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nghiém thwc tién
trong thwe hanh
sang loc, cach ly ca
nhiém/nghi nhiém
Covid-19
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Noi dung

+ Bé&nh pham xét nghiém SARS-CoV-2 (cap nhat 3638)
* GOc nhin khac tr CDC
- GOp mau

+ Chia s& mdt so kinh nghiém trong viéc ap dung xét
nghiém vao sang loc, cach ly ca nhiém/nghi nhiém




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
—_— Pic lip - Tw do - Hanh phiic

Sé: 3638 'QD-BYT Ha Néi, ngay 30 thang(0 7 ndm 2021

] QUYET DINH
Vé viéc ban hanh “Hwéng dan tam théi giam sat
va phong, chong COVID-19"

BO TRUGNG BO Y TE

Cim cib Nghi dinh 56 735/2017/NB- CP ngay 20 thang 6 ném 2017 ciia
Chinh phii quy dinh chike néng, nhiém vu, quyén han vé co cdu 16 chitc Bé ¥ ré;

Theo dé nghi crig Cuc r?zm'ng Cuc ¥té dir phong, 8o T té,

QUYET PINH

Dieu 1. Ban hanh kém theo Quyét dinh nay “Hudng din tam théi gidm sat va
phong, chong COVID-197.
Diéu 2. “Hudng din tam théd gidm sit va phong, chong COVID-197 14 tai lidu

hwéng din k¥ thuit dwge ap dung tai cac cd s¢ ¥ té dir phong va kham. chita bénh
trén toan quoc.

Piéu 3. Quyét dinh nay co hiéu lyc ké tr ngay kv ban hanh: thay thé
Quyét dinh s6 3468/QD-BYT ngay 07 thang § nim 2020 cia Bé Y té vé viéc
ban hanh Huwdng din tam théi giam sit va phong, chéng COVID-10.

Diéu 4. Cic éng, ba: Chanh Vin phong Bé: Chanh Thanh tra By g
Cuc tredng. Tong Cuc tnréng cic Vu, Cuc, Téng cuc thude Bd Y té%%
Vign V& sinh dich t&, Vién Pasteur; Giam doc cic bénh vién trge thude Bé Y té;
Giam ddc S& Y té cac tinh, thanh phd trye thude Trung wong; Thil treéng v té cdc
B6. nganh va Thm trrdng cac don vi co lién quan chiu frach nhliém thi hanh
Quyét dinh nay./.

Noi nhin: KTI.BO TRUONG
- Nhur Bridu 4; - =&
-PTTg Vi Dire Dam (& bio cio); Vb e ' TRUONG
- Béng chi B trwémg (38 bao cia); ' \
- Cae thinh vién BCBQG PCD COVID-15;
- Cic déng chi The trwdme;

-Céngz TIDT B4 Y t&;

- Luu: VT, DP.

o Xuian Tuveén

Qb 3638/BYT
(30/7/2021)



Tam quan trong ctia bénh pham doi voi
két qua xét nghlem
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Tam quan trong cua viéc lay mau
bénh pham

+ Lay dung loai b&nh pham, dung vi tri, dd s6 lwong
+ Khéng ngoai nhiém

+ Khéng lay nhiém cho ban than

+ Khong lay nhiém cho BN khac va cdng dong, moi
trwong xung quanh



Mau bénh pham XN Covid-19

+ Bé&nh pham nghi nhiém COVID-19 phai dwoc thu thap
b&i cac nhan vién y té, nguwdi da dwoc tp huan vé
thu thap mau bénh pham

+ Trong do, bat budc phai lay toi thiéu 01 mau bénh
pham dwdng hd hap




XN vat liéu di truyen

- MAu ngoay dich ty hau
Trong trirong hop khong lay
dwoc mau ngoay dich ty hau
thi co thé:

« Mau ngoay dich hong

« Mau ngoay dich mdi (ca hai bén mi)

- PDam

- Dich néi khi quan, dich phé
nang, dich mang phdi

- T6 chre phdi, phé quan, phé
nang



XN xac dinh khang nguyén

+ Mau dich ty hau
+ Mau ngoday dich hong

+ Mau ngoay dich miii (ca hai bén mii)



XN x&c dinh khang thé

+ Mau méau (Khéng bat budc, tuy theo xét nghiém
huyét thanh hoc cac dia phwong don vi xay dwng
phwong an cu thé)

+ Thé tich lay mau mau: 3ml - 5ml




Chuan bi dung cu

Que c6 dau la soi tdng hop
(can khdng phai la calcium
hay go)

Que de lwoi

M®6i trwdng van chuyén vi-rit
Lo nhya (falcon) dong goi
bénh pham

Bang, gac sat khuan

Coén

B quan 4o phong chdng dich
Kinh bao vé mat

Gang tay

Khau trang (N95, FFP2)

Bom tiém vo khuan

Tube vo khuan (khdng chdng
déng)

Binh lanh

But ghi



Quy trinh ky thuat 1ay mau bénh
pham Covid-19
1. S dung phuong tién phong hé ca nhan (PPE)

2. KV thuat lay céac loai bénh pham (ngoay ty hau,
ngoay miui, ngoay hong)

3. Thao bo PPE

4. Kh&r khuan dung cu & khu vwe lay mau




Cac vi tri lay mau dudng ho hap trén

COVID-19 Swab
Sample Locations:

Mai trweéc/ndng Anterior Nares

Miii gitra/sau Mid-turbinate

Mii hau/ty hau Nasopharyngeal

Hau hong Oropharyngeal




Swr dung PPE
1.Veé sinh tay 5. Mang kinh bao hé (d6i voi loai

2.Di bao giay €O gong cai tai)

6.D6i ma trum kin toc, dau, tai, day

3.Mac ao choang dai -
' g deo khau trang

hodc bd quan ao (bd
r&i hodc lién) 7.Mang tam che mat hoac kinh bao

4.Mang khau trang ho (loai day deo ngoai ma)

8. Mang gang sach khong co bt

Lwu y: Khdéng nhat thiét phai mang ca kinh va mang che mét




+ Yéu cau BN ngbi yén, xi nhe dich mii vao khan gidy, mat hoi ngtra, tré nhé thi phai cd nguoi Ion git
+ Nguwoi ldy bénh pham nghiéng dau bénh nhan ra sau khoang 70 do, tay d& phia sau ¢ BN

