SOY TEKIEN GIANG ~ CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE KIEN HAI Péc 1ap - Ty do - Hanh phic

$6: ) Y/TTYT-KHNV&DD Kién Hai, ngay 09 thang 9 nidm 2024
V/v dinh chi luu hanh, thu hdi va tiéu
huy m§ phim khong dat tiéu chuan
chat lwong tai Cong van sb
2962/QLD-MP ngay 29/8/2024 cia
Cuc Quan ly Dugc

Kinh gtri:
- Céc Tram Y té x3 truc thue Trung tam Y té Kién Hai;
- Céc co s kinh doanh, sir dung m§ phim trén dia ban huyén.

(Sau day goi tit 12 cic don vi)

Thuc hién cong van sé 3042/SYT-NVYD ngay 06 thang 9 nam 2024 cua
S& Y té tinh Kién Giang, vé viéc dinh chi luu hanh, thu hdi va tiéu huy m§ pham
khong dat tiéu chudn chit luong tai Cong vin s6 2962/QLD-MP ngay 29/9/2024
cta Cuc Quan ly Dugc (dinh keém).

Trung tdm Y t& huyén Kién Hai thong bao dén cic don vi thuc hién ndi
dung nhw sau:

1. Tién hanh ra soat, ngimg ngay viée luu thong, kinh doanh str dung san
phdm, m¥ phém bi dinh chi luu hanh, thu héi theo thong bio ciia Cuc Quan ly
Duogc tai Cong vin sé 3042/QLD-MP ngay 06/9/2024 va tra lai co s& cung mg
san pham.

2. Lanh dao cac Tram Y té xd truc thudc; trién khai thuc hién ndi dung
théng bao niy dén cac bd phan truc thude; d& nghi phdi hop Uy ban Nhan dan
cac x3 trién khai ndi dung thong bao nay dén cac co so kinh doanh, sir dung my
pham thudce dia ban quan Iy dugce biét, thue hién thu hdi 16 san pham my pham
vi pham néu trén ( néu c6 kinh doanh, sir dung), déng thoi bao két qua thu hoi
vé Phong K& hoach Nghiép vu va & Diéu dudng Trung tim Y t& huyén.

Nhén duge cong vin yéu cau 1anh dao cac Tram Y té xa, phdi hop véi Uy
ban Nhan Dan cac xa; Cac co s& kinh doanh, sir dung my phéim trén dia ban
huyén nghiém tic trién khai thue hién. Moi thong tin Chi tiét xin lién hé Ds DS
thi Thom Pho Phong ké hoach Nghiép vu & Piéu dudng, DT: 0916713008./. i

Noi nhin:
- Nhu trén;
- Trang TTDT-TTYT;

- Luu PKHNV&DBD-TTYT, Ds Thom.
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UBND TiNH KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Poc Yap - Ty do - Hanh phic
$6:3042 /SYT-NVD Kién Giang, ngay 06 thing 9 nim 2024

V/v dinh chi luu hanh, thu hdi va
tiéu hiy my phdm khong dat tidu
chuin chat lugng tai Cong vin $0
2962/QLD-MP ngay 29/8/2024
cuia Cuc Quan Iy Dugce

Kinh giri:
- Cac co quan, don vi thudc va tryc thude S& Y té;
- Cac co s& kinh doanh, sit dung m§ phidm trén dia ban tinh.
(Sau ddy goi tdt la cdc don vi)

Thuc hién Céng vin sé 2962/QLD-MP ngay 29/8/2024 cua Cuc Quan ly Dugc

vé viéc dinh chi luu hanh, thu héi va tiéu hily m§ phim khong dat tiéu chudn chit lwong
(dinh kem),

So' Y té théng bao, dé nghi cac don vi thuc hién:

1. Tién hanh ra soat, ngung ngay viéc kinh doanh, sir dung 16 san phfim bi dinh
chi luu hanh, thu ho trén toan quoc theo théng bao cua Cyc Quan ly Dugce tai Cong vin
s0 2962/QLD-MP ngay 29/8/2024 va tra lai co s& cung ung san pham.

