pham khuéch + Do dic hiéu:
dai. San pham sir dung 100%
xét nghiém theo chi_én
Iwge gop mau, cb thé 4p
dung xét nghiém mau
riéng 1)
" Bp xét nghiém dinh
tr’nh RNA SARS-CoV-2
MULTIPLEX
SARS-CoV-2 Céng ty Cb phin
- Detection Kit s Brilitas
i Fer - A i Pharmaceutical o ;
ey gy 8 | v | e | g
Pt | o | ph | o (SIS MBS |
¢ x ~ gay 2 2 = i B 3 - % by
CoY—Z tfong mau bénh (S6 dang ky c6 | Pharmace 07, Hau, Hiép - D§ nhay: Dirc Toan 1.600.000 dong/test
pham dich ty hau dua RRgaNg Ky.cO : Phude, KCN | 100%; 0283950, t/tha (chiza bao
oo S0 0| gidtri 12 thang) | uticals | Quén3, b i 0988 hoxc | tesV/thang 3
trén k¥ thuat khuéch dai Thénh Long Hau, - D§ dic higu: Ouc suin
d‘éng]ljhiit"tr}l;mg giap ph(") HS hgy?n C‘i‘“m 99,1% 03828205 VAT)
von;;higp I:E op budc Chi LGIUQ:’ tl{l{l.]
n ma ngugce Minh ong An, Viét
(RT-LAMP). San phim Nam).
sir dung trong xét
nghiém sing loc nhiém
SARS-CoV-2)
Hg théng xét nghigm | TTB-TT-1421 | Congty | 503 |Congty TNHH | _gig o 4] 8 s 3
dink tinh RNA | Nedy 13772021 | “TNHH | dudng | Mot Thanh Vien | far el Pat Ong T | 100,000 | 170000
SARS-CoV-2 gém: | (Sodangkycé | Mgt 30/4, | Sinh HéaPhil | copies/pl: 9481886 | test/thang | dongftest
gid tri 12 thing) | Thanh | phuomg Sa i (chwa bao
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Bo xét nghiém dinh tinh
RNA SARS-COV-2,
chiing loai: READY
SCoV2 SCREENING

KIT; Thiét b ii va doc

két qua:
SPOTCHECK SC48

(Phat hign SARS-CoV-2
trong mau bénh phdm
dudmg h6 hip trén (hén
hop dich hong, dich siic
hong), dudng hd hip
duéi (dom, dich phé
nang, dich ndi khi quan,
dich méang phéi...) dya
trén k¥ thuat RT-PCR
co ban va hé théng
SPOTCHECK doc san
phém khuéch dai. San
phém sir dung trong xét
nghiém sang loc nhiém
SARS-CoV-2)

Vién Sinh
Héa Phit
Sa

Hung
Lqi,
quén
Ninh
Kidu,
thanh
phé
Cén
Tho

(166, dudng
Nguyén Vin
Cir, phwong An
Binh, quin Ninh
Kiéu, thanh phd
Cén Tho, Viét
Nam)

- B§ nhay:
88%;

-Po dic
hiéu:100%

15-20
thiét bi i
va doc két
qua/thang

gbm
VAT)

‘dong/ thiét
biuva
doc két

qua (chira
bao gdm

VAT)

