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SOUTHEAST ASIA

S6: VN-LTR-RA-116-2019
Viv: Thu héi Phidu nep-xihan H6 50 cong bé tieu chudn dp dung ciia TTBYT loai A
1 58 Y TE THANH PHO HO CHI MIN

TP.Hé Chi Minh, ngay 20 thang 06 ndm 2019

Bing vin ban nay, chiing t6i dé nghj dwgc Thu hoi Phiéu tiép nhan Hb so cong bb tidu
o chuén 4p dung cia TTBYT loai A cho cdc san phdm nhu Danh muc dinh kém véi ly do: Piéu
chinh phan loai mirc d9 rui ro theo hudng dan cta Nghi dinh 169/2018/NP-CP.

)
.Cu thé, Diéu 4 khoan 2 muc d cia Nghj dinh 36/2016/ND-CP duoc sira d6i quy dinh:

dj Trang thiét b y té dwoc thiét ké dé sir dung két hop v6i mot trang thiét b y t& khac thi mdi

trang thiét bj y té c6 thé duge phan loai mirc d§ rui ro riéng blet nhung két qua phan loai phal

! cén ¢t vao muc do rii ro cao nhét ctia muc dich sir dung cudi cling cta tong thé trang thiét bi
. /te két hop do.”

. Vi vy, phan loai mire 46 rai ro cia TTBYT loai A nép kém d3 khong cdn phtt hop va

ELung t8i cling tién hanh phén loai mure dé rii ro lai cho céc san pham nay theo hrong dan cia

ghi dmh

L,hung to1 Xin ngp kém theo van ban nay: Danh muc cac san phim TTBYT da phan loai
A va Phiéu tiép nhan Hb so cdng bé tiéu chuén 4 ap dung ciia TTBYT loai A twong ting c4n thu

héi.

Xin trdn trong cam on.
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Danh muc dinh kém

STT Sb Tén TTBYT Chiing loai

I | 170002841/PCBA-HCM | Dung dich chudn chohg théng theo | oy oo oy Uiyra
doi dudmg huyét

2 | 170002840/PCBA-HCM | QuE thr cho hé thong theo d5i | (1o o Uttra
dudng huyét

3 170002871/PCBA-HCM Qu‘e thir cf\ho hé thong theo doi OngTouch
dudng huyéet Verio

4 180001607/PCBA-LICM DBng d‘;ch chue:n cho hé thong theo One.Touch
dd1 dudmg huyét Verio

5 180000457/PCBA-HCM D~u.ng c!;ch chuz:ncho h¢ thong theo | OneTouch
doi duong huyét Select

6 | 170002931/PCBA-HCM | Que thir cho hé théng theo ddi
dudng huyét

7 180001610/PCBA-HCM ! Que thir cho hé théng theo ddi | OneTouch
duong huyét Select

8 180001609/PCBA-HCM | Que thu cho hé théng theo ddi | OneTouch
dudmg huyét Select

9 180000456/PCBA-HCM | Kim liy méu v6 khudn cho hé | OneTouch
thong theo déi dudng huyét UltraSoft

10 180001608/PCBA-HCM | Kim Ay mau vo khuén' cho hé | OneTouch
thong theo doi dudng huyét UltraSoft

11 180001931/PCBA-HCM | Que thir dwomg huyét OneTouch Ultra

Plus

12 180001930/PCBA-HCM | Dung dich chuan ndng d¢ trung | OneTouch Ultra

binh Plus
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