+ Tay kia dwa nhe nhang que lay mau vao mdii, vira day vira xoay gidp que lay mau di d& dang vao sau 1 khoang
bang ¥ d6 dai tr canh mi dén dai tai cing phia

Lwu y: néu chuwa dat duoc dd sdu nhw vdy ma cdm thay co luc cén r6 thi rat que 1y méu ra va thir 1ay mdi bén kia.
Khi cdm thay que lay m&u cham vao thanh sau hong mii thi dceng lai, xoay tron roi tir tir rat que 1ay mau ra

+  Gilr que lay mau tai chd Iy mau trong vong 5 giay dé dam bao dich thdm téi da
+ T tir xoay va rat que lay mau ra

+ Dat dau que lay mau vao éng dwng bénh phdm cé chra méi tredng van chuyén va bé can que 1ay mau tai
diem danh dau de c6 dbé dai phu hgp voi dd dai caa 6ng nghiém chira méi triwdng van chuyen. Luwu y: Que
ngoay dich ty hau sé dwgc dé chung vao 6ng méi trwdng chira que lay mau lay dich ngoay hong néu lay ca hai
loai

+ Doéng nap, xiét chat, boc ngoai bang giay parafin (néu co)

Lwu y: Déi voi tré nhd dat ngdi trén dui cha cha/me, lung cla tré doi dién véi phia ngue cha me. Cha/me can ém tré
gitr chat co thé va tay tré. Yéu cau cha/me nga dau tré ra phia sau



Minh hoa:
Ngoay ty hau

+ Pwa que lay mau vo
tring vao thang phia
sau mot bén mai
(khdng hwéng I1€n
trén), doc theo san
mui to1 khoang mdai
hau




Ngoay mui
+ Y&u cau BN ng0i yén, xi nhe dich mai vao khan giay tré nhé thi phai co
nguwoi Ion gilr
+ Nguwoi lay bénh pham nghiéng nhe dau bénh nhan ra sau, tay d& phia
sau cO BN

+ Tay kia dwa nhe nhang que lay mau vao mii sau khoang 2 cm, xoay que
lay mau vao thanh mdi trong khoang 3 giay. Sau khi Iay xong 1 bén mdi
thi dung dung que lay mau nay dé lay mau v&i mii con lai

+ P&t dau que lay mau vao 6ng dwng bé&nh pham cé chra méi trwedng van
chuyén va bé can que lay mau tai diém danh dau dée co6 dé dai phu hop
v&i dd dai cua 6ng nghiém chira mdi tredng van chuyén

+ Poéng nap, xiét chat, boc ngoai bang giay parafin (néu co6)



Minh hoa:
Ngoay mii




Ngoay hong
Yéu cau BN ha miéng to
Dung dung cu (que de lwdi) dé nhe nhang lwoi

Puwa que lay mau vao ving hau hong, miét va xoay tron nhe 3 dén 4 lan
tai khu vye 2 bén vung a-mi-dan va thanh sau hong dé lay dwgc dich va
té bao vung hong

Sau khi lay bénh pham que lay mau dwoc chuyen vao 6ng ch¥a 3ml moi
trirong van chuyen (VTM hodc UTM) dé bao quan. Lwu y, dau que lay
mau phai nam ngép hoan toan trong mai trrong van chuyén va néu que
Iay mau dai hon 6ng dirng moi trrong van chuyén can bé/cat can que lay
mau cho phu hop v&i do dai cua 6ng nghiém chira moi trwdng van
chuyén

Pong nap, xiét chat, boc ngoai bang giay parafin (néu co)



A x
Que lay mau

Miét vao 2 bén amidan va thanh bén hong

Minh hoa: Ngoay hong
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CoV-2 infections, CDC recommends collecting
and testing an upper respiratory specimen.
Contact the testing laboratory to confirm
accepted specimen types and follow the
manufacturer instructions for specimen
collection. Sterile swabs should be used for the
colleg#®T of upper re imens. This
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preserve specimen integrity. Note that
nasopharyngeal and oropharyngeal specimens
are not appropriate for self-collection.
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Vaccines Cases & Data Work & School Healthcare Workers Health Depts

A More Resources

Interim Guidelines for Collecting and Handling of Clinical
Specimens for COVID-19 Testing

Updated Feb. 26, 2021 Print

an option. For patients who develop a
productive cough, sputum can be collected and
tested for SARS-CoV-2 when available. However,

CDCin Action

Global COVID-19

Laboratories £ 4 PS

Resources for Labs

Summary of Recent Changes

Guidance for Reporting SARS-Cov-2
Sequencing Results

Khuyén cao khong
tw lay mau ngoay

Updates as of February 26, 2021 ~

Test for Flu & COVID-19

As of February 26, 2021
FAQ: Multiplex Assay for Flu and
COVID-19 & Supplies « Added new guidance on capillary fingerstick specimen collection.
Research Use Only CDC Multiplex

Assay Primers and Probes View Previous Updates

Test for COVID-19 Only

Research Use Only 2019-Novel
Corenavirus (2018-nCoV) Real-time
RT-PCR Primers and Probes

Calculating Percent Positivity

Point-of Care Testing

lising &ntizan Tast

Key Points

The type of specimen collected when testing for current or past infection with SARS-CoV-2 is based on the test being
performed and its manufacturer's instructions. Some of the specimen types listed below will not be appropriate for
all tests.