2. Thu trudng cac don vi trién khai, thuc hién néi dung vin ban nay dén cac bd
phén truc thude; dé nghi phdi hgp UBND cac huyén, thanh phd trién khai ndi dung van
ban nay dén cac co s& kinh doanh, sir dung my phim thugc dia ban quan ly dugce blet
thue hién thu hdi 16 san phim néu trén, ddng thai bao cdo két qua thu héi vé So Y .

3. Giao Thanh tra S& Y té chu tri, phéi hop cung co quan, don vi ¢é lién quan
tien hanh kiém tra, gidm st viéc thuc hién ctia cdc don vi theo van ban nay, xir ly don
vi vi pham theo quy dinh hién hanh.

S& 'Y té thong bao dén cac dom vi dé biét, thye hién/. = (&
L—

Noi nhgn: KT. GIAM POC
- Nhu trén; ‘ | f

- UBND huyén, thanh pho (dé ph01 hop);
- Phong Y t& Phi Quédc (dé phéi hop);
- Trang TTDT SYT;
- Trang VPDT SYT;
- Luu: VT, NVYD, tinuong.




T : (05 b 5 CONG HOA XA HOI CHU NGHIA VIET NAM

Coq an Bo Y té

7 e yC QUAN LY DUGC Poc lap - Tw do - Hanh phic

Sé: 2962 /QLD-MP Ha Ngi, ngay 29 thdng 08 ndm 2024
V/v dinh chi luu hanh, thu hoi va tiéu
hity m§ pham khong dat tiéu chudn
chit luong

Kinh gti:
-S6 Y té céc tinh, thanh pho truc thude Trung uong;

-~ Cong ty TNHH mét thanh vién thuong mai va xuét nhap khéu Ky Phong.
(Dia chi: 45 Ciru Long, phueong 2, qudn Tan Binh, TP. Ho Chi Minh)

Can cir Pidu 71 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 ciia Chinh
phi quy dinh xtr phat vi pham hanh chinh trong linh vuc y té;

Cin cir Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 cua Chinh
phi sira d6i, bd sung mot sb diéu cia Nghi dinh s6 1 15/2018/ND-CP ngay 04/9/2018
cia Chinh pha quy dinh xir phat vi pham hanh chinh vé an toan thuc phim va Nghi
dinh s6 117/2020/ND-CP ngay 28/9/2020 ctia Chinh phu quy dinh xur phat vi pham
hanh chinh trong linh vuc y té;

Can c@ Dleu 45 Théng tu s6 06/2011/TT-BYT ngay 25/01/2011 cia B
truong Bo Y té quy dinh vé& quan Iy my phim;

Can cir Cong vin sb 122/TTKN-KHTC&TCHC dé ngay 23/7/2024 caa Trung
tam Kiém nghlem S¢Y té tinh Quang Ninh giri kém Phiéu kiém nghiém sé 356N
ngay 23/7/2024 va ho so lién quan béo cdo 16 san pham Rebirth Anti-Wrinkle Eye
Gel With Vitamin E - Hép 1 tuyp 30g (tén san phim trén nhan hdp, tuyp: Rebirth
Anti-Wrinkle Eye Gel with aloe vera & vitamin E; tén san pham trén nhan phu:
Rebirth Anti Wrinkle Eye Gel Whit Vitamin E), S6 16: 021; NSX: 20/0CT/2022;
HSD: 19/0CT/2026; S& cong bd: 187750/22/CBMP- QLD T4 chirc chiu trach
nhi¢ém dua san pham ra thi truong: Coéng ty TNHH mét thanh vién thuong mai va
xuét nhép khiu Ky Phong, dia chi: 45 Ciru Long, phudng 2, quén Tén Binh, TP. Hb
Chi Minh; Nha san xuat: Lanopearl Pty. Ltd — Australia; Tén san phim trén phleu
cdng bd Rebirth Anti-Wrinkle Eye Gel With Vitamin E.

