PHU LUC

DANH MUC VAT TU Y TE, TRANG PHUC BAO HQ, HOA CHAT VA SINH PHAM XET

NGHIEM COVID-19 XIN BAO GIA

(Kém theo Cong vin sé6 /SYT-NVD ngdy /02/2022 ciia S6' Y té tinh Qudng Ngdi)
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2 z Khau trang y té phong nhim khuan dat tiéu chuan TCVN .
1 |Khau trang y té 8389-2 - 2010 5 Cai
Khau trang c6 hi¢u luc loc cao dat 1 trong cac tiéu chuén:
A NIOSH-42C FR84; EN 149-2001; AS/NZ 1716:2012; .
2 |Khautrang N9S GB2626-20 06; IMHLW- Notification 214, 2018; KMOEL{  ° Cal
2017-64
Khéu trang co hi¢u luc loc cao dat 1 trong cac ti€u chuén:
3 |Khiu trane NO5 NIOSH-42C FR84; EN 149-2001; AS/NZ 1716:2012; 3 ci
& GB2626-20 06; JIMHLW:- Notification 214, 2018; KMOEL
2017-64
Bao gé)m: BO mi, ao, quén dang lién+bao giﬁy, tdm che
4 Bo trang phuc chong  |mat, khau trang y té, ging tay y té, Tiéu chuan ISO13458 : 5 Bs
dich cép 2 2016; Giéy ching nhén thir nghiém dat chi ti€u k¥ thuat i
cip d6 2 ctia Vién trang thiét bj va cong trinh y té.
Bao gé)m: +B0§ quén 40 lién gé)m: ao, quﬁn va mil lién bd
B trane phuc chén + Khau trang N95 + Tam che mit + Gang tay y té + Bao
5 di;:h i gg) i & giﬁy; Dat tiéu chuan ISO 13485:2016; Giéy chung nhén thir 5 Bo
‘ P nghiém dat chi tiéu k¥ thuéat cép do 3 cua Vién trang thiét
bi va cong trinh y té
Bao gé)m: +B0§ quén 40 lién gé)m: ao, quﬁn va mil lién bd
B trane phuc chén + Khau trang N95+ Tam che mit + Gang tay y té + Bao
6 di;:h i & i) i & giﬁy; Dat tiéu chuan ISO 13485:2016; Giéy chung nhén thir 5 Bo
‘ P nghiém dat chi tiéu k¥ thuat cép do 4 cua Vién trang thiét
bi v cong trinh y té
Dang bot mau trang - Cong Thirc: C6H5SO4 - Chloramin
7 |Chloramin B B 25%-30%; C6 sb dang ky luu hanh ché pham diét khuan 3 Kg
con han dangkycuaBo Y té cép phép.
8 |[Conyté 70 @6 6 Lit
Hoéa chat khir nhiém
9 [Presep hoac tuong Vién 2,59 5 Vién
duong
10 |Gang tayy té Latex c6 bot, dai >24cm, cac co 6 Doi
11 |Gang tayy té Latex khong bot, dai 224cm, céc cd 6 boi
Dung dich sat khuan  |Ethanol 270%, Glycerin va cac chit phu gia kém theo. .
12 ) Ny 5 Chai
tay nhanh Chai 500ml c6 voi xit
13 [Pune dichsiemieng, 6 g0 cai s00mi 6 Chai
hong NaCl
o Nguyén liéu: vai khong dét khong thim. San pham khong .
14 (Bao giay gidy v6 tring. Pat tidu chudn ISO 13485:2016 > cal
15 |Mii phau thuat Tiét trung (1 cai/goi) 5 Cai
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Thé tich 1000pl Khong
16 |[Pau col 1000pl Chét liéu: nhya PP, phan Hop
Co loc, tiét trung nhom
Thé tich 100p1 Khéng
17 |Pau col 100pl Chat liéu: nhua PP, phan Hop
Co loc, tiét trung nhém
Thé tich 20ul Khéng
18 |Pau col 20ul Chat liéu: nhua PP, phan Hop
Co loc, tiét trung nhém
Thé tich 10pl Khéng
19 |Pau col 10ul Chat liéu: nhua PP, phan Hop
Co loc, tiét trung nhém
| Dung van chuyén, bao quan miu bénh phim vi rut.
Maéi trudng van chuyén |-Gom 3ml dung dich, dung trong dng falcon nip vin 15ml £
20 L X , N 6 ong
va bao quan mau - Kin, khong 10 ri.
- B4do quan ¢ nhiét do phong.
L x N - Que chuyén dung lay méu ty hau. .
21 | Que lay mau ty hau - Khong ding can gb. 6 cai
- Trong sudt, khong chira Dnase/Rnase, Pathogen va céac R
oA X ova Khéng
29 |One ervotube chat gay tc che phan tng PCR. han Céi
& cry - Pat tiéu chuin ISO 13485:2016. - Thé .
] nhom
tich: 1,5ml
- Trong sudt, khong chira Dnase/Rnase, Pathogen va céac Khéng
23 [Strip 0.1ml (8 strip/déi) |chat gdy trc ché phan tmg PCR. phan Hop
- Dat tiéu chuan ISO 13485:2016 nhom
- Trong sudt, khong chira Dnase/Rnase, Pathogen va céac Khéng
24 |Strip 0.2ml (8 strip/dai) [chat gay tc ché phan Gmg PCR. phén Hop
- Dat tiéu chuan ISO 13485:2016 nhom
Khay thtr dinh tinh Dinh tinh phat hién khang nguyén SARS-CoV-2 trong mau
25 |khang nguyén vi rat dich ty hau. Do nhay twong quan: > 95%; Do chinh xac 4 Test
SAR-COV-2 tuong quan: > 99%; Bao gdm vat tu tiéu hao kém theo
Mau dau vao da dang: té bao nudi cay va vi khuan, huyén
dich, mau bé mt, dich co thé.
- Thot gian quy trinh: 30 phut.
o |BOhoa chat tach chiét |- Chat lugng nucleic acid: 1.8-2.0 (A260/A280). . Test
DNA/RNA Thé tich mau: 200puL
Thé tich thu nhan: 50-100uL
Cong nghé: Mang cot silica
- Phat hién dong thoi gene E, N trong 1 phan tng.
- Sir dung chimg ndi IPC dé kiém soét toan b quy trinh
B trang thiét bi y t |- Gi6i han phat hién: tir 5 ban sao/phan ung;
chan doan in vitro xét |- Do ddc hi¢u: 100%
27 4 Test