For initial diagnostic testing for current SARS-CoV-2 infections, CDC recommends collecting and testing an upper
respiratory specimen.
« This guidance is intended for healthcare providers or health department staff who are collecting specimens from
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How to Collect a Nasal Mid-Turbinate
Specimen for COVID-19 Testing

How to Collect an Anterior Nasal Swab

Specimen for COVID-19 Testing

Use only an authorized specimen collection kit. Get a kit from your healthcare provider or a testing center. Kits are available at a pharmacy or Use only an authorized specimen collection kit given to you by your healthcare provider or personnel at the testing center, or purchased over the counter in a pharmacy or
other retail outlet. Follow the instructions included with the specimen collection kit. Use only materials provided in the kit to collect and store ather store. Follow the instructions included with the specimen collection kit which may be used on-site or at home. Use only materials provided in the kit to collect and store
or mail the specimen unless the kit says to do otherwise. Use these instructions with kits that specify a nasal mid-turbinate swab collection. or mail the specimen, unless the kit says to do otherwise. These instructions can also be used with self-testing kits if the kit specifies anterior nasal swab collection.
Set-up
Setup - =
1. Disinfect the surface = 2. Wash hands with soap i
. N o where you will open and water. If soap and ‘T
1. Disinfect the surface where hcuv,a_,, 2. Wash hands with soap and the collection kit. water are nat available,
you will open the collection ome kit water. If soap and water are Remove and lay out ' use hand sanitizer. Hand
kit. Remove and lay out y not available, use hand contents of kit. Read SanifEsg
contents of kit. Read sanitizer. Hand instructions before I
instructions before starting l Sanitizee starting specimen
specimen collection. I collection.
Specimen Collection Specimen collection
3. Remove the swab 4. Insertthe entire soft 5. Slowly rotate the 3. Removethe swab 4. Insert the entire soft 5. Slowlyrotate the
from the package. end of the swab swab, gently from the package. Do end of the swab swab, gently pressing
Do not touch the straight back into your rubbing it along not touch the soft end into your nostril no against the inside of
soft end with your nostril less than one the insides of with your hands or more than % ofan ‘your nostril at least 4
hands or anything inch (about 2cm) or your nasal anything else. inch (1.5 cm) into times for a total of 15
else. until you feel resistance. passage several yournose. seconds. Get as much
ti nasal discharge as
imes. possible on the soft
end of the swab.
. 6. Gently remove 7. Using the same
6. Gently remove the 7. Using the same swab, the swab. swab, repeat steps
swab. repeat steps 4-6 in 4-6in your other
. . your other nostril nostril with the same
with the same end end of the swab.
of the swab.
cdc.gov/coronavirus —— cdc.gov/coronavirus
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Thao PPE (b0 ao

1. Th&o gang. Khi thdo cuén mattrong 7. Théo tdm che mat hodc kinh béo hd

gang ra ngoai, bé vao thung dwng (néu st dung loai c6 day deo dwoc
chat thai budc ra ngoai ma trum dau)

2. Vé sinh tay 8. Vé sinh tay

3. Thao day budc va thao béd ao 9. Thao bd mi trum bang cach ludn tay
choang, cudn lai sao cho mat trong vao mat trong mi

cla ao choang I6n ra ngoai va bo vao

thiing chét thai 10. Thao kinh bao hé (loai gong va day

deo bén trong mi)

4. Vésinht : ‘ ‘
¢ sSinh tay 11. Thao khau trang (cam vao phan day

5. Thao bd bao giay, 16n mat trong ra deo phia sau dau hoéc sau tai)

3i va b vao thung chat thai
ngoai va béd vao thung | 12. V& sinh tay

6. Vé sinh tay

Lwu y: Khu viec mac va thao bo phwong tién phong hé ca nhan phai la hai khu vwc
rnann hiaf




Thao PPE (b

1. Th&o gang. Khi thdo cuén mattrong 7. Théao tAm che mat hoac kinh bao ho

gang ra ngoai, bé vao thung dwng (néu s dung loai c6 day deo duoc
chat thai budc ra ngoai ma trum dau)
2. Vé sinh tay 8. Vé sinh tay

3. Thao day budc va do choang, cuén 9. Thao bd mi trum bang cach ludn tay
lai sao cho mat trong cuia ao choang vao mat trong mi

16n ra ngoai va bd vao thlung chat thai
nrang J 10. Théo kinh bao ho (loai gong va day

4. Vé sinh tay deo bén trong mi)

5. Th&o bd quan va bao giay cung ltic, 11. Thao khau trang (cdm vao phan day
cudn va I6n mat trong cta quan ra deo phia sau dau hoéc sau tai)

Ai, bd vao thung chat thai ,
ngoai, bd vao thung i 12,V sinh tay

6. Vé sinh tay

Lwu y: Khu viec mac va thao bo phwong tién phong hé ca nhan phai la hai khu vwc

rnann hiaf




Thao PPE

1. Thao gang. Khi thao cudn mat trong g Vé sinh tay

gang ra ngoai, bo vao thung dwng
chat thai /. Thao bao giay, |6n mat trong ra
ngoai va bé vao thung chat thai
2. Vé sinh tay

] 8. Vé sinh tay
3. Thao tam che mat hoac kinh bao hd

loai c6 day deo ngoai mi. Néu stz 9- Théo khau trang (cam vao phan day
dung kinh c6 gong deo trong m thi deo phia sau dau hoac sau tai)
sau khi thao b6 md tram dau trwdc, 1 va sinh tay
roi m@i thao bo kinh
4. Vé sinh tay

5. Thao bd md, a0, quan. Khi thao,
cudn 16n mat trong cua trang phuc ra
ngoai va bd vao thiing gom chéat thai

Lwu y: Khu viee mac va thao boé phwong tién phong hdé ca nhan phai la hai khu vuc
riéng biet




Khiv/tiét khuan dung cu & khu vwe lay mau

+ Toan bd PPE dwoc cho vao 1 tui ni 16ng chuyén dung dung cho chat
thai 1ay nhiém c6 kha nang chiu dwoc nhiét dd cao, cung véi cac dung
cu ban (st dung gang tay va khau trang maéi)

+ Budc chat va autoclave tai nhiét d6 120°C/30 phut trwdc khi thu gom
cung voi chat thai 1ay nhiém khac dé tiép tuc xi ly theo quy dinh

+ Lau sach va khr khuan bang chloramin 0,1% toan bd cac dung cu va
khu vwe 1ay mau; phich lanh duing cho van chuyén bénh phdm dén
phong xét nghiém

+ Vé sinh tay (nwé&c & xa phong)



Bao quan bénh pham

Bé&nh pham sau khi thu thap dwoc chuyén dén phong
xét nghiém trong thdi gian ngan nhat