Miu m¥ pham trén do Trung tdm Kiém nghi¢m - S¢'Y té tinh Quang Ninh Iy
mau tai Nha thudc Long Chau 1247 - Céng ty ¢b phin duge phim FPT Long Chéu
(Pia chi: 86 200, duong Nguyen Vin Cu, phuong Hong Ha, TP. Ha Long, tinh
Quéng Ninh) dé kiém tra chit luong. Mau thix khéng dat tiéu chuin chit lugng do
¢6 chira thinh phén chat bio quan Methyl paraben - Khong c6 trong thanh phan cong
thitc ké khai trén Phiéu cong bd san pham my pham tén san phim ghi trén nhin
khong théng nhét véi tén san phim trén phiéu cong bd.

Cuc Quan Iy Duoc théng bao:

1. Dinh chi lru hanh, thu hdi trén toan quéc 16 san pham Rebirth Anti-Wrinkle
Eye Gel With Vitamin E - Hop 1 tuyp 30g (tén san phim trén nhin hop, nhén tuyp:
Rebirth Anti-Wrinkle Eye Gel with aloe vera & vitamin E; tén san phim trén nhén
phu: Rebirth Anti Wrinkle Eye Gel Whit Vitamin E), Sé 16: 021; NSX:
20/0CT/2022; HSD: 49/0CT/2026; Sb cong bd: 187750/22/CBMP-QLD; To chirc
chiu trach nhiém dua san pham ra thj truong: Cong ty TNHH mét thanh vién thuong



mai va xuét nhap khéu Ky Phong, dia chi: 45 Ciru Long, phuong 2, quin Tén Binh,
TP. Hd Chi Minh; Nha san xuét: Lanopearl Pty. Ltd - Australia.

Ly do thu hdi: Mau kiém nghiém khong dat tiéu chuin chét lugng do ¢o6 chira
thanh phan chat bao quan Methyl paraben - Khong c6 trong thanh phén cong thirc
ké khai trén Phiéu cong bo san pham my pham tén san pham ghi trén nhin khong
théng nhat voi tén san pham trén phiéu cong bb.

2. Dé nghi S6 Y té cac tinh, thanh phd tryc thude Trung wong:

- Thong bao cho cac co s& kinh doanh, sir dung m¥ pham trén dia ban ngling
ngay viéc kinh doanh, sir dung 16 san phim Rebirth Anti-Wrinkle Eye Gel With
Vitamin E - Hop 1 tuyp 30g néu trén va tra lai co s& cung tmg san pham;

- Tién hanh thu hdi 16 va tiéu hily 16 san pham vi pham néu trén; kiém tra,
giam sat cac don vi thuc hién thong bao nay; xur ly cac don vi vi pham theo quy dinh
hién hanh.

3. Cong ty TNHH mdt thanh vién thuong mai va xuit nhap khau Ky Phong
phai:

- Giri thong bao thu hdi t6i nhimg noi phan phdi, sir dung 16 san phém Rebirth
Anti-Wrinkle Eye Gel With Vitamin E - Hop 1 tuyp 30g né€u trén; Tiép nhén san
pham tra lai tir cac co so kinh doanh va tién hanh thu hdi, tiéu hiy toan b 16 san
phim khong dap umg quy dinh.

- Guri bao cdo thu héi 16 san pham Rebirth Anti-Wrinkle Eye Gel With
Vitamin E - Hop 1 tuyp 30g néu trén vé Cuc Quan ly Duoc trude ngay 30/9/2024.

4. Dé nghi S& Y té TP. H6 Chi Minh:

- Kiém tra Cong ty TNHH mot thanh vién thuong mai va xudt nhap khau Ky
Phong trong viéc chap hanh cac quy dinh cia phap luat v& quan 1y my phim trong
hoat dong san xuét, kinh doanh m§ phim.

- Gidm sat céc cdng ty thuc hién thu hdi va tiéu hiy 16 san phdm Céng ty
TNHH mot thanh vién thucmg mai va xuét nhip khiu Ky Phong khong dap ing quy
dinh; X Iy, xir phat vi pham theo quy dinh hién hanh va bao cdo két qua vé Cuc
Quan ly Duogc trude ngay 15/10/2024./.

Noi nhqn: KT. CUC TRUONG
-Nhuteén; _ PHO CucC TRUONG
- Cuc trirdng (dé b/c); A=

- VKNT TW, VKNT TP. HCM (dé biér); :

- Trang TTBT Cuc QLD;

- Luu: VT, MP (XH).