130.000.000 |
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2. Nhip khiu:
Tén trang £ ok Eolbozaa Ll
thiét bi/sinh | - Hiing/ S“fg“” TénCéng | Dija chi T';“.’Pg b s Khi ning | Gif bén
TT phﬁm chén e Nuéde san p1ep ty nhip Cong ty R IMANEG SAR .| Lién h¢ | cung irng/ cdng b
! loai 3 nhap & 5 z | pham do don vj san \
dodn in xuat % khau nhiip khau Py x thing (dong)
3 khau xuit céng bo
vitro
- Gi6i han phén tich;
LoD udc tinh cua Cé sin véi
mé hinh Probit 95% s luong
cobas® . 14.25 ban sao/mL i6i han tai | 55.000.000
Ting 27, |(95%CI: 1758 A e ;
SARS- o B i khohang | dong/bd
T thidt | cov=2 Toanha | ban sao/mL) cho 5i dia. Da 192 test
iy el R Pearl Plaza, | SARS-CoV-2 (Bich | . | B4 B8
1 bt 16266NK/ | .. 561A Dién | 1) va 32 ban sao/ml 08 e
doan in vitro Roche Cong ty o ! e Truong | cip nhu ciu
; S BYT-TB- Bién Phu, | (95% CI: 21 -173 e 1ok
xét nghiém Molecular TNHH : i Thi T6 | vuot qua sd
1 ik CT Phuong 25, | ban sao/mL) cho
) s Systems; nga Bodke Quén Binh | pan-Sarbecovirus s hrgng
Corona Inc./My £ay Viét Nam 2 i 0973.4 théng
5 19/8/2020 Thanh, (Pich 2) :
dimg cho 5 £ e . s 01.035 thudng,
Av PCR cobas® Thanh pho | - D§ dac hiéu phan khiéch ki2n
iy SARS- Hé Chi | tich: khong phan o 08 | 8.000.000
CoV-2 Minh g chéo vai cac vi ik thLi 8 | ddng/ hop
Control ritt, vi khudn duong cap ONE | 16 x 1ml
Kit hé h i"ip tm‘trucrcxlt
- P mhay, d6 dsic nhit 4 tuan
hiéu: 100%
‘ . - Gidi han phat hién: A 10 triéu
| l;ri”“;% i};:;t; Genesig | . o | IS47NK/ | o duiyl?lbzlf | 0.3 copies/yL Tr?r“g test/théng
by M0 | @ Real- € |'BYT-TB- | FrEl e LA | _Bg dac hiéu phan "8 | (Pathang | 51.000.000
dodn in vitro | ' ... n Ltd /Anh Co6 phén Ma3, P.15, 5 i : Hoai 2 x =
; b Time £ CcT o ] tich: khéng phan 2 2-3 tuan). | dong/ hop
2 x¢t nghiém Quoc thiét bi y Q.10, ik B e g Vii el
12, PCR ngay 2 oo 3 . | Ung chéo vai mét s Hién tai co 96 test
vi rat t€ Vimec | TP.HOChi | .2 " 2 028386 A
Assay 27/5/2020 : vi rit, vi khuin 8 hop 96
Corona ‘ Minh : i 40888
duong hé hip test
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dung cho 2 - D6 nhay, d¢ dic g
: 67 Pho e 3 Ba
thy BCR 15363NK/ Céng ty Quang, hik:196% Nguyén
BYTIE i | | Rhee Thi | 480.000 | 48.000.000
OF " Lirgniyier | Qv Tao Thanh |\ thang | ddng/bo
ngay by;; = : Binh, Tp. Hoa & :
27/4/2020 Ho6 Chi 0906.3
Minh 67.955
196/1/22
il Cong Hoa, iR
15673NK/ | C2"81 | Phumg 12, i
Abbott BYT-TB- | P8 | QuinTin A 57.600.000
.z, | RealTime CT y nght Binh - Gi6i han phat hi¢n: | Qué 0.000 test ddng/ hop
Trang thi€t |o ) pg oV : va Cong o (e s Chi | (hop96
bi v té ché -0 Abbot ngay « ~ 2 | Thanh pho copies/m 96 test
1y (c chan ) ott ngh¢ Cudc X p - D6 dic hiéu phén 0986.6 test)
doaninvitro | 2. .| Molecular | 08/6/2020 | °= HO Chil, <he Sl ol 83.307
: .. |Amplificatio| SOng : :ar | tich: khéng phan 3.
xét nghiém P Inc., Hop Minh, Viét : £
i n Reagent N Nam img chéo véi mdt so
VL Kit; Abbott Ching fanoe : vi rit, vi khuin
Corona Re,alTime Hoa Ky S6 101 —B8 dm‘:m’ hé hi G
