BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
— Doc lap - Tw do - Hanh phuc

S4:4055 /QD-BYT Ha Néi, ngay23 thangggndm 2020

QUYET PINH
Ban hanh Huwéng din tam thoi chuin bi méi trwong van chuyén miu
bénh phdm dwong ho hip dung trong xét nghiém phat hién SARS-CoV-2
bang k¥ thuit Real-time RT-PCR

BO TRUONG BO Y TE

Can ctr Luat Kham bénh, chira bénh sb 40/2009/QH12, nam 2009;

Can ci Nghi dinh s 75/2017/ND-CP, ngay 20/6/2017 cta Chinh pha quy
dinh chtic ning, nhiém vy, quyén han va co cau to chic cua Bo Y té;

Xét @& nghi cua Cuc truong Cuc Quan ly Kham, chita bénh,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay “Huong dan tam thoi chuan bi
moi truong van chuyén mau bénh phdm dudng hd hap dung trong xét nghiém
phat hién SARS-COV-2 bang ky thuat Real-time RT-PCR”.

7 Piéu 2. “Hugﬁrng dan tam thoi chuan bi moi trudong van chuyén mﬁ}l bénh
pham duong ho hap dung trong xet nghiém phat hién SARS-COV-2 bang ky
thuat Real-time RT-PCR duogc ap dung tai cac bénh vién, co s¢ y t& trén toan
quoc.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Cac ong, ba: Chanh Vian phong Bo, Chanh Thanh tra Bo, Cuc
truong Cuc Quan 1y kham, chita bénh, Vu trudéng, Cuc trudng, Téng Cuc thudc
B0 Y té, Thu trudng cac don vi truc thude B Y té, Y té cac Bo, nganh, Giam
ddc S& Y té cac tinh, thanh phé truc thudc trung wong chiu trach nhi¢ém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu diéu 4;

- Phé thi tuéng CP Vii Ptrc Pam (dé b/c);
- Q. Bo truong (dé b/c);

- Cac Thir truong (dé phdi hop);

- Luu: VT, KCB.

n Truwong Son
Pho Truwdéng Ban Chi dao
Quoc gia phong, chong dich
Covid-19



HUONG DAN TAM THOI
CHUAN BI MOI TRUONG VAN CHUYEN MAU BENH PHAM
PUONG HO HAP DUNG TRONG XET NGHIEM PHAT HIEN
SARS-COV-2 BANG KY THUAT REALTIME RT-PCR

(Ban hanh kém theo Quyét dinh s6 4055 /OD-BYT ngay 23 thang 9 nam 2020
cua B¢ truong Bo Y té)

1. Muc dich

Hudng dan cach Ch}lé,l’l bi cic Ong chira mdi truong bao quan va van
chuyén mau bénh pham dé xét nghi¢m phat hi€én SARS-CoV-2 bang k¥ thuat
Real-Time RT-PCR.

2. Pham vi ap dung

Ap dung tai cac bénh vién, co sé y té c6 phong xét nghi¢ém thuc hién xét
nghiém sang loc, khang dinh SARS-CoV-2 bang k¥ thuat Real-time RT-PCR.
Can cu dién bién cua dich bénh COVID-19 hoic khi khong c¢6 du 6ng moi
truong thuong mai, 1anh dao don vi xem xét &p dung viéc tu chuén bi 6ng chura
moi truong phuc vu xét nghiém SARS-CoV-2.

3. Trach nhiém

- Cé4c nhan vién khoa/ phong xét nghiém, chuan bi dng moi trudng van
chuyén V0 trung tai phong xét nghiém tuan tht hudng dan nay.

- Trudong/phu trach khoa/phong xét nghiém chiu trach nhiém thuc hién va
giam sat thuc hién.

4. Giai thich tir ngir va chir viét tat
- M6i trudng van chuyén miu bénh phim (vi rat) 1a éng chira dung dich
c6 tac dung bao quan vi rut trong qué trinh van chuyén.

- Trong Hudng dan nay mdi trudng van chuyén bao gom cac loai sau va
duoc goi chung la moéi trudng van chuyén:

+ Nudc mudi sinh 1y 1a hdn hop giita nudc va natri clorua duoc pha ché
vai ty 1€ 0,9% (NaCl 0,9%)

+ Nuéc mudi sinh 1y c¢6 chira dung dich dém phosphate;

+ Mbi truong van chuyén 13 cic san pham thuong mai dd dugc pha ché
thanh ban thanh pham hodc thanh pham (tham khao thanh phan cia moéi truong
tai Phu luc 2).

5. Thiét bi, dung cu va nguyén vit liéu
- Tu an toan sinh hoc cép 2 hoac ti sach (bao vé cho cac thao tac trong ti)

- Pipette v trung c6 thé tich 10 mL -25 mL



- Pipette aid hodc qua bop

, - Ong nhua hinh chép vo tring c6 nip ddy kin, c6 thé tich 15 mL (vi du:
ong Falcon)

- Nhian dan thong tin trén dng nhua

- Nudce mu01 sinh 1y v6 trung (natri clorua 0,9%) da duoc pha san dung
trong tiém, truyén va dat tiéu chuan chat luong (khong dung nudc mudi sinh 1y
tu pha bdi cac phong xét nghiém).

- Mo1 truong van chuyén loai khac (néu sir dung mo6i truong van chuyén
mAau bénh pham (vi rat) 13 cac san pham thuong mai néu co).