+ Bénh pham dwoc bao quan tai 2-8°C va chuyén toi

P
K

K

hong xét nghiém trong thdi gian sém nhat, ddm bao
ndng qua 48 gi®» sau khi thu thap. Néu do diéu kién

ndng thé chuyén mau trong vong 48 gid sau khi thu

thap, mau phai duwoc bao quan am 70°C

+ Khéng bao quan bénh pham tai ngan da cuda td lanh
hoac am 20°C




Poi v&i XN khang nguyén

+ Lay mau va bao quan mau doi v&i phwong phap
xét nghiém khang nguyén tuan thu hwéng dan
ctia nha san xuat




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Boc Lap - Tw do - Hanh plac

$6:1817 /QP-BYT Hé Ngi, ngay 07thang04 ndm 2021

QUYET PINH
Ban hanh hwéng dan tam thoi viec gop maun xét nghiem SARS-CoV-2

BO TRUONG BO Y TE

Cém cir Nghi dinh 56 75/2017/ND-CP n)ga} 20/6/2017 ctta Chinh phi quy
dinh chikc ndng, nhiém v, quyén han va co cau 1o chikc clia B4 T 1é;
Theo dé nghi ciia Cuc trieong Cuc Y 1é dir phéng, Bé Y té,

QUYET DINH:

Pieu 1. Ban hanh kém theo Quyét dinh nay “Hudng din tam théi viéc gop
maumatng]mmSAR&CoVZ

Pieu 2. Huungdﬂnmmthmmecgupmauxﬂtngmﬂnsm -CoV-2"1a
té.i11euh1m‘11g:hn:ﬁm‘capdmgtmcacwsﬂytemlphmgvakhmchﬁabmh
rén toan quoc.

bién 3. Qu;.retdmhnajrcuhieuhmkenmgaykybanhaﬂh ﬂ]a}rtheQuyet
dinh sb 3486/QD-BYT ngay 07/8/2020 cia Bo Y té vé viéc ban hinh “Huwdng din
tamthmw&cgupmauxetﬂgmmSARSJCn‘Jl ‘E?E.COﬂg‘E?HﬂSD S71/BYT-DP
ngay 05/2/2021 coa Bo Y té hwong dan bo sung gop niu xét nghiém SARS-CoV-2.

Piéu 4. Cic Ong. Ba: Chanh Vin phéng Bd. Vu triséng. Cuc trudng. Téng
Cuc truong cac Vi, Cuc, TongcucthuncBuYte Vién truong Vién VE sinh dich
té, Vién Pasteur, (}Lmnduccacbﬁnhmmmmthchoﬁfte Giam doc S Y té
cac tinh, thinh phé trire thwde Trong wong: Thi trisdng v té cac Bo. nganh va Tho
trrdng cac don vi co lign quan chiv trach nhiém thi hanh Quyveét dinh nav./.

Not nhin:

- Nhur Enen 4;

- PTTg. Vii Brire Blam (42 bdo cio);

- BT. Nzuyén Thanh Long (4€ bio csio);

- Cae thanh vién BCECHS Phong chong dich
COVID-1%;

- Congz TTET B Y té;

-Lim- VT, DP.

Gop mau
QD 1817/BYT
(7/4/2021)



Ap dung

+ Ap dung trong thoi gian co dich, thuc hién tai cac phong xét nghiém
du nang luc va co thé thuc hién duoc ki thuat

Can cu tinh hinh dich bénh, su luu hanh, ty I¢ xét nghiém duong tinh,
co sO x€t nghiém xem Xet, quyét dinh Iwra chon hinh thirc gop, sO

lwong gop mau phu hop sau khi dd danh gia dam bao céac gid tri chan
doan (d0 nhay, do dac hi¢u)

+ Sirdung XN RT-PCR

+ Khi thyuc hién giam sat dich té tai cong dong d6i véi nhom nguy co
thap hoic khong c6 triéu ching




Khong ap dung

+ Nhirng truwong hop co triéu chirng, ngwoi tiép xuc true
tiép cé nguy co cao

+ Cac méu bénh pham thu thép tir ngwoi di xét nghiém
chan doan SARS-CoV-2 nhung chwa cé két qua xac
dinh

+ Cé&c mau bénh pham thu thap tir bénh nhan COVID-19
dang diéu tri



Sinh pham xét nghiém

+ B Y té cho phép
+ To chirc Y té thé gioi

+ CDC Hoa Ky tham dinh va khuyén co




Mau bénh pham gop

+ Mau dich ngoay ty hau

+ Trong trwdng hop khéng lay dwoc mau ngody dich ty
hau thi co thé lay mau ngoay dich hong

Lwu y: Mau dwoc thu thdp béi cac nhan vién da duwoc
tédp huén vé 1y mau bénh pham




Hinh thirec gop
+ GOp dung dich

* Lay mot the tich mau nhat dinh tir cac ong moi truong c6 chira mau bénh pham
don vao chung mot ong

+ GOp que

« Gop ngay cac que mau bénh pham khi 1dy mau vao chung mot 6ng moi truong
van chuyén

* Xem x¢t hinh thue gop nay trong truong hop cac d6i tuong lay mau duoc danh
gia c6 cung dac diém dich t&, nguy co thap, & cing mot dia diém (¢ cung nha, &
cung truong hoc, ¢ cung khu cong nghiép, ¢ cung khu dan cu...)




Nhan dinh két qua
Minh hoa: GOop que 5

SARS-CoV-2 Té} ca cac mau trong
5 que gop chung REILCR » | Amton  [————pf MaUOPIAAMEAD
1 0ng VTM

> e ¥ | pwong tinh | Lay lai mau cho mdi prey
/ Y X8 nguwdi trong mau gop !
b . N - a N :
' o "Ml Xét nghiém tirng mau don |
; ol i
~ ]
T

| Dworng tinh




Ap dung XN trong sang loc, cach ly trong
boi canh dai dich
+ COng cu xét nghiém

- Test nhanh khang nguyén (nhay, dac hiéu), RT-PCR (th¢i gian chd, PXN
dat chuan)

+ Trwdng hop ap dung

- BN dén kham bénh théng thuwdrng/nhap vién; ngwdi nudi; cap clru; tiem
nguwa

- Nhan vién (Phoi nhiém — F1 F2; Chu ddng (Full PPE): vé ttr BVDC:;
tham gia khu Rx FO; Khu dan cw bi phong toa...)