dingcho  |o\be' v | 15369NK/ Lac Trung, | “5af 0 ef see | Nguyén | 30000 ;
méy PCR BYT-TB- | Céngty |P.VinhTuy, | o0 i €9 BUYEN | (est/thang | 57.600.000
2 ge s higu: 100% Viin ;
Control Kit CT Co phéan Q.Hai Ba [ Diin (hép 96 | dong/ hop
ngay Bio-med | Trung, Ha 093 689 test) 96 test
27/4/2020 Ngi, Viét 95 67-'7
Nam 7
S0 17,
.z Pudmg s6 | - Gigi han phat hién:
e o | R bt | i
g 15556NK/ "8 | Hoa, Ap S, |- Do dic hiu phan g
dodn in vitro TNHH b e Nguyén 390.000
; i SQD52- BYT-TB- x Xa Phong | tich: khong phén Z 3
xét nghiém K100: Solgent Co., CT Cong Phi Vi chio Ve mbtsh Tan | 40.000 test/ | dong/test
vi rit > |Ltd, Han Quéc : Nghé Sinh i £S S0 1S Huy thing | (ty thugc
Chroca ngay fio0 Kho H.Binh vi rat, vi khuan 02837 &1 4
: 26/5/2020 | "€ ™03 | cpanh, | dudng hé hip ; e
du'ng cho Thuong | on phé | - D6 nhay, d0 dic 612606 dicu k:t,tn
mayhex HChi | higu:100% o
Minh
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g chéo v&i mét sb
vi rut, vi khuin

.z 489A/23/18 | - Gidi han phat hién:
Trang thiét 3 Hus i 3
Biyite ohis uynh |4 COpIES/]J].r_, Ba
Fodi i ) I5577NK/ | Céngty | VanBénh, |-PJ dac hiéu phin | Nguyén
; e . BYT-TB- | TNHH | Phudmg 13, | tich: khéng phan Thuy 35.000.000
xét nghiém Kogenebiotech, i i E X ; gD 5 1.000.000 X i
iy R6900TD g P CT Cong nghé | Quén Phii | img chéo véi cac vi Mdéng dong/ hop
vi it Han Quéc : g AT g 2 z 2 test/ thang
ey ngay Y sinh Nhudn, | rit, vi khuén dudng | Huyén 100 test
: dﬁgr o 27/5/2020 | Nam Anh | Thanh phé | ho hip 091281
e HO Chi | - D§ nhay, d6 dic 7802
y Minh | higu: 100%
100.000
test/ tudan
Trang thiét % A (twrong img
ST LiliF™ Thén A :
biytechan | ~oumn | iNRON | 1567INKY | . Phuong | - Gi6i han phat hiégn: | OP8 | khoang | 350.000
doan in vitro ; Cong ty iy . Trinh 400.000 dong/test-
i 2 19 Real- | Biotechnolog | BYT-TB- Hanh - xa | 1000 copies/pL y ;
xét nghiém | . TNHH Sy gl T Ba test/ thang) 440.000
e time RT- y CT e Tén Tién - | - B dic hiéu: - Do : FEHE 3 3
vi rat . . ] Thiét Bi % A Binh Luén sén dong/test
PCR Kit Inc./Han ngay huyén nhay, do dac hiéu ; . )
Corona 4 B.D.E 4 024.66 sing (thy theo s6
; .| (IPH2150 Quéc 08/6/2020 Chuong | 100%
~dingcho |’ 5.50) | My, Ha Ngi 807528 50.000- lugng)
miyPCR | o 100.000
test trong
kho
= Gidi han phat hién:
s s1, ngd 0,5‘ cop[eﬁs/uzL d;f:h
. : ; dudng ho hap trén
Trang thiet 205, ngich (ABI7500 , LC480);
bi y té chan STANDAR 323/83, ik .7 | Ba Vi
; ™ 15865NK/ . 0,25 copies/pL dich :
dodn D'MM ; Cong ty dudng : AT Thij
e : SD Biosensor | BYT-TB- Ak " dudng ho hap trén 28.901.376
in vitro xét | . nCoV Co phany | Xudn Binh, | ~. : Huong 250.000 X A
e ) Inc., CT i . va 0,125 copies/pL 7 p dong/ hop
nghiém vi |Real-Time ; £ ; te birc phudng SSee . # Ly test/ thang
: : . Han Quoc ngay ; DT vdi dich duong hd 96 test
rut Corona | Detection Minh Xuén Binh, | : i 098877
: E 09/7/2020 T hap dudi (CFX95);
ding cho Kit quan Béc A ety 3 8790
\ i - D6 déc hiéu phan
TapEcs e B [ T P
Ha Noi : khéng phan

