Phu luc 01
Kém theo quyét dinh s6 502/QD-BCNYT ky ngay 07/12/2025

ST Noi dung Pa dwoc phé duyét Sira doi
T
1 | Chuong V. Yéu| STT Ndi dung yéu ciu STT Noi dung yéu ciu
cau vé ky| 1 |YEUCAUCHUNG I | YEU CAU CHUNG
thuat\Phan 1 - 2 P
Chat lugng: Chat lugng:

Cung cap, lap
dat céc thiét b
hap, sdy tiét
trung\May  tiét
trung nhiét do
thap Plasma
>150L, 2 ctra

+ San pham dat chimg nhan CE (European

+ San pham dat chirg nhan CE (European

Conformity) va FDA (hoac FDA 510 (k)) Conformity) hoac FDA (hoac FDA 510 (k))
(Food and Drug Administration) (Food and Drug Administration)
Tiéu chi Tiéu chi
STT Noi dung yéu ciu co ban | STT Noi dung yéu ciu co ban
(*) (*)
I | YEU CAU CHUNG I | YEU CAUCHUNG
(B4 sung tiéu chi) Xuét x{r: Nhom cac nude G7 hodc *
Lién minh Chau Au (EU)




Chuong V. Yéu Tiéu Tiéu
cau vé ky| STT Noi dung yéu ciu chico | STT Noi dung yéu ciu chi co
thuat\Phan 1 - ban (*) ban (*)
Cung cap, lap| | |yfuCAUCHUNG I | YEU CAU CHUNG
dat cac thiet bi 2 N . L o ] §
hA v tiet (B0 sung ti€u chi) Xuat xtr: Nhém cdc nuge G7 hodc *

p, say tig e .
tring\M4y  héip Lién minh Chau Au (EU)
am tiét trung 2
cua >750L
Chuong V. Yéu | STT Néi dung yéu ciu Tiéu | STT Ni dung yéu ciu Tiéu
cau  vé ky chi co chi co
thuat\Phan 1 - ban (¥) ban (¥)
Cung cdp, ldp| 1 |YREUCAUCHUNG I | YEU CAU CHUNG
dat cac thiet bi 2 . T _
hA v tiet (B0 sung ti€u chi) Xuat xu: Nhém cdc nuge G7hoac *

p’ y v cA . A
tring\Mdy  tiot Lién minh Chau Au (EU)
trung nhiét do
thip E.O (> 400
lit, 2 ctra)
Chuong V. Yéu | STT Noi dung yéu ciu Tiéu | STT Noi dung yéu ciu Tiéu
cau  vé ky chi co chi co
thuat\Phan 1 - ban (*) ban (*)
Cung cap, lap| | |yEUCAUCHUNG I | YEU CAU CHUNG

dat cac thiét b
hap, say tiét
trung\May  tiét

(BO sung tiéu chi)

Xuit x: Nhom cac nude G7 hodc
Lién minh Chau Au (EU)




trung nhiét do
thap
Formadehyde
2%

Chuong V. Yéu
ciu  vé k¥
thuat\Phan 2 -
Cung cap, lip
dt thiét bi kiém
soat nhiém
khuan khac\May
rua dung cu si€u
am > 601

STT

Noi dung yéu cau

Tiéu
chi co
ban (*)

STT

Noi dung yéu cau

Tiéu
chi co
ban (*)

YEU CAU CHUNG

YEU CAU CHUNG

(B4 sung tiéu chi)

Xuét xtr: Nhém céc nude G7 hodc
Lién minh Chau Au (EU)

Chuong V. Yéu
cau  vé k¥
thuat\Phan 2 -
Cung cap, lap
dat thiét bi kiém
soat nhiém
khuan khac\May
ria, khur khuan
bo vit tw dong

STT

Noi dung yéu cau

STT

Noi dung yéu cau

YEU CAU CHUNG

YEU CAU CHUNG

(B6 sung tiéu chi)

Xuét xtr: Nhém céc nude G7 hodc
Lién minh Chau Au (EU)