6. An toan
- Tuan tha theo quy dinh, quy trinh an toan cta phong xét nghiém.

7. Noi dung thwe hién (déi véi méi trwong van chuyén la natri clorua
0,9% vo trung).

7.1. Chuén bi dung cu:

- Lay mot s6 luong dng nhyua vo tring (loai dng Falcon 15 ml hoic tuong
duong) da duoc tinh todn va ghi nhan trén ong cac thong tin sau:

+ Tén dung dich bao quan mau;

+ 306 16;

+ Ngay pha;

+ Ngay hét han;

+ Nhi¢t d§ bdo quan.
- Chuan bj cac chai natri clorua 0,9% v tring
- Chuén bi pipette vo trung, pipette aid/qua bop

7.2. V& sinh ti an toan sinh hoc cép 2 hodc tu sach theo quy trinh tai
phong xét nghiém

7.3. Cac bude tién hanh

- Lam 1ong nap chai natri clorua 0,9% (khong m¢ han nap chai cho dén
khi hat hét va phan chia déu vao cac ong nhyua vO trung)

’ - Str dung pipett vo trung hat dung dich natri clorua 0,9% va cho vao moi
ong nhya vo trung 2-3 mL natri clorua 0,9% .

- Pay nip 6ng nhya vo tring
- Tiép tuc thao tac cho dén khi hét s6 éng di chuan bi

- Ghi cac thdng tin vao Biéu mAu chuan bi méi truong van chuyén miu
cua phong xét nghiém.



- Bdo quan & nhi¢t d§ phong, st dung trong vong 48 gio hoac 2-8 do C
dung trong vong 6 thang.

7.4. Thyc hién kiém tra vo trung

- Lay sb luong 6ng dd chira dung dich bao quan va van chuyén mau (sd
lrong dugc tinh theo hudng dan tai Phu luc 1) i am ¢ nhiét ¢ 36°C +1°C.

- Sau 18-24 gio 1dy céc dng ra khoi ta 4m dé kiém tra vo tring

- Ghi chép lai két qua vao s6/Biéu mau

+ Néu khong thay vi sinh vat moc trong Ong thi dat vé v6 tring.

+ Néu ¢0 vi sinh vat moc trén trong dng méi truong (6ng duc) thi bo toan
b0 16 6ng mo1 truong do, ki€m tra nguyén nhan va khac phuc cho céac lan sau.

(Lwu y: d6i véi méi trwong van chuyén loai khdc, phong xét nghiém dp
dung theo quy trinh twong tir va theo huwéng din ciia nha sdn xudt).

8. Tai li¢u tham khao

- Cuc Thyc pham Hoa Ky (FDA), 2020, Phén tra 16i cac cau hoi lién
quan dén moi truong van chuyén mau bénh pham cho xét nghiém SARS-CoV-2

https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-
devices/fags-viral-transport-media-during-covid-19#procodes

- T6 chiic Y té thé gigi (WHO), 3/2020, huéng din tam thdi vé xét
nghiém COVID-19, tr. 5. https://www.who.int/publications/i/item/10665-
331501

- Trung tdm Dy phong va Kiém soat Dich Bénh Hoa Ky (CDC), 2020,
Huéng din tam thoi ctia vé ldy miu, xir Iy va xét nghiém SARS-CoV-2;
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-
specimens.html

- Vién tiéu chuan phong xét nghiém lam sang (CLSI Standard), M40-A2.
Quality Control of Microbiological Transport Systems; Approved Standard,
second edition.

- Evaluation of saline, phosphate buffered saline and minimum 1 essential
medium as potential 2 alternatives to viral transport media for SARS-CoV-2
testing; http://jcm.asm.org.



http://jcm.asm.org/

PHU LUC 1

Bing bang tinh s6 lwong 6ng méi truong can kiém tra vo trung
sau moi 16/mé pha

S6 6ng mai trurong S6 lwong dng t6i thiéu cAn kiém tra cho mdi mé
/mé, 10
<100 bng 10% hodc 4 ong (néu s6 lugng Ong tinh tir 10% 16n 4 thi
chon s6 lugng do)
101 <500 ong 10 6ng
> 500 b6ng 2% hodc 20 dng (néu s6 luong dng tinh tir 20% nhé hon

20 6ng thi chon s6 lugng d6)




PHU LUC 2
Tham khao vé thanh phin ciia mdi trwong van chuyén vi rit
Vi du 1: Méi trwong vin chuyén vi rit (Viral Transport Medium (VTM))

1. Dung dich Hanks Balanced Salt Solution (HBSS) 1X v6i ion calcium
va magnesium, khong c6 chira phenol do, 500mL/chai (hodac HBSS c6 chura
phenol d6 nhu 14 chét chi thi pH)

2. Fetal bovine serum (FBS) v6 trung, mat hoat bang nhiét

3. Gentamicin sulfate (50mg/mL) (hodc chat khang sinh twong tu véi
nong d6 thich hop dé ngan ngira su tap nhiém va su phat trién cua vi khuan)

4. Amphotericin B (250pg/mL) (Fungizone) (hodc khang nam tuong tu
vGi v6i ndng d6 thich hop dé ngian ngira su tap nhidm va sy phat trién ctia nAim)

Vi du 2: Méi trwong vdn chuyén vi rit (Viral Transport Medium (VTM)

1. DMEM (Dulbecco's Modified Eagle Medium)
2. BSA (Bovine albumin faction 7.5%)

3. Kanamycine sulphate

4. Ciproflosaxin hydrochloric

5. NaHCO3

6. Hepes

7. Ampociline B hodc Penicilin-Streptomycin
pH: 7,2

Vi du 3: Moi trwong Amies long khong co chwa charcoal

. Sodium chloride
. Calcium chloride
. Potassium chloride
. Magnesium chloride
. Monopotassium phosphate
. Disodium phosphate
. Sodium thioglycollate
. Demineralized Water
pH (tai 25°C 7.3 + 0.2

coO~NO O h~WDNPE