3 50-30.000 test: 440.000 ddng/test; 30.000-50.000 test: 400.000 déng/test; 50.000-100.000 test: 370.000 déng/test; >100.000 test: 350.000 dong/test
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dudng hd hap
- D6 nhay, d¢ dic
hiéu : 100%
L6 8-
CN18, Khu
cong nghiép
I589SNK/ | ong tycb Q ail N l?lafen
BYT-TB- | 326 % o o 44.100.000 |
phén cong phudmg Thi Ta | 60.000 test/ Lt
CT " i A i dong/hop
2 ngh¢ Khai Minh ~ thang :
ngdy | [ovitec | Quang 098233 Toliest
T iz 09/7/2020 ; > | - Gidi han phat hién:
rang thiét thanh phd : 1684
bi v (2 chi 380 copies/mL
i y t¢ chan Vinh Yén, a o A
e SARS- A o - D) dac higu phin
doan in vitro tinh Vinh ; 3
; .. |COV-2R-| . ; ; tich: khéng phén
xét nghiém .| BioMerieux Phic ; P =
+T0ik GENE (Ma —— ung chéo véi mdt s6
vi rat 2 | SA -France 23 Pai Lo (BB R, 3
séan pham: A vi rit, vi khuén
Corona Poc Lap, g o i
: 423720) . duong ho hip
dung cho Khu cong _Pé nhay. d6 dac
méy PCR 16945NK/ nghiép Viét s =
A iéu : 100% Ta :
BYT-TB- | Cong ty Nam- Minh g
CT TNHH Singapore, Cudn .6.000 367.500
ngy DKSH phudng 09131%1 test/thdng | ddng/test
26/11/202 | Viét Nam | Binh Hoa, 0845 S h
0 tp.Thuin
An, Tinh
Binh
Duong
.2 4 - Gi6i han phat hién:
Trbg thes | NIASLIR S051,n80 | 1o copies/phanimg | o,y e 28.502.400
bi y té chan | E SARS 205, ngach S i Ba Vii y A
Kok v 16169NK/ a - P§ déc hiéu phan X ; dong/ hop
oan in vitro | CoV-2 Cong ty 323/83, R ! Thi o ]
£ CerTest BYT-TB- g7 Ay ; tich: khong phan 3 96 test
xét nghiém Real : Co phany dudmg : . 25 . « | Huong | 50.000 test/
K : Biotec,S.L., CT ey i img chéo v&i mot s6 ; A5
vi it Time = té buc XuénPinh, | .2 . 2 Ly thang |
Tay Ban Nha ngay 5 vi rat, vi khuan 19.005.840
Corona PCR Minh phudng ; P 098877 2 y
: : 19/8/2020 Er e dudng hé hap dong/hdp
dung cho | Detection Xuén Pinh, A A 8790
. S PR - D6 nhay, d6 dac 48 test
may PCR Kit quin Bac higu : 99% 5
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Tur Liém,
Ha Nbi
S6 51, ngd P
Trang thiét | AccuPo 205, ngach ég’ ::Zl ?2; L;::;: l};:;n.
biytéchin | wer® 323/83, i el B T
Rt 16170NK/ i : ~ | - D6 ddc hiéu phin :
doan in vitro | SARSCo 2 Congty |duwébngXuin |, ° "~ i Thi
; i Bioneer BYT-TB- e 7 tich: khéng phan 15.250.200
xét nghi€ém V-2 . Co phan y Binh, 5 o . 4 | Huong [ 50.000 test/ ]y
10 it Corporation, cT P ; irng chéo v&i mét s6 ; . d6ng/ hop
vi rit Real- £ X té PBuc phudng ke x Ly thang
; Han Quoc ngiy 3 R vi rat, vi khuan 50 test
Corona Time 19/872020 Minh Xuin {-)lph, dudmne hé hi 098877
ding cho | RT-PCR quin Biic L 8790
: Z o - B¢ nhay, d¢ dic
may PCR Kit Tir Li€m, hidu: 100%
| HyNgi |7
- Gidi han phat hién:
4,167 copies/m]
- B§ dic higu phan
c'x tich: khéng phan
gi"‘“t% gl‘]'::l $620 - ngd | img chéo véimotsd | o 30.500.000
d(;él:l TS N 16379NK/ | Congty |7 -pho Thai | virit, vi khuan N gén ddng/ hop
AR p BYT-TB- | TNHH Hi- | duonghé hip S 100 test
xét nghiém 2019- | Seegene Inc., R 3 7 o5 Xuan | 40.000 test/ 3
11 i : £ CT Thiet bi y phuong | - B§ nhay: 100% : . (Bao gom
vi rit nCoV Han Quoc £ 2 2 i Thanh thang < La
1 ngdy t€ Phuong | Trung Liét - | - B ddc hicu: vilt tir ti€u
Corona Assay A ok S I 024357
5 ‘ 19/8/2020 béng quan Bong | + 93,07% (mau hat hao chay
dung cho B ! e : < 38301
: a - Ha Ngi | miii hong, dich phét may)
may PCR hiu va mi A
; ‘ au va mili hong va
rira phé quén)
+96,84% (mau
dom) !
Trang thiét ! Allplex 9620 - ne | - G161 han phét hign: 3 3§ézg)i10§0
biytéchin | SARS- 16984NK/ | . < ES | 5000 copies/ml Ong P
e oéngty |7 -phd Thai o g n % 220.000 100 test
dodn in vitro | CoV-2 BYT-TB- 7 - P dic hiéu phan | Nguyén : 1
; i I'NHH Ha - ; 2 i 4 test/ thang | (Bao gom
xét nghiém Agsay | Seegene Inc., CT 2w ¢ tich: khéng phan Xuin L i
12 iy : z 3 Thiét bi y phudng : s T i vat ur tiéu
vi it (RV1024 | Han Quoc ngay & Phuone | Trune Liat - | "8 chéo véi mét s6 | Thanh hid aha
SARS-CoV- |  8X) 26/11/202 NG| SRS = | vi it vi Kifin 024357 o
2 diing cho '—— 0 Rong | quanBong | o liks 38301 mniy)
ity PEE. | Allplex Pa - HaNgi | - D6 nhay - 100% Cong ty 15.250.000
Y SARS- PR : chua thye | déng/ hop
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CoV-2 - Do déc hiéu : hién nhap 50 test
Assay 96,7%. kh?u san | | (Bao gom
(RV1024 pham nay : | vt tu tiéu
7Y) hao chay
may)
.z 2t - Gigi han phat hién:
Trang thiet | Alinitym £ :
biy té chin [SARS-CoV{  Abbott 86 101 B8 I} [(Dcopieapl:. Ong
s L . 15369NK/ Lac Trung, |- D dic hiu phan % -
doén in vitro 2 Molecular ~ . e ] Nguyén | 100.000
; ik . BYT-TB- | Céngty |P.Vinh Tuy, | tich: khong phan ; 115.200.000
xét nghiém | AMPKit; Inc., Hop PO e St b Aen o Vin test/thang 3 n
13 s Y = : 2 CT C6 phan Q.Hai Ba | {mng chéo véi mét s6 £ o ane | dong/ hop
vi mit Alinitym | Ching Quoc : : ] B TR 2 Diing (hép 192
R ngay Bio-med | Trung, Ha | virit, vi khudn ; 192 test
Corona  [SARS-CoV{ HoaKy i . A 0936.9 test)
3 27/4/2020 Nbi, Viét | dudmg hd hap :
dung cho 2 Mas - D6 nhay, 46 dic 95.677 i
may PCR | CTRLKit higuz 1 00%
Trang thiét | lcopy 307/28/9 it
bi y té chin |COVID-19 Cong ty Pudmg '00'50‘909
dodn qPCR TNHH Nguyén Nguyén fostd the
£ 0 S ; ; : 17644NK/ :. | - Gi6i han phat hién: 4 tuy theo
in vitro xét |Triplex Kit Thuong | Van Khoi, : iilis Thi X 300.000
s s : 1Drop Inc., | BYT-TB- sl 3 5 copies/phan img nhu cau 1 4
14 | nghiém vi | (Misan A z mai Dich | Phudng 8, i a Nhung | dong/ test
. 2 Han Quoce CT . 2.7 | - Do nhay, do dic
ERA 0332021 | VH | QUAR OO | higy - 100% 034300 | pign vy
CoV-2 ding M23MD100 MEDIVIS | Vap, Thanh G 1350 ’
A LA kho: 100-
cho may T) ION pho Ho6 Chi 10.000 test
PCR Minh 3 ‘

