
BOYTE CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc I~p - Tl}'do - H~nh phuc

S6: 12022/TT-BYT HaN(Ji, ngay thang 8 ndm 2022

THONGTU
Quy djnh danh muc va c~p s81U'u hanh trang thi~t b] Yt~ phuc V\I phong, ch8ng djch

COVID-19 trong trU'Ong hgp c~p bach

Can cu Nghi dinh s6 75120171NfJ-CP ngay 20 thang 6 nam 2017 cua
Chinh phu quy dinh chuc nang, nhiem v~, quyen han va CO' cdu t6 chuc cua B(JYd;

Can ctr Nghi dinh s6 98120211NfJ-CP ngay 08 thong 11 nam 2021 cua
Chinh phu v~ quan If trang thiit bi y d;

Thea a~nghi cua V~ truong V~ Trang thiit bi va Cong trinh y d;
B(J truong B(J Y ti ban hanh Thong tu quy dinh danh muc va cdp s6 luu

hanh trang thiet bi y tiphuc v~phong, chong dich. COVID-19 trong truong h9P
cap bach.

Di~u 1. Danh muc trang thi~t b] Y t~ phuc V\I phong, ch8ng djch
COVID-19 trong trmrng hgp c~p bach theo quy djnh t~i khoan 3 Di~u 29
Ngh] <finh s8 98/20211ND-CP ngay 08 thang 11 nam 2021 cua Chinh phu
v~ quan If trang thi~t bi y t~

1. MayPCR.

2. Hoa ch~t (sinh phfrm) ch';lymay PCR xet nghi~m SARS-CoV-2.

3. Test kit xet nghi~m nhanh khang nguyen! khang th~ khang SARS-CoV-2.

4. May tho chilc nang ca~, may tho xam nh?P va khong xam nh?P, may tho
khong xam nh?P, may oxy dong ca~, may tho xach tay.

5. May IQC mau lien tvc.

6. May X-Quang di dQng.

7. May do khi mau (do dugc di~n giai, lactat, hematocrite).

8. May thea d5i b~nh nhan ~ 5 thong s6.

9. Born tiem di~n; Born truySn dich.

10. May pha rung tim co t';lonhip.

11. May do thai gian dong mau.

12. May do huy~t dQng.
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Di~u 2. B8 sung gi~y cluing nh~n dang ky hru hanh trang thi~t b] y t~ thu(}c
loai C, D phuc VI} phong, chAng djch COVID-19 trong truong hop c~p bach

B6 sung m~u gi~y clnrng nhan dang ky hru hanh trang thiet bi y tS thuoc loai
C, D phuc vu phong, chong dich COVID-19 trong tnrong hop c~p bach (quy dinh
tai Phu I\lCI kern thee Thong tu nay).

Di~u 3. Hi~u l\fc thi hanh

1. Thong tu nay co hieu luc thi hanh kS tir ngay thang nam 2022.

2. Thong tu s6 13/2021/TT-BYT ngay 16 thang 9 nam 2021 cua BQ tnrong
BQY tS quy dinh cap s6luu hanh, nhap kh~u trang thiSt bi y tS phuc vu hoat dong
phong, chong dich COVID-19 trong tnrong hop c~p bach hSt hieu hrc thi hanh
kS til ngay Thong tu nay co hieu lire thi hanh,

Di~u 4. Di~u khoan chuyen ti~p

Cac h6 sa dS nghi c~p gi~y chUngnh~ dang kY luu hanh d6i v6i trang thiSt bi
y tS lo~i C, D ph\lc V\l phong, ch6ng dich COVID-19 dff duQ'cBQY tS tiSp nh~n
tru6c ngay 01 thang 01 nam 2022 duQ'ctiSp t\lCgiai quySt thee quy dinh cua Thong
tu s6 13/20211TT-BYT ngay 16 thang 9 nam 2021 cua BQ truemg BQY tS quy
dinh c~p s6 luu hanh, nh~p kh~u trang thiSt bi y tS ph\lc V\l ho~t dQng phong,
ch6ng dich COVID-19 trong truCmghqp c~p bach.