nghiém virat
SARSCoV-2

- Thoi gian chay < 60 phut

- Pat tiéu chuan CE-IVD, ISO 13485:2016.

- Phu hgp cho may PCR: 7500 Fast Dx/méy PCR dung
kénh mau: FAM, ROX, JOE, CY5
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B0 trang thiét bi y té
chan doan in vitro xét
nghiém virat
SARSCoV-2

- Phat hién dong thoi gene E, N trong 1 phan tng.

- Str dung chimg ndi IPC dé kiém soat toan bd quy trinh

- Gi61 han phat hién: tir 5 ban sao/phan ung;

- Bo dac hi¢u: 100%

- Thot gian chay < 60 phut

- Pat tiéu chuan CE-IVD, ISO 13485:2016.

- Phu hop cho may PCR ArialDx Agilent/méay PCR dung
kénh mau: FAM, HEX, ROX

Test

29

Hoa chét tich chiét
acid nucleic bang
phuong phép hat tur

B0 kit (Hoé chit) duoc sir dung trong tach chiét, 1am giau
va tinh sach acid nucleic ctua virus (DNA/RNA) tuong
thich voi may tach chiét tw dong 96 mau EXM6000.

Ty 1¢ thu hdi san pham: >90%

Dang d6ng goi san chi cin nap méau va proteinase K vao.
B0 kit bao gdm vt tu tiéu hao chay tuong thich véi may
tach chiét ty dong 96 mau EXM6000.

Test
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Kit dinh lugng 1 bude
RT-PCR thé hé III

- Enzyme phién mi nguoc tong hop cDNA & nhiét d cao
hon (42-60°C),
- Enzyme khuéch dai DNA str dung cong nghé "hot-start",
{rc ché phan ung & diéu kién nhiét d6 phong.
- Phat hién chinh xac mot lugng tir 10 ban sao RNA cho
t6i 1pg RNA tong s6

Khéng
phan
nhom

Test
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MGdi va chét phat hién
Gen E Cov

Kit phat hién cac virut SARS va SARS-CoV-2 dua trén
khuéch dai gene E. Str dung chting néi EAV. D6 nhay tbi
thiéu 5,2 copies/Phan tng (95% Cl). Po dic hiéu: khong
cho phan ung chéo voi cac virut CoV NL63, 229E, HKU,
0C43 va MERS. Dong go6i 96 phan ing. Chirng duong
chtra 3 doan muyc ti€u: E gene, N Gene va RARP.

Khéng
phan
nhom

Test
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MOdi va chat phat hién
Gen RdRP Cov

Do nhay tdi thiéu 10,6 copies/Phan tng (95% Cl). o dic
hi¢u: khong cho phan trng chéo véi cac virut CoV NL63,
229E, HKU, OC43 va MERS. Chtrng duong chura 3 doan
muc tiéu: E gene, N Gene va RARP. C6 thé sir dung thém
chirng nd1 EAV (tuy chon).

Khéng
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nhom

Test
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B0 trang thiét bi y té
chan doan in vitro xét
nghiém virat
SARSCoV-2

-Thyc hién chay real-time PCR da tac nhan vdi cac tac
nhan SARS-CoV-2 nhu: ORF1-ab, S gene, va N gene

- Str dung cac mau huynh quang: FAM, VIC, ABY, JUN

- Chirng ndi tach chiét MS2 phage

- Thanh phan b kit bao gom:

+ Hoa chat thyc hién xét nghiém (Master Mix)

+ Hoa chét pha loang ching duong

+ Chung duong COVID-19

- Str dyng duogc trén may Realtime PCR nhu 7500 Fast Dx

Test
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Dia 96 giéng 0,1ml

Dia 96 giéng 0.1ml phu hop may Realtime PCR

- Kha ning dan nhiét tdi da giup chu trinh nhiét chinh xéc.

- Két qua PCR nhay, dac hi¢u va co thé 1ap lai chi trong
vong 25 phut.

- Ghi nhan mau sic: huynh quang

- Tc @ phan tmg: Nhanh

- Loai dia: 96 giéng

- B4o quan: nhiét do phong

- Str dung dugc trén may Realtime PCR Fast 7500 Dx/
may PCR dung kénh mau: FAM, ROX, JOE, CY5

Khéng
phan
nhom

Cai
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Miéng film dan dia 96 giéng PCR giam nguy co 6 nhidm
tir giéng nay sang giéng khac va sy bay hoi ctia mau thir.
- Keo nhay véi 4p suit cung cip mot miéng dém kin trén
. . Lo sEs Khong
Tam dan dia realtime - Khong can tr¢ vi¢e doc mau. n 2
35  om g . phan Miéng
PCR - Ghi nhan mau sac: huynh quang nhém

- Loai dia: 96 giéng
- St dung dugc trén may Realtime PCR Fast 7500 Dx/
may PCR dung kénh mau: FAM, ROX, JOE, CY5

Téng cong: 35 mit hang