225.000 dbng/ test v6i s6 lugng >100 hop 100 test (Mua 3 tang 1, hd trg cho mugn my téch chiét (néu don vi cin)

4 300.000 ddng/ test véi s6 lugng 1-20 hdp 100 test ; 240.000 ddng/ véi s6 luong 21-99 hop 100 test (Mua 4 ting 1, hé trg cho murgn may téch ghiél (néu don vi cAn);




- Gidi han phat hién:
S ol 500 copies/m (d&i
e , v6i SARS-COV-2);
thigtbiy & | QlAstat- Q(‘;AGEN J pUZh-ng0 |- Kempplitning |- g 17.600.000
2 oy mbH, Congty | 7-pho Thai | chéo véi mot s6 vi x 3 x
chin doénin | Dx® G 17907NK/ HH H3 i 2 3 Nguyén dong/ hop 6
hathién [Respirato i R o L iy iy kimin duong Xuin 1.800 test bao
15 g il hodc Thiétbjy phudng | hd hap ‘ x
SARS CoV- | SARS- STAT CT £ o o 3 Thanh | test/thing | gbém vét tur
2 . TAT-Dx t¢ Phuong | Trung Liét - | - D) nhay : 94,32% e
12 va2l tic CoV-2 Li 22/4/2021 A Vi 024357 tiéu hao
S i ife S.L., Déng quin Bong | (d6i véi SARS COV .
nhian ho hap | Panel iy Ban Nk Pa - Ha Nai | 2): 38301 chay mdy
khac ding ‘ Tay Ban Nha a - Ha Noi | 2); b -
‘| choma ~Boage fuell
A Y : 90,48% (dbi voi
, SARS- COV-2)
L XET NGHIEM KHANG THE KHANG VI RUT SARS-COV-2:
1. Test nhanh: .
a. San xuat trong niréc:
] ; Thong tin tém Kha
Tén trang thiét bi Tén Diachi | Tén Céng | tit hiéu niing o Gikbikn &
TT chin dodn S6 ding ky Congty | Congty ty san sin phim do Lién h@ ng e RIRE
e 3 ; ., 4 ; cung cap/ bo (dong)
in vitro ding ky | dang ky xuit dom vij sén >
£i. £ thang
xuit cong bo
Khay thir xét nghi¢gm .
dinh tinh khing thé Cym | Céngty |, . B7C8 pha'l X
¢ 2 S 5 ién: ng/rp 92.400 dong/
IgM, IgG khang vi rut Cong TNHH BRI 2
’ e A voi khang thé test (chua bao
SARS-CoV-2 nghiép | Medicon A S
ik Trurdng (Cum khang g0 Ong Pao gomvat b,
Trueline COVID-19 | TTB-TT-08-21 Cone t e Can khang SARS- Pinh Khi phu kién)
IgG/IgM Rapid Test | Ngiy 20/5/2021 gy > "8 | cov2va 3.120.000
r 5| (ed emeies | | _an DEhIEP | ysong/mlvei |096B031000/\ o hing | 97.650 déng/
(Dinh tinh phat hign | (°© dang Xy Medicon | Khanh, | Trudng SO 0968031021 By e ;
; 1 gid tri 12 thang) - khang thé IgM test (bao gom
khéng thé (IgG/IgM) huyén | An,xd An khing SARS Hohr sk
khéng vi riit SARS- Hoai Khénh, | “'ng i "‘-‘k.: P
CoV-2 trong méu toan bire, huyén _ lga'u;h 4 ién)
phén, huyét thanh hoic Thanh | Hoéi B, | ..o &l e
huyét trong ngudi. ohe s
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San pham st dung phé Ha | Thanh phé | phim trén cdc
trong gidm sat huyét Noi Ha Ngi) | mau lam sang
thanh hoc, gidm sat da duoc xac
dich t& hoc x4c dinh nhén am tinh,
tinh trang phoi nhiém dwong tinh véi
v6i SARS-CoV-2 va hd SARS-CoV-2
trg chén doan & giai bang PCR:
doan sau 7 ngdy khai + B§ nhay: 7
phat) ngay sau khoi
phat 14 40%, 8-
14 ngay sau
khi phat 12
91,00%, > 15
ngdy sau khéi
phat la
97,69%;
+ D0 dic higu
tuong quan:
100%;
Khay thir xét nghi¢m _Gigih .
dinh tinh khing thé Trung tdm hg:fltaialr:;:r}llat
khdng virit SARS- Nghién |y ong.
. uong
CoV-2 ciu san | 160n0/mL
Polyvac COVID-19 Trung | j361s ":ﬁ: :zc (Ing/XN)
Ab Rapid Test/ tim Pric sinh phim | P4n8 thé
IVD.Rapid.CoV-2 Ab | TTB-TT-12-21 | Nghién Quﬁ; I:é khang protein o
( Dinh tinh céc khang | NEY 18/6/2021 | ciusin | poip, \ NoiaSARS- | o0& | o0 000 | 3017375
(hé TgM/1gG khingvi | SOdangkyes | xultvac | oot | g1g iy | COV-2 K Divg Hikn | test /thang | 9928 /00P (25
: gid tri 12 théng) | xinva e, qua doc miit g test)
rat SARS-CoV-2 trong : Thanh Hung, 0913236890
miu huyét thanh/huyét < i phé Ha | Phuong thiimg 14, (1)
firong ngudi dya trén phimy | "\ | Thanh T, | YAChovach T
T A e te g ~ | vdi cudng do
nguyén ly sic ky mién Quin
. v ;i 3 mau > 15
dich. San pham sir Hoang
agi | L : mAbs.
dung trong giam sat Mai ;
£ w . 1 'z | -Déanh gid
huyét thanh hoc, giam Thanh pho | . i il 6
sét dich t& hoc xac dinh g




19
tinh trang phoi nhiém Ha Noi, | dung Elecsys
v6i SARS-CoV-2 va hd Viét Nam | Anti-SARS-
tro chén doén & giai CoV-2 lam
; doan sau 7 ngay khai tham chiéu:
phét) + D0 nhay:
94.9%
+ P9 dic hiéu:
98,79%
- Ddnh gia
hiéu nang sir
dung phuong
phap RT-PCR
lam tham
chiéu
+ D nhay:
91,06%
+ Do dic hidu:
98,79%
b. Nhip khau:
‘ ; Thong tin
Tén trang Dia chi tém tat
thiét bi/sinh : - S6 gily | Tén Céng : higu ning Kha niing | Gid ban
2%y i ; ang/Nuwéc 4 Cong ty % x A G 2 A £
TT | pham chian | Chiing loai shn wukt phép ?hgp ty ntznép nhép sdn pham Lién hé cung irng/ cong bo
dodn in : khau khiu Kkhiu do do’nxvi thing (dong)
vitro san xuat
cong b
Sinh phim 286,
chén doan Dudng | -Dd
in vitro xét | SARS-CoV- ” Giai nhay:
nphign. | 2atibody G‘@“ngh"” 16;5;’%\?' GO | Phong, |8643% Ong Vi | 5 100,000 | 150000
khing thé | Test (lateral | . e 6 Phuong | dé dic Hoang Vigt | >0 ddng/
iotechCo., ngay Avanta Y test/ thang
IgM/IgG Flow Ltd/trung Quéc | 27/3/2020 DiAgnostes Phuong | hiéu: 0983.348.468 test
trong huyét Method) Liét, Quén | 99,57%.
thanh, huyét Thanh
trong, miu Xuén,
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toan phan Phuong
ngudi Liét,
Thanh
Xuén, Ha
Noi
-Dd
nhay:
+IgM: 5-
10 ngay
khéi phat:
16%; >15
ngay:
75%
Sinh phim Ting4sd | +1gG:
chén doén Covid-19 nha 21 ngd | >15 ngay
in vitro xét Shenzhen i 27 dudng | khéi phat: ‘
nghiém (2013mCoV) Lvshiyuan I9B0/BY L=} | Dhngsy Vii Ngqg 62,5% Ba Truong Céng ty chua thuc
khing thé | COFORAVITUS | pistechnolo Tbak o Ok Phan, |-Dbddc | ThiPhic | hignnhap khiu san
g IeG/IgM EY nga Dugc pham o g ! e ke e
IgM/IgG -Rf e Co., Ltd/ Trung gay ©P Phuong | hiéu:cé | 0978.297.789 pham nay
£ pid Test £ 06/4/2020 Phuic Son ; el
trong huyét Kit Quoc Lang H‘a, phan img
thanh, huyét Quién Pong | véi khang
twong ngudi Pa, Ha Noi | thé 1gG
khéng vi
mit
Dengue
(Theo
dénh gia
cua
NIHE)
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2. Sir dung cing mdy xét nghiém mién dich/Elisa:
a. Sdn xuat trong nwoc:
o . Kha
Tén trang thiét Tén Pija chi | Tén Cong Tl;:.l.lf Itllin t6n; i ning Gia bédn
TT| bichindodn S6 ding ky Céongty | Congty | tysin hﬁnf A d':gls L Lién hé cung | congbd
in vitro ding ky | ding ky xuat P xuit of ;g‘san cip/ (ddng)
i B thing
B¢ trang thiét bi
y r? chin ’daa"n. in - Gidi han phat hién:
vitro phit hign Khé néing phat hién
khing thé IgG khéng thé TgG
Khdng e khang vi rit SARS-
SARS-CoV=2, Tty bom CoV-2: | tuin sau
IVD.CoV-2 IgG :Ifuh;f; khéi phét 14 34,15%:
(Phat hign khang qulitvio | IR SO,
thé IgG khéng vi Tring | o roy | ¥y sinh, | BRERIROSES
riit SARS-CoV-2 tim 0 | philm yif [ ETsau Khiiphitla
f 2100093PKLH/BYT- " Prc, 97,97%.
tronB hurees thamh, TB-CT Ngiy Nghien. | | oen - Panh gi4 hiéu ning | »
huyét trong st /202?1 ciru sin HaiaBa (418 Vinh | 7 gm P IANE | g Nguyén | 200.000 | 7.900.200
1 ngudi bang (86 dng ky-c6 gibit xuatvac | o Hung, r's t'uS}g\RSe c(s:yif 5 Ping Hién test/ dbng/b)
phuong phap . | 0% n?im) gl Xin va Tha ni’ Phuong [‘n ]-h };.;0_ i 0913236890 | thang 96 test
ELISA. ' sinh e | i T, [T IRAUDENEIS
San phim sir phdmy | PROHA | o 4 " |+ DOnbay: 98,57%
£ N1 v + D6 dic hiéu:
dung trong gidm té Hoang 99 69% i
sat huyét thanh Mai, |“o h" e
hoc, giam st dich Thanh phé | . ;‘“ g'z i DN0E
t€ hoe xdc dinh, BENG, | Dt o
tinh trang phoi Viét Nam) | P'ap £ °TLR fam
nhiém véi SARS- than} chleu‘ B
CoV-2 vii h tro ot
chan doén ¢ giai 10 (? dgc higu:
doan sau 7 ngay 0%
khoi phat.)
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B trang thiét bi
AL -1 e
yté chan f‘foaﬁ in - Gi&i han phét hién:
yirop hm;hrgn Kha ning phat hién {
khing thé IgM khang thé IgM ‘
khdng vi rat " khéng vi rat SARS- :
SARS-CoV-2, Trung m | 5. 1 tudn sau
IVD.CoV-2 IgM E‘ih;:; khési phat 13 70,73%;
S ; 16 E ngdy 8-14 sau khéi
(Phét hign khing xual vac | st 14 92,05%; 2
t}’le IgM khéng vi Tl:ung 13516 | Xinva smP tuAn sau khéi phat 1A
rit SARS-CoV-2 tAm Pic. | PhAMY & | o7 570,
trong huyet thanh, Nghién e P T T T ;
hitydt trong TTB-TT-09-21 ciusin | 24 | @1gvih | PP i hiu ning | (ng Neuyén | 200.000 | 7.900.200
ngudi bang ,N gay 20{5/202.! .| xuét vic Tl Ba Hung, st 'uniRSe c(s:ysv 5 Pang Hién | test/ dong/bé
phuongphép | (SOdAngkycbgidtd | "o oy | TR, | phiding Anti-SARS-COV=2 | 4913736890 | . thang | 96 test
12 thing) ; Thanh . | 1dm tham chiéu: b ;
ELISA. sinh £ y1a | Thanh Tri, a A 0
. el x pho Ha i + D4 nhay: 97,19%
San pham sir pham y N6i Quin = e
% A Oi i + B§ dic higu:
dung trong gidm e Hoane | | on 10
sat huyét thanh Mai, |’ éénh ia hiéu ning
hoc, gidm sét dich Thanh phé | o B e
té hoc xéc dinh Ha Nai, phé[:l Rgrl_)PCR lam
tinh trang phoi VietNam) | \ham chidu
nhi¢m véi SARS- + Do nhay: 85,43%
CoV-2 va hd trg + D0 dic hiéu:
chin doén & giai 00

doan sau 7 ngdy
khéi phat)