+ Nhirng tinh hudng
- Am gia, dwong gia

- Nhirng tinh huéng mau gop
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
_ Pac lap - Tw do - Hanh phic

Sé: 5583 BYT-TB-CT Ha Ngi, ngay 13 thang 7 ndm 2021
Viv danh sach céc sinh phém/trang thiét
bi v té chén dodn in vifTo xéf nghiém
SARS-CoV-2 d3 duoc cép 56 ding ky,
GPNK kém théng tin hiéu ning va kha
néng cung img va gid ban do dom vi cung

Kinh gii:
- 5&Y t& cdc tinh, thanh phé tnze thude trung wong )
- Cac Bénh vién Vién nghifn ciu trpe thuée Bé Y 18
va v té céc B4, Nganh

> y
- N N
Tire hign v kién chi dao ciia Ban Bi thr, Chinh phi, This twéng Chinh phit, Trvénz SI n h pham cap
Ban Chi dac quéc gia phong, chong dich COVID-19 theo tinh thin phéin cap, phan quyen,
choy ddng, sang tao, hﬂhhmtphmg.chmgdichuﬂmchimphmgchmbmm cha;
Tlepthm Céng van 56 5288 BYT- TB—CTngaerln’?QDElcuaBﬂYtevenhﬂhsarh /7
cacsmhpham-‘tmg&uﬂhytechmdmnmvﬂmxdnghthARS—Co?Edaﬁlmcapso
s Tt phép BYT
BnYteu:pumcapnhatuﬂmngbmthnhsachsmhpham’tmngﬂuetbiytechm
dﬂmmnﬁnntn@emSﬂRS—CoVEdﬁﬁmmpsoﬂiﬂgkyhmhmh,capgmyphq:l-nhap

khiu kém theo théng tin vé: don vi san xuat/nhap khau, théng tin tom tit hi¢u ning san
pham,hhanangmnglmgtagmhanduﬂu’nusanruar cunglmgumgbudecacﬂa V 5 BY I
Ytevacas:Benhw&n_Vlmnghmnmmctmdmghmhe,m]ﬂahﬂachmuasamphumunhn

can phong, chong dich theo chi dao cia Chinh ph va Inréng dan aia B Y t2 (Phu Iuc dinh
kém - danh sach seﬁepmc:ﬁmcapnhatkmcothemﬂlmghn}

BenghicacSaYtecthaotangcmg]ﬂtmsoatmsaﬂphﬂmxetnghlﬂu 13/7/2021
SARS-CoV-2 troi ndi trén thi trromg va hién tuong 1ol dung tinh hinh dich COVID-19 42
nanggia,dmgu,dambﬂochatlumgnagtacaﬂ:utmﬂng_

BE nghi cic don vi san xwt, nhapkﬁaumnhpham-’tangthlethytexetnghmm
SﬁRS—CoVZchudongngumhmg cnhhmchmmmlmrngu}mhmtangmmg

san xudt, nhip khiv dam bao st Trong, chit heong dép vmg nhu cin phang, chéng dich
COVID-19 va hudng dan =ir dung san pham ding theo quy dinh: xem x&t giam gid ban sinh

;tmhmg&uﬂhytxﬁnghlmm&?zdehﬂmchnmdﬂ'nuchmg:hch
Trong qua trinh thre hign, néu co virdng méc, @& nghi Lén hé Bo Y té (Vi Trang
thleihuvaCongtrmhjrte} SBT: 024.62732272, email: dmec@moh sov.vn d& phii hop

ho tro giad quyet.

Trén trong cam on./.
N i (oo da e TLBQIRLONG BO Y té cap nhat danh sach céac sinh pham, trang
- BVe B tedmg (48 bie); VUTRANET -

- Cae d'c Thir tnmomg (d& bic);

- Cuc: ECB, YTDP; Vu EHTC, TTTEET,
VPE, TTra B4 (48 ph'hor); )

- Céng thing tin &ién it B3 Y 15, Hi thongz dich
vu céng tnee foyeén quan 1y TTBYT;

- Cie di sam it nhip khiu SPCETTEYT xét
nghidm SARS-CoV-2 (34 th'hién);

- Lz VT, TBCT.

B VA CONGTRINH Y TE thiét bi y t& chdn doan, xét nghiém SARS-CoV-2
(hanoicdc.gov.vn) (6929, ngay 24/8/2021), ver.7



http://hanoicdc.gov.vn/1981n/bo-y-te-cap-nhat-danh-sach-cac-sinh-pham-trang-thiet-bi-y-te-chan-doan-xet-nghiem-sarscov2.html

Antigen-detection in the diagnosis of SARS-CoV-2
infection using rapid immunoassays

Interim guidance
11 September 2020

Background

Since the beginming of the COVID-19 pandemic,
laboratories have been using nucleic acid amplification
tests (MAATS), such as real fime reverse franscription
polymerase chain reaction (TR T-PCR) assays, to detect
SARS-CoV-2, the virus that causes the disease. In
many counfries, access to thus form of testiing has been
challenzing. The search 15 on to develop reliable but less
expensive and faster diagnostic tests that detect antizens
specific for SARS-CoV-2 infection. Antizen-detection
diagnostic tests are designed to directly detect SARS-
CoV-2 protems produced by replicatng wvirus m
respiratory secrefions and have been developed as both
laboratory-based tests, and for near-patient use, so-
called rapid diagnostic tests, or RDTs. The diagnostic
development landscape 15 dynamic, with nearly a
bhundred companies developing or mamufactaring rapad
tests for SARS-CoV-2 antigen detection (1).

This document offers advice on the potenhal role of
antigen-detecting RDTs (Ag-RDT) in the diagnosis of
COVID-19 and the need for careful test selaction. The
information on Ag-FEDT: in this document updates
guidance that was included in the Scientific Bnef
entiled WHO Advice on use of poim of cave
immunodiagnostics test for COVID-19 published on §
Apnl 2020, Gudance on the use of Az-RDTs will be
regularly updated as new evidence becomes available.