Di~u 5. T8 chtfc th\fc hi~n

Chanh Van phong BQ; Chanh Thanh tra BQ; V\l truong, C\lC truang, T6ng
C\lC truemg thuQc BQ Y tS; Giam d6c Sa Y tS cac tinh, thanh ph6 tn,rc thuQc
trung uO'ngva cO'quan, t6 chuc, ca nhan co lien quan chiu trach nhi~m thi hanh
Thong tu nay.

Trong qua trinh thlJChi~n nSu co kho khan, vuang m~c, dS nghi cac cO'quan,
16 chilc, ca nMn philn anh kip lhiJi vb BQY I~ d~ xern xel, gilii quykli

Nui nhljn: KT. BO TRUONG
- Uy ban Xii hQi cua Qu6c hQi; , THir"TRUONG " <J/
- Van phong Chfnh phu (Vl,IKGVX, Cong bao, Cong TTDT
Chfnh phil);
- BQTu phap (Cl,ICKiSm tra VBQPPL);
- Cac BQ,CO'quan ngang BQ, CO'quan thuQc Chfnh phU;
- Q, BQtru6ng BQY tS (dS b/c);
- Cac Thu tru6ng BQY tS (dS ph6i hqp chi d~o);
- UBND cac tinh, thanh ph6 trl,l'cthuQc Trung uang;
- Sa Y ts cac tinh, thanh ph6 tnJc thuQc Trung uO'ng;
- SO' Khoa hQCva Cong ngh~ cac tinh, thanh ph6 tnJc thuQc DBXuan Tuyen
Trung U'O'ng;
- Bao hiSm Xii hQi Vi~t Nam;
- Cac dan vi trl,l'CthuQc BQY tS; y tS cac BQ, nganh;
- Cac Vl,I,Cl,IC,T6ng Cvc, Van phong BQ, Thanh tra BQ;
- C6ng thong tin di~n tu BQY tS;
- Luu: VT, PC, TB-CT.

---------- ---
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Phu luc I. .
(Ban hanh kern thea Thong tu s6 120221TT-BYT ngay thang 8 ndm 2022

cua Bo truong B(j Yd)

BOYTE CONG HOA xA HOI CHV NGHiA VIET NAM. . .
DQc I~p - T1}'do - Hanh phuc

S6: . Ha Noi, ngay .... thang .... ndm 20 ...

GIAY CHUNG NHANDANGKY LUU HANH TRANG THIET BI Y TE
THUOC LO~I C~D PHl)C vu PHONG, CHONG DJCH COVIIl-19

TRONG TRUONG HQI>cAp BAcH

Can cir Nghi dinh s6 98/20211NI>-CP ngay 08 thang 11 nam 2021 cua
Chinh phu v@quan Iy trang thiet bi y tS;

Can cir Thong nr s6 12022/TT-BYT ngay thang 8 narn 2022 cua BQ
twang BQ Y tS quy dinh danh muc va c~p s6 hru hanh trang thiSt bi y tS phuc V\l
phong, chong dich COVID-19 trong tnrong hop c~p bach.

B9 Y tS c~p chirng nhan dang ky hru hanh cho trang thiet bi y tS (moi 100%)
nhu sau:

1. Ten trang thiSt bi y tS:
2. Ten thirong mai:
3. Ma Global Medical Device Nomenclature - GMDN (neu co):
4. Chung loai:
5. Ma san pham (neu co):
6. Quy each dong goi (niu co):
7. Loai trang thiet bi y tS:
8. Muc dich sir dung:
9. Ten, dia chi cua co sa san xu~t:
10. Ten, dia chi cua chu sa hfru trang thiSt bi y tS:
11. Ten, dia chi cua chu sa hfru s6 lUllhanh:
12. Ten, dia chi co sa bao hanh (niu co):

S6 lUllhanh co hi~u IlJc til ngay ky ban hanh dSn ngay .....

Nu; nh{ln: CHUC Vl) CVA NGUm KY
Ky ten (Ghi h9 ten ady au, chuc danh)

Xac nh(tn bang ddu hoijc cha kY
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