95,77%
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b. Nhip khéu:
Tén
¢ ;
:;‘iléltg e Tén Dia chi Théng tin tém
bi/sinh i Hiing/Nuéc So giay Cong Céng ty tat hiéuz ning Kha ning Gia bin
TT ];h i Chiing logi sh it phép :ﬂn’jp ty nha sin pham do Lién hé cung irng/ cong bd
chin | khau nhgp Kh 55 don vi sdn ‘xui‘it thang (ﬂﬁng)
doknie: khau cong bo
vitro
SARS-CoV-2 2.931.915
IgG Calibrator ” A ddng/ hop 1
Trang Kit - Higu néing : d§ bt
Rl il - tuong hop
thi€tbiy | 24 d h £
té chin | SARS-CoV-2 MCh il s by 3.701.775
doénin | IgG Control B [y san XL ddng/ ho
oA p Thi khéi phat triéu P
vitro xét Kit Cong ty i : A 2x4 ml
& 7 Nghia, | chirng: Ong
nghi¢m 16211NK/ Co 4 %
; 2 Abbott Ireland 2 phudng | <3 ngay: Nguyén
khang thé ; P BYT-TB- phén P x A Y 16.139.445
1 IeG - Dla.gI?OSU(.S CT Dl Bén 0.00%; Cong Theo nhu cau dbne/ ho
e Division, ik o | Thanh, |3-7ngdy:25%; | Chién | thjtruomg ong/ hop
cuang L Ireland gay ®U | Quinl, |8-13 ngay: 028.3856 100 test
nit SARS- ; 19/8/2020 | Trung :
: Thanh | 86.36%; 4515
CoV-2sir | SARS-CoV-2 Uong 2 hé HE | >14 nedy: 100% 32.278.785
dung trén | IgG Reagent P R . ddng/ ho
méy phan Kit Chi - Hiéu ndng : 46 2%100 t.pt
tch mign Minh | tuong hgp 5“1. o 5
diiah theo nhém mau: 161.393.925
99.63% S
dong/ hop
3 2x500 test
Trang Tang 27, By | Cosanvéiso | 8.705.600
thiet bi y I589INK/ | Congty | Toanhd | B kag s T lugng giéi | dong/ bo 200
té chn . Roche BYT-TB- | TNHH | Pearl o 08 | han tai kho test
th Elecsys Anti- 1 . 99.5% Thj To BT
2 doan in SARS-CoV-2 Diagnostics CT Roche Plaza, |~ P6 dic hidu - Hos hang ndi dija.
vitro GmbH, Birc ngay Viét 561A 99.8% L 0973.401 bé cé thé 13.058.400
xét 09/7/2020 | Nam Pién o 035 | cungcdp nhu | dong/ bo 300
nghiém Bién ciu vuot qua test
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Phi, 0 lugng
IgM/1gG Phudmg thong Saal
vi rit a thudmg, L1450,
Carona Soran Cah khach hang | ddng/hép 4 x |
(SARS- | PreciControl BYT- Thanh cén cung cip 1 ml
CoV-2) | Anti-SARS- o Thanh théng tin
str dung CoV-2 1%%20 phé HB trrdre it nhat
trén may 3 Chi 4 tufin
phfm tich Minh G
micn dich 1000 hgp 24.824.100
Trang ACCESS Sé | - Do nhay: 0-6 2x 100 test/ | ddng/hop
thiét biy | SARS-CoV-2 18/299/4 | ngay: 70;2%; 7- thang 2 x 100 test
t€ chan IgG 8 Pudmng | 14 ngdy: 95,5%; . '
vitro xét | SARS-CoV-2 Bégﬁi?;“ Mai 99 1%. Ba Vii 100 hdp ddng/ hop
nghiém 1gG Cong ty o 8 ngay: 100% | Thj Thu § | 2x2.0ml
kghén g | C ALIER ATO | TIreland Inc., l6276¥}1§! TNHH I:]'l:::ég ?gﬁrzig;::yﬂilé?;o;/a i{ ! i
thé IgG R sl Bl T e e e
khang vi Beckman ; thuat Thy (Phap): 99,8%: 08
it C()ult{:l;, Inc., ngay Nam Qu 5.1’1 MZu chin R B é’n
Corona My; 19/8/2020 Phirong Hoé}lg (Phip): 99.5%: : 6389050/
(Sars- ACGESS .1 dnnesh Mai, | Méuchin dosn 100hop = | hop2x3
CoV-2) | SARS-CoV-2 | SAS, Phép Thanh | (M3): 100%: FAL
sir dung IgG QC phé Ha | D6 dic hiéu
trén may No6i chung: 99,8%
phén tich
mién dich 3548
Trang
thiétbiy | VITROS Congty | "88 24 | Do nhay -
té chin | Immunodiagn 16285NK/ |  Co pDich 2 Langay: Ba Hoang .
dodnin | ostic Products Ortho-Clinical | BYT-TB- phan phl}f!!;g 83,3 A’{ L¢ Thu | Cong ty chua thuc hién nhép
vitroxét | Anti-SARS- | p o ostics, CT Thiétbj | 7\ .© | >15 ngay: 02439380 khiu san phdm nay
"nghiém | CoV-21gG Anh ngay SISC | piep, |900% 045
khang Reage:nt 19/8/2020 Viét qﬁén’ - Do dac hiéu :
thé IgG | Pack/Calibrato Nam Ciu 100%
khéang vi r/Control; Gidy.
it i
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Corona thénh
(Sars- pho Ha
CoV-2) Noi
sir dung
trén may
phén tich
mién dich
Trang O
thiét bj y hg;m:;hsa i
19 sl S6 64, | AU/mL
dognin Ngd 210, | - Do nhay :
‘;:;‘h"];‘;t ~ LIAISON Phé Doi | <5 ngdy: Theo 10.951.000
il -CoV- i Yo nhucau | dong/hdp 110
khang SQIR/’gZCl‘;éz 162K | Eonzity Pl?l?(‘rrlr,ig 2-5 l,gf;'géy: Bf_’ Vit sir dung lE-.Jttt:(s)tp
the g " | Diasorin | BYLTB- | TN | pai cén, | 90,4%; e
khéng vi o CT Thiétbi | % "B | > 15 ngy: Ha
it e ngay NhgH (R e 09154300
Corona 19/8/2020 | Anh | b | B sﬁc i 98
(et phdé Ha | Thudng quy
Cov2) NGi, Viét | phong xét ¢
sidung | LIAISON Nam | nghiém: 98,9%; Theo | 2:190.000 ddng/
! i Control MAu hién mau: shu cio hop
phan tich | gARS-Cov-2 08.5% i 2x0.9mL+2x0.9
mién dich |  g1/82 IgG ikl mL
Trang Dimension 849 Tran | ... ; B
thiétbiy | EXL SARS- Congty | Xuin |geo “;;*-‘zéu " Trung | 73:524 dongtest
té chén | CoV-2 Total TNHH | Soan, | /) ft aua PCR _ pite | (chua tinh thué
dodnin |antibody assay Si 16296NK/ | Thuwong | Phudng d b Ba Tong Khos GTGT 5%)
: ; | lemens T-TB- Khi - Tan uo‘ng‘tm : Thi Bich oang
vinoxet | (OVZE), Helhea (00 ? 0-6 ngay: LRI 900.000
nghiém Dimension Diagnostics CT Dich Hlfng, 61,05%. Tuyén st/ :
khing |Vista/Dimensio Inc./Mg ngay VuKy | Quin7, 718 nghy: 02837755 théng tiy 1;210.000 dong/
thé IgM, | n EXL SARS- ; 19/8/2020 | Thugt | Thaoh | oo 0002 740 | 7Y | hop2x3x1mL
IgG CoV-2 Total Luc Pho Ho | J 1’ 4 nga-?ay' s (chua tinh thue
khingvi | antibody Tinh Gl e GTGT 5%)
rut calibrator Minh 3
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Corona (COv2T - b6 dic hiéu:
(Sars- CAL/CV2T 99.81%
CoV-2) CAL)
sir dung
trén may
phéntich | Dimension
mién dich |Vista/Dimensio Lt :
n EXL SARS- 17.360.000 déng/ |
CoV-2 Total hop2x6x 1 mL
antibody . (chura tinh thué
Quality Control - GTGT 5%)
(COV2T CV2T _'
Pos/Neg) :
S6 20 -
ngod 7 -