Most Ag-EDTs for COVID-19 use a sandwich
mmmunodetection method emploving a simple-to-use
lateral flow test format commeonly emploved for HIV,
malaria and influenza testing. Ag-RDTs are usually
comprised of a plastic cassette with sample and buffer
wells, 2 mirocellulose matnx stip, with a test line with
bound antibody specific for conjugated target anhgen-
antibody complexes and a control line with bound
antibody specific for conjugated-antibody. In the case
of SARS-CoV-2 EDTs the target analyte is often the
virus' mucleocapsid protemn, preferred because of its
relative abundance. Typically, all matenals that are
required to perform the test, mehiding zample collection
materials, are provided in the commereial kit, with the
exception of a timer.

After collecting the respiratory specimen and applying
it to the test strip, results are read by the operator within
10 to 30 minutes with or without the aid of 2 reader
instrument. The use of a reader standardizes
interpretation of test results, reducing vanance in assay
imterpretation by different operators, but requires
ancillary  equpment. Most of the cwvently
manufactured tests require masal or nasopharyngeal
swab samples, but companies are carrying out studies to
assess the performance of their tests using alternative
sample types such as saliva, oral flud and sample
collection systems to potenhally expand eptions for use
and to facilitate safe and efficient testing. Crenerally, the
ease-of-uze and rapid twmaround ftme of Ag-RDTs
offers the potential to expand access to testing and
decrease delays in diagnosis by shifting to decentralized
testing of patients with earlv svmptoms. The trade-off
for simplicity of operation of Ag-RDTs 15 a decrease m
sensitivity compared to NAAT. Very few of the SARS-
CoV-2 Ag-EDTs have undergone sinngent regulatory
review. Only four tests have recerved United States
Food and Drugz Admimstration (FDA) Emergency Use
Authonzation (EUA), and another two tests have been
approved by Japan's Pharmaceufical and Medical
Devices Apency. Only three compames have submitted
documents toward WHO's Emergency Use Listing
(EUL) procedure (2, 3).

Data on the sensitivity and specificity of cwwently
available Ag-RDTs for SARS-CoV-2 have been derived
from studies that vary in design and in the test brands
compared to NAAT in samples from upper respiatory
tract (nasal or nasopharymgeal swabs) appears to be
highly wvanable, ranging from 0-94% (4-13) but
specificity is consistently reported to be high (=97%).
Although more evidence is needed om real-world
performance and operational aspects, 4g-FDTs are most
likely to perform well in patients with high viral loads
(Ct values =25 or =10° genomic virus copies/mL) which
usually appear in the pre-symptomatic (1-3 days before
symptom onset) and early symptomatic phases of the
illness (within the first 5-7 days of illness) (14, 15). This
offers the opportumty for early diagnesis and
mtermuption of fransmission through targeted 1selaton

Hwéng dan tam
thoi cua WHO
(11/9/2020)



Danh sach PXN khang dinh

BOY TE

I\ cUCY TE DU PHONG &

C GENERAL DEPARTMENT OF PREVENTIVE MEDICINE '
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# GIOITHEU TINTUC-SUKEN HOATDONG HETHONGVANBAN  HANH CHINH DIEN TU

Thir sau, ngay 27 thang 8 Nam 2021 14:27 PM 5énh COVID-19 trong cong dong tir ngay 27/4/2021 Gén ngay 25/8/2021

# > Hoatdong > Phong chéng dich bénh viém phéi cap

Danh sach cac don vj da dwoc B Y té cho phép thye hién xét
nghiém khang dinh COVID-19 (cap nhat dén ngay 06/8/2021)

©06/08/2021  @]In baiviét [N

DANH SACH CAC BON V| DA BUQC BQ Y TE CHO PHEP THIYC HIEN XET NGHIEM KHANG BINH COVID-19
Téng cdng: 204 don vij
(06/8/2021)

Tim kiém B

Tin ndi bat
Tin chi dao

Tin dia phwong

Z[2 TINTUC NOI BAT

Thir truédng Bo Y té
3 Trén Van Thuén hop...



US FDA

BEE An official website of the United States government Here's how you know v

P2y U.S. FOOD & DRUG

ADMINISTRATION

+«—Home / Medical Devices / Medical Device Safety / Emergency Situations (Medical Dev

/ InVitro Diagnostics EUAs

Coronavirus Disease 2019
(COVID-19) Emergency Use
Authorizations for Medical
Devices

Blood Purification Devices
EUAs

Tables of IVD EUAs:

e Molecular Diagnostic Tests for SARS-CoV-2

for SARS-CoV-2

Tests

» Antigen Diagnostic Tests for SARS-CoV-2

o Individual EUAs for Molecular Diagnostic Tests for SARS-CoV-2
o Pooling and Serial Testing Amendment for Certain Molecular Diagnostic Tests

o Umbrella EUA for Molecular Diagnostic Tests for SARS-CoV-2 Developed And
Performed By Laboratories Certified Under CLIA To Perform High Complexity

I e Serology and Other Adaptive Immune Response Tests for SARS-CoV-2
o Individual EUAs for Serology and Other Adaptive Inmune Response Tests for

* Share W weel 1N Linkeain Email = Frint

In vitro diagnostic (IVD) devices are tests performed on samples taken from the human
body, such as swabs of mucus from inside the nose or back of the throat, or blood taken
from a vein or fingerstick. IVDs can detect diseases or other conditions and can be used to
monitor a person's overall health to help cure, treat, or prevent diseases.

There are several types of SARS-CoV-2 and COVID-19 related IVDs:

¢ Diagnostic Tests: Tests that detect parts of the SARS-CoV-2 virus and can be used
to diagnose infection with the SARS-CoV-2 virus. These include molecular tests and

Content current as of:
05/24/2021

Regulated Product(s)
Medical Devices

Health Topic(s)
Coronavirus



World Health
Organization

WHO Emergency Use Listing for In vitro diagnostics (IVDs) Detecting SARS-CoV-2

Last updated: 17 Febnary 2021

Rapid Antigen Detection Tests

Date Listed EUL number Product name guiatory Product code(s) Manufacturer Packaging
10MNovember 2020 | EUL0587-032.00  |Panbio COVID-10 Ag Rapid Test Devies (NASAL) CE-mark AIFK11, 41FK21 Abbatt Rapid Diagnastics Jena GbH 25Tkt
02 October 2020 EUL-0564-02200 | Panbio COWID-18 Ag Rapid Test Device (NASOPHARYNGEAL) e AIFKI0, 41FK20 Abbott Rapid Diagnostics Jena GrbH -,
22 September 2020 | EUL-0563-117-00  [STANDARD Q COVID-10 Ag Test CE-mark 0BCOVAID 5D Bigsensor, Inc 2Tt
Nucleic Acid Detection Tests

Veri-0 PCR 318 Coronavirus disease 2012 (COVID-18) QOD-PI00, 16TU-CV8, nCoV-Q5 and G2- MiCo BioMed Co Lid 30T
10 December 2020 |EUL-0405-188-00 jon Systems RoW pap o
30 Nowember 2020 |EUL-D407-180-00 | Bio-Spesdy SARS-Co-2 (2019-nCoV) gPCR Detection Kit CE-mark BS-SY-WCOR-304-100 Bioeksen RED Technologies Lid AT/
o om0 |EULDd6e.15a.00 | 20Med 2018-nCaV RT-GPCH Detection K . 3103010011 3D Biomedicine SGence & Technology Co.. Lid. P
. SARS-CoV-2 Mudeic acid detection kit based on Real-Time PCR FGA4102F1 {liquid) I 28Tt
15 September 2020 |EUL-0517-204-00 plat CE-mark FEA4I0ZFE | ilized fomm) Tellgen Corporation a8 TH
- o130 |EUL0518.203.00 | Nevel Coronavinus (2019-nCoV) RT-PCR Detection Kit s miﬁ Shanghai Fosun Long March Medical ook
{commercial name: Fosun 2018-nCoV gPCR) PCEYHF-08 Science Co.. Lid. 6 Thit
28 August 2020 EUL-0404-12200  SARS-CoV-2 Virus Detection Diagnostic Kit (RT-gPCR Method) CE-mark igﬂlﬂf Mingho Health Gene Technologies Co., Ltd. ;?rﬁ
14 August 2020 EUL-0525-156-00 | TagPath COVID-18 CE-IVD RT-PCR Kit CE-mark A4806T Thermo Fisher Scientific 1000 Tkt
14 August 2020 EUL-0500-D05-00  |Wantai SARS-CoV-Z RT-FCR CE-mark WS-1248 Beiing Wantai Biological Pharmacy Enterprise Co., Ltd 28Tt
DB July 2020 EUL-0515-202-00  |COVID-18 Coronavinus Real Time PCR Kit CE-mark JC10223-TNW-50T Jiangsu Bioperfectus Technologies Co. Lid 0T/
Simplexa COVID-19 Direct and Simplexa COVID-10 Positive control MOL4150, o 0T/t
D6 July 2020 EULOs28-21200 |3 CE-mark ML 4150 DiaSorin ppltion
23 June 2020 EUL-0511-070-00 | Xpert Xpress SARS-CoV-2 CE-mark XPRSARS-COVZ-10 Cepheid AB 0T




Nghién ctru doi dau
cac XN nhanh

+ 96 test vwot tieu chuan dd nhay
/5% (ngudong CT < 25)

+ 26 test khédng dat chuan do
nhay 75% & nguwdng CT < 25

edhxv preprint gor: hitps:dolongr 10 110120 05,11 VTG thas posted Ma | 2021, The copyng clder for this preprint
Whimwasmtcemﬁedbypeerreviwﬂlismemm.mhas anted medFxiv 3 license to display the preprint in pempetuity.
| rights reserved. Mo reuse alowed without permission.

Comparative sensitivity evaluation for 122 CE-marked SARS-CoV-2 antigen
rapid tests
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Lap ké hoac

THONG BAO V/V XET NGHIEM SARS-CoV-2 TOAN VIEN
NGAY 07/7/2021
- Téng s6: khoang 2.700 ngudi
- Thai gian - dia diém: 08h00-11h30, ngay 07/7/2021|
- 86 lwong: K. XN Cung cép thém 1.300 que, 300 éng MT., 240 sé (do lan trée dang con).
- PPE + Ao choang + khau trang N95: K. KSNK cung cap mdi loai 50 cai.

Vi tri S6 ban lay o may tinh + So6 ngwoi B So6 ngwai ll Pau moi phu
mau may in ma vach @ xic nhin [ diéu phoi trach
C '\
0 04 0 04

Tang trét khu A 04
(trong cac quay
Tiép nhén)

Tang trét khu B 2. .
(lay mu cho F) (tai khu lay mau
XN, quéy tw van)
Sang loc Cap ctru 01
(St dung may
CC)
(St dung mdy tai

K.CO)

01 01 Cua Cua

(S dung may cua
CDHA)

K.CPHA (lau 1)

TONG CONG 13 12 11 11

D}fn ‘:i phu trich | P.Diéu dwong P.Cong ngheé P.Té chikc cin bé +
sap xep + K. Xét thong tin P.Hanh chinh

Xin chén thanh cam on cac Anh, Chi.

THONG BAO V/V XET NGHIEM SARS-CoV-2 TOAN VIEN
NGAY 17/7/2021
Kinh théng bao dén cac Anh_ Chi dé chuén bi:
-86 Irong: khoang 3.350 ngudt (VC-NLD, No1 tria, NV dich vu, NB, NNB Co s¢ 1)
- Théi gian: Thi Bay, 17/7/2021.
+ Khoa 14m sang: 07h00 - 14h00 - 1y mau tai khoa
+ Céac DV khong 1dy mAu tai khoa: 09h00 - 12h30 - 14y mau tai 1du 1 khu A (07 ban)
+ Nhoém F: 11h00 - 12h00 - lziy mau tai khu sang loc (01 ban).
- PPE + khau trang N95: K. KSNK cung cip méi loai 50 cai.
S0 may tinh + | So ngwoi | S0 ngwoi Pau moi
may in ma vach | xdc nhan | diéu phoi | phu trach
NN

Laul-khu A 04 04 06
(Piacd 1 bo)

Khu sang loc
01 01 01

(ldy mau cho F)

TONG CONG 05 05 07

Pon vi phu P.Cong nghé P.T6 chirc can b +
trach sap xeép thong tin P.Hanh chinh

** Ghi chii:

Dé két thic cach ly tip trung, c6 3 Pon vi dang cach ly tap trung sé& 1dy mau khi du thoi
gian 14 ngay. Thoi gian cu thé nhwr sau:

- Chan thurong chinh hinh (FO - Hoang Ng Anh Tuan, 01/7/2021): Ngay 16/7/2021|
- HS Ngoai thin kinh (FO - Pang Lé Phuong, 02/7/2021): Ngay 16/7/2021
- Ngoai tiéu hoa + Tiéu héa (FO - Tran Dinh Bao Ldc, 04/7/2021): Ngay 18/7/2021

Xin chan thanh cam on cac Anh, Chi.