Trang - R A b
thiét bi y 16372NK/, | SOIERY | Phoshl e 9.000.000 ddng/
té chén BYT-TB- | it bi | phurtm }%u)é’n 200.000 | hép 100 test
doan in CT Vi Bl D§ nhay: : test/

: , : yte Trung £ ; Thanh . 2
vitro xét ngay Phudi Lidt - S0 ngay sau khi 02435738 thang | 44.970.000 dong/
nghiém 19/8/2020 1 & 5 co két qua PCR : hop 500 test

g Dong quén q 301 op

khang Val duong tinh: )
thé IgM Siemens DongBa | 6 noty:

> | Advia Centaur - Ha Néi i
IeG Healthcare +—1 60,67%. <
=~ . | SARS-CoV-2 : : 849 Tran b 73.524 dong /test
khang vi Diagnostics : 5 7-13 ngay: TR "
Gt Total Ine/M¥ Congty | Xufin 07 48% (chura tinh thué
Corona i ANERH Boah, > 1,4 n 0‘-_1 : 100% : GTGT 5%)

e 167SONK/ | Thuong | Phuomg | ~p. dgcslr';iéu- °| Ba Téng
CoV-2) BYT-TB- | Mai- Tén 09.81% ; Thi Bich | 200.000
e CT Dich Hung, i Tuyén test/
trén umag ngy VuKy | Quén7, 02837755 | théng

oy 19/8/2020 | Thust | Thanh 740
phén tich L Phé HA
mién dich ¥ i
Tinh Chi

Minh
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S6 20 -
ngd 7 - i
16372NK/ Cong ty | pho :I‘hal Ongz
BYERE LA | FR- Nguyén | 540,000 \
Thiét bj | phuong Xudn : 12.280.000 dong/
CT £ test/ o
R yté Trung Thanh ok hép2x2x2mL
88 | Phuong | Liét- 02435738 g
19/8/2020 5 %
bong qudn 301
Advia Sieinsie Pong Pa
Centaur Healthcare - HA N61
SARS-CoV-2 | [ e 849 Trin 10.900.000
Quality ln%:n R Congty | Xuén dong/hop
Control e TNHH | Soan, _ 2x2x2mL_
16750NK/ | Thuong | Phudng Ba Tong (chua tinh thue
BYT-TB- | Mai- Tén Thi Bich | 200.000 GTGT 5%)
CT. Dich Hung, Tuyén test/
ngay VuK$ | Quén7, 02837755 thang
19/8/2020 | Thuat Thanh 740
Luc Phé Ho
Tinh " Chi
Minh
S620 -
ngod 7 - “
16372NK/ ?r%‘flg phflgf‘a‘ No“gén 9.000.000 ddng/
BYIUTR- [ ate e : 54 200.000 |  hop 100 test
Thiét bi | phuong Xuan
il y té Trung Thanh s A
Atellica IM RISHICDS gAY | phuong | Liét- ey | AN il 000 Sonp/
Healthcare 19/8/2020 i 3 hop 500 test
SARS-CoV-2 Di : Déng quin 301
| 1agnostics £
Total Ine/M¥ Pong Pa
| g - Ha Nbi ' g
16750NK/ | Céng ty | 849 Tran Ba Tong 73.524 dong /test
BYT-TB- | TNHH Xuén Thi Bich | 200.000 | (chua tinh thué
CT Thwong | Soan, Tuyén test/ GTGT 5%)
ngay Mai - | Phudng 02837755 thang
19/8/2020 Dich Tén 740
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Vu K§y Hung,
Thuat | Quén 7,
Luc Thanh
Tinh | Phd Hb
Chi
Minh
S6 20 -
ngo 7 - ?
Cong ty | pho Thai Ong
RyT.Ts. | TNHH | Ha- Neuyen | 500,000 ;
CT Thiétbi | phudng Xuén t&; i 12.280.000 dong/
i y té Trung Thanh fikng hop2x2x2mL
19/8/2020 Phuong | Liét- 02435738 :
Doéng quin 301
Atellica IM Siemens I-—)I?Ira}lgN?S?
SAgﬁaﬁf;’ : &‘;a;f:;ffs 849 Tran 10,900.000
Contral Inc./M§ Congty | Xuén dong/hop
; TNHH Soan, 2x2x2mL
16750NK/ | Thuong | Phuodng Ba Téng (chura tinh thué
BYT-TB- Mai - Tén Thi Bich | 200.000 GTGT 5%)
CT Dich Hung, Tuyén test/
ngay VuKy | Quin7, 02837755 | thang
19/8/2020 | Thuat Thénh 740
Luc | PhéHo
Tinh Chi

Minh