. THONG BAO )
Vé viec thure hién xét nghiém Sars- CoV-2 cho vién chire Bénh vién, nhin viéncung cap dichvy
ngwiibénh va ngwoinusibénh
{Ngay 26/8/2021)

/1. NHOMF VA VC-NLB KR T THUC PHONG TOA TAIBIA PHUONG

Gier Biitreng Vitd

15h00) o NMOM KET THUC PHONG TOA TAI BIA Singloc cdng 5 - TinBi
15h15 PHUONG ©h ta@ Bwve g B séngloc)
15h15 | i OM F1 XA + F2 GAN dGtidp xic FOngiyfhir 1, 5 Singloc cdng 5- TinPi

16ho0 | e Sulc cich Iy néu két qui Am dnhvio ngdy $ak 3). R ta Pwvie have B sémgloc)

A - £ - * -
16hoo | NHOMF1 GAN & tiép xic FOngiyihirl,3,7,14. Singloc cdng 5- Tmbi

- -~ - -~ -~ A ‘
z (X3t oaic cdch Iy nén ket qui Am Snh vio npdy Suk 7 o :
16h30 | T3y suc theo &5 siic Khde 7 ngdy 88y rec). Ehe binsal comlaine) ‘ : O u, n g

% Luuy:

”y
- TUAN TH SK, GIU KHOANG CACH KHI TIEP 307C. PIPUNG THUI GIAN QUY BINH, NGOI /7 N u
ohia et nhom doi twon
- NEUDLA PHUONG KHONG CHO PHEP BPILAY MAD: Trore hitn theo haring din cia diaproxong =
- CACKHOA T NHAP CHIPINH CHO NHOMF.
4 Phorong phip XN: Realtime R T-PCRmin zép 5.
2. NHOM VC-NLB, NVDICH VU, NGU 0T BENH, NGUOI NUOI BENH € ON LAI
- Khoalim sing: 07h00 - 1300 ngiy 26/8/2021 - Fy miu taikhoa
- Cac BVkhinglaymiu tai khoa 09h00 - 11h4 5 ngiy 26/82021 - Yy miatai Bin 1 ko A (tip tnmgtad
ting trét) -= théd gian chi tiét timgz Ponvi: dinhikém.
- Phoreng phip XN: Realtime RT-PCRmin 2ép 10 cho rhém NB-Nguid radibinh dang difu tri taikhoa.
i Zdp 5 cho rhden con dad.
3. NHOM VC-NLB CONG TAC TAIKHU SANGLOC VA THEO DOI, BIEU TRI Fo
- Théi gianlay maudinh ky: 48 gidr
-  Ploreng phip XN: Realtime RT-PCRmn gip 5. Néu VO-NLP cb trifu cimg sét vishodc vismhié hip:
iy mén dom.
== Cacinrimg hep d3 Yay miungiy 25/62021 : kKhing Ty maulai.
== Cac Bonviliy miu tip trung tai Liu 1 nhip thén/ xéa, dinh df vio cic cétbrong ing tronglink. Hein
fhinh: 07h30 fvr Hai, 26/82021 (st dung Bink ).
== Cac Bonvilay mau tai khoa liy que, éng méi traimg tai khoa Xé nghiém —Tau 1 3 A Kic 07h30-08h00
ngiy 26/6/2021.
=> Cac Bonviliymiu tai khoa brnhdp dhi dinh, xic nhin xé@nghién (Cic BV1lay miu $ip trung tailiu 1
khu A: B KN Hnhip).




VE SINH TAY

KV tiep nhan NB nhap vién, lay mau RT-PCR
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KV lay mau tai San




(1)

Bo tri khu vuwe XN




Y

: Frrege
- |
= { :
|
’ \




NMA VE SINH
DANH CHO
NGUOI BENH
CHO KET QUA
XET NGHIEM
COVID-19
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Dwong gia - Am gia

+ Dwong gia — Bao dong gia (ma y nhu that)
+ Am gid — hé luy con I&n hon

« BN “lot” vao sau trong BV (roi sau do phat hién thi van phai
X Iy — ma mét hon rat nhiéu)

« NVYT van di lam va “lay tum lum”




Mau gop

GOp + — lay mau don
(phat sinh nhiéu ngang
trai 1a day)

Khéng biét la ai

Gop khdng dung dbi
twong (mix NV + BN +
nhiéu md&c nguy co)
Cach ly tam nhirng
nguwdi trong mau gop
Trong dém

21'721 1629

Mm

2107211633

‘*




Tom tat
Cap nhat hién tai: 3638 + gdp (1817) + sinh phdm (WHO & CDC)
Mau bé&nh pham/Nguwdi lay mau: quan trong

Loai b&nh pham: quan trong 1a hé hap (cha y cac vi tri)
Quy trinh: 1/ Mang PPE 2/ Lay mau 3/ Thao PPE 4/ Khr khuan

GOp mau: (1817) ap dung/khéng ap dung, sinh pham, bénh pham,
hinh thirc, nhan dinh KQ & xtr tri

+ Kinh nghiém ap dung: hiéu biét sdu sac, ké hoach cu thé chi tiét,
td chlrc ha tang, phan luéng rd rang, hiép dong tac chién nhiéu
don vi

+ + + + +

Cung gop stre chung tay chién thang dai dich Covid-19




Loi cam on

TS. BUi Thi Thu Hién
ThS. B Thj Thu Thay
TS. Bui Khanh Chi

Nhom IPC va Lab ciia US CDC d3 hoé tro tai liéu cho bai
trinh bay




Thong tin lién lac

TS.BS. Huynh Minh Tuan
Pho Chu tich H6i KSNK TP.HCM
Trwdng Khoa KSNK BVDHYD TP.HCM

Email: huynh.tuan@umc.edu.vn
Cell: +84 90 934 9918
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Chan thanh cam on
Quy Pong nghiép